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REVISITING THE TOXIC SUBSTANCES
CONTROL ACT OF 1976

THURSDAY, FEBRUARY 26, 2009

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

The subcommittee met, pursuant to call, at 10:15 a.m., in Room
2123 of the Rayburn House Office Building, Hon. Bobby L. Rush
(Chairman) presiding.

Members present: Representatives Rush, Schakowsky, Sarbanes,
Sutton, Gordon, Stupak, Butterfield, Barrow, Castor, Space,
Braley, Waxman (ex officio), Radanovich, Stearns, Terry, Murphy,
Gingrey and Scalise.

Staft present: Robin Appleberry, Counsel; Dick Frandsen, Coun-
sel; and Jerry Couri, Minority Counsel.

OPENING STATEMENT OF HON. BOBBY L. RUSH

Mr. RusH. The committee will now come to order.

First of all, I want to welcome the members of the subcommittee
to our first hearing on the 111th Congress. I am honored to chair
this distinguished subcommittee and I will strive to serve all its
members in an honorable way. I truly look forward to working with
everybody on a productive legislative and oversight agenda.

In this regard, our first hearing of the 111th Congress is an am-
bitious one and represents a new addition to the subcommittee’s
vast jurisdiction. Today’s hearing will explore the major issues sur-
rounding the Toxic Substances Control Act, also known as TSCA.
TSCA was enacted in 1976 and originally consisted of one title,
which today remains at the heart of the statute. While Congress
over the years has added additional titles to TSCA addressing indi-
vidual chemicals and substances, Congress has done very little
with regard to Title I. TSCA and Title I have never been reauthor-
ized nor has it been reformed, and very little oversight has been
conducted on the statute’s effectiveness. Today I hope to start a de-
liberative process that reverses this Congressional inaction of the
past.

By most accounts, TSCA is badly in need of reform. While opin-
ions may vary on the degree and nature of the reforms needed,
there is a broad consensus among a diversity of stakeholders that
TSCA needs to be reexamined. The scope of TSCA is very broad
and its intent is indeed very ambitious. TSCA is meant to provide
adequate data on potential health and environmental risk of all
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chemical substances and mixtures in the United States. Further-
more, the statute is supposed to provide EPA with adequate regu-
latory tools to protect the public from unreasonable risk of injury
to health or the environment. It is unfortunate that the statute has
seemingly been a failure on both of these basic policy goals and ob-
jectives. Critics contend that TSCA has failed to generate data on
the health risks of approximately 80,000 chemicals currently in use
and the approximately 700 new chemicals that are introduced into
commerce each and every year.

Even though sections 4 and 5 authorize EPA to force companies
to test their chemical products and generate data, the hoops that
the EPA must jump through in order to exercise this authority
have been much too burdensome. Rulemaking takes years to final-
ize, costs hundreds of thousands of dollars and is subject to con-
stant legal action by companies who do not want to comply. As the
former EPA assistant administrator once said, it almost that we
have to first prove that the chemicals are risky before we have the
testing done to show whether the same chemicals are indeed risky.

Furthermore, once EPA has made a determination that a chem-
ical poses a health and environmental hazard, they have been un-
able to act on this determination. Section 6 of TSCA provides EPA
with broad authority to regulate and ban chemicals but the burden
of proof for action has been so high that banning a chemical is vir-
tually impossible, and I think most Americans would be very sur-
prised to learn that asbestos, a known carcinogen that kills 8,000
Americans each and every year, has not been banned by the EPA
under TSCA because the courts have ruled that EPA did not meet
its evidentiary burden of proving that asbestos is an “unreasonable
risk to the public.” If TSCA is incapable of providing EPA with the
regulatory tools to ban asbestos, then the statutes seem to be in
dire need of serious repair, and I want to make it clear that reex-
amining TSCA is not only good for the public health but it is also
good for business.

I do not believe that this hearing should reflect public health
versus business or environment versus business, and I appreciate
the innovative spirit of the American businesses and further recog-
nize the importance of fostering that innovative spirit, especially
during these perilous times. The public’s faith in the safety of its
product and chemicals that make up those products has been shak-
en and I believe that reforming TSCA and reestablishing that faith
will ultimately be a boon for American businesses of every stripe,
and today’s hearing is only the first in a series on TSCA. Today we
will kick off the process in a deliberative manner and I sincerely
hope that we all can work together in a bipartisan manner.

I yield back the balance of my time

Mr. RusH. And now I recognize the ranking member, my friend,
the gentleman from California, Mr. Radanovich, for an opening
statement.

OPENING STATEMENT OF HON. GEORGE RADANOVICH

Mr. RADANOVICH. Thank you, Mr. Chairman, and I appreciate
the fact that you called this hearing today and would like to thank
all of our witnesses for taking the time out of your busy schedules
to appear before this subcommittee. This is my first hearing as
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ranking member of the subcommittee and I am very excited to
work with you, Mr. Chairman, and the rest of the members of the
subcommittee on the broad range of issues that falls under this
committee’s jurisdiction.

One of those issues is the regulation of industrial chemical man-
ufacturing in what I understand will be the first in a series of dis-
cussions of the Toxic Substances Control Act, TSCA, which was
signed into law in 1976. It was revolutionary at the time of its pas-
sage because it bestowed sweeping authority on the Environmental
Protection Agency, just 6 years old at the time, to regulate inter-
state commerce and the lifecycle of chemicals manufacturing. Con-
gress has barely touched the core of TSCA Title I since it was en-
acted. Obviously we all want to make sure that the chemicals pro-
duced, imported and used in this country are safe. I think it is rea-
sonable for us to take a look at TSCA but I would urge extreme
caution about any efforts to touch what is in the law since TSCA
authorities are quite sweeping. It could be that the law is fine and
that more funding and enforcement would cure various criticisms.
If that is the case, let us be surgical. We should not seek out per-
fectly functioning laws in an effort to improve or modernize them
when neither is needed. Conversely, if something more is needed,
we should not use an elephant gun to kill a mosquito.

A timely example of legislative overkill is the recently enacted
Consumer Product Safety Improvement Act. Members of Congress
like myself who supported the underlying reason behind the legis-
lation are now left scratching our heads in frustration as small
businesses, thrift stores and boutique shops in our districts are
being forced out of business by the unintended consequence of this
otherwise well-intentioned law, a terrible situation in any economy,
but particularly during this recession. Unintended consequences
are difficult to avoid but when the potential for unintended con-
sequences is foreseen, Congress should move cautiously.

That being the case, a major revision of TSCA, as some of our
panelists might suggest today, does pose the potential for a signifi-
cant threat to small- and medium-sized chemical manufacturers.
We should be careful to ensure that all of the regulated entities
will be able to reasonably comply with whatever changes we might
make. In retrospect, neglecting the ability of all entities to reason-
ably comply with new regulations was a major mistake of the toy
bill and is something that this committee should look at rectifying.

Some folks want to point to States that have already acted to
regulate chemicals. It is well known that my home State of Cali-
fornia often brags of leading the Nation in a variety of progressive
environmental and consumer protection laws and regulations.
Those same folks forget to tell the flipside of the story, because as
California desperately tries to claw their way out of a $42 billion
budget deficit, which was resolved the other day but in May will
be back into deficit spending, Congress should think twice before
using any of California’s progressive models as a national standard.

My experience has been that California’s environmental regula-
tions have increasingly been a hindrance to the success of small
businesses and family farms which have had a detrimental impact
on the State’s overall economy. Unfortunately, the European model
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of toxic substance regulation is far worse, which is exactly what
some of us would like to see in this Congress adopt.

Currently TSCA operates as a risk-based statute and tries to
mitigate potential problems based on a number of relative factors.
The European model operates under assumed hazard or pre-
cautionary principle which assumes every chemical is harmful until
proven otherwise. To me, this is backwards, bureaucratic and a
time-consuming way to regulate anything. Appropriately
prioritizing chemicals based on risk is a vital component to effec-
tive and efficient EPA regulation. In addition to the correct context
and risk prioritization, we must be sure that sound, safe and reli-
able science is guiding regulatory decisions at the EPA.

There are some who want to regulate industrial chemicals simi-
lar to how we regulate pesticides under the Federal Insecticide,
Fungicide and Rodenticide Act, or FIFRA. My Congressional dis-
trict is one of the largest agriculture-producing districts in the Na-
tion, and because of this distinction I am well aware of the increas-
ing difficulty farmers face when trying to obtain specialty pes-
ticides. Certain specialty pesticides have a greater risk placed on
them because they are applied directly to food that we will eventu-
ally touch and put in our mouths and digest. However, it is impor-
tant that we appreciate the context and the exposure under which
industrial chemicals are regulated. Under normal use, and unlike
FIFRA-regulated chemicals, the general public will rarely ever be
in a position to ingest the vast majority of industrial chemicals.
Otherwise Congress is mixing apples with oranges.

Mr. Chairman, there is quite a bit more I would like to add as
this has been 3 decades since this Congress has seriously reviewed
this law. I think this hearing is going to be very useful and I am
looking forward to hearing suggestions on how we can improve
TSCA’s performance while doing so in the least burdensome fash-
ion. And with that, I yield back and want to thank you, Mr. Chair-
man.

Mr. RusH. I want to thank the ranking member and I want to
thank him for agreeing with me right at the start.

Our next speaker is my friend, the gentlewoman from Illinois,
Ms. Schakowsky, for 2 minutes of opening statements.

OPENING STATEMENT OF HON. JANICE D. SCHAKOWSKY

Ms. SCHAKOWSKY. Thank you, Mr. Chairman, for holding this
very important hearing.

When President Ford signed the Toxic Substances Control Act
into law in 1976, it was a major victory for environmental protec-
tion. For the first time in our Nation’s history, tens of thousands
of chemicals in commerce would be tested to determine their long-
term effects on human health and the environment. However, as
we review this law 33 years after enactment, it is clear that TSCA
needs to be updated and strengthened. In fact, the law presents so
many problems that since 1991 the EPA has not attempted to ban
a single chemical under the TSCA statute. In a report published
last month, the GAO reported that without significant reforms to
TSCA, “the nation lacks assurance that human health and the en-
vironment are adequately protected.”
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Perhaps more troubling about TSCA is the strict burden of proof
the law requires the Environmental Protection Agency to satisfy in
order to ban toxic substances. As interpreted by the courts, the
lengths the EPA must undertaken to meet the burden of proof are
so onerous that chemicals known to be extremely hazardous to pub-
lic health for decades remain outside the scope of TSCA. The per-
fect example is asbestos. Eight thousand Americans die each year
from complications associated with exposure to asbestos. In 1989,
EPA attempted to use TSCA to issue a rule to ban the use of asbes-
tos, citing the strong evidence of hundreds of studies that conclu-
sively found that asbestos was extremely hazardous to workers and
the public as a whole. Despite the overwhelming evidence, the U.S.
Court of Appeals reversed the decision, saying the EPA had not ful-
filled the necessary burden of proof under TSCA. The fact that EPA
cannot use the law to ban a substance as clearly hazardous as as-
bestos underscores the need for reform. I look forward to hearing
from both panels today, who will share their research and direct
experience in dealing with TSCA.

Mr. Chairman, thank you for holding this hearing. I yield back.

Mr. RusH. Thank you.

Our next opening statement will be from the gentleman from Ne-
braska, Mr. Terry.

OPENING STATEMENT OF HON. LEE TERRY

Mr. TERRY. Thank you, Mr. Chairman. I appreciate this oppor-
tunity. I think as we progress to see what reforms are necessary,
the philosophical differences will be lightest touch versus heaviest
touch.

I want to relay an experience I had over the district work period
when I met with a small business owner, a couple, a married cou-
ple that employed his brother, and it was truly one of those family-
owned business called Wes and Willie’s. I don’t know if any of you
know of this company but they are a kids’ apparel maker. They
have the coolest tee shirt designs and they are very popular in a
lot of the catalogs that some of us may get. This is an example of
when we go too fast and don’t think through our legislation
enough, but as a result of the lead-based toys we included other
chemicals or additives that also have to be tested before they are
allowed to come back in. Unfortunately, this company had to make
a decision in order to survive that they have offshored some of
their apparel making and silk screening of the paint design on the
tee shirts. Under the new rules, every different design is treated
as a different product and has to be tested at hundreds of dollars
per shirt. But amazingly, while that is a financial hardship to do
that on every different design and every different size, there is one
of the chemicals that is inherent into the paint that is used and
it is such a light level that it barely reads when tested. So the
tester said because it is so light, what you have to do is produce
10 tee shirts and we will add them up to see if they accumulate
to a level that would be banned. Now, the silliness of that is, how
many of us as parents buy 10 of the same tee shirts for our kids
and that that child wears all 10 at the same time, but that is what
we cause when we rush into something.
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So Mr. Chairman, you are on the right path, it is the right idea.
Let us make sure that we don’t make the mistakes that we did in
the toy bill.

Mr. RusH. I want to thank the gentleman.

Our next speaker is the gentleman from Maryland, Mr. Sar-
banes, for 2 minutes of opening statement.

OPENING STATEMENT OF HON. JOHN P. SARBANES

Mr. SARBANES. Thank you very much, Mr. Chairman. Thanks for
holding this hearing. I am looking forward to serving on the sub-
committee.

I think obviously there is a need for this review of the Toxic Sub-
stances Control Act, as we have heard in the testimony already.
There is a staggering number of chemicals in the EPA inventory,
80,000, but of course the data that we have on those chemicals and
others that are introduced each year, some 700 additional intro-
duced each year, does not match the degree of hazard that is posed
by the chemicals. So just getting the basic data collected and made
available is going to be critical, and of course we have heard about
the burden of proof issues that need to be addressed. All those are
going to come to light, I think, in these hearings. I appreciate your
conducting them and I look forward to it.

Thank you, and I yield back.

Mr. RusH. The chair thanks the gentleman.

Our next member of the committee is Mr. Murphy of Pennsyl-
vania for 2 minutes of opening statement.

OPENING STATEMENT OF HON. TIM MURPHY

Mr. MurpPHY. Thank you, Mr. Chairman, for holding this hearing
on the Toxic Substances Control Act. I look forward to hearing tes-
timony from the witnesses on this issue.

But before I begin, I would like to personally welcome two wit-
nesses from the greater Pittsburgh area, Maureen Swanson from
the Learning Disabilities Association of America, whose head-
quarters are in my district, and Michael Wright of the United
Steelworkers from Pittsburgh too. Thank you for taking the time
to come up here. I am looking forward to hearing your testimony
and your thoughts on protecting children and workers, which are
two of my top priorities and I am sure the priorities shared by all
my colleagues but these are not mutually exclusively concepts as
proper regulation can do both.

My district is home to many chemical companies that directly
employ about 8,300 people. These are high-paying jobs with the av-
erage employee making a family-supporting wage of over $73,000
a year. As America continues in this recession, these are the kinds
of jobs America needs now more than over, high-tech, high-paying
jobs for the future, and we should deal with new legislation that
deals with chemicals but we should also be careful that we are
doing this in a way that keeps these jobs here in this country and
not drives them overseas where there are no regulations to deal
with these issues.

Just about everything we come into contact with throughout the
day can be traced to chemical companies that help improve our
lives and make them better. However, we know there are some
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harmful chemicals that are harmful to people, animals and the en-
vironment and proper controls must be in place. We must under-
stand that effects may not always be immediately visible and that
all necessary precautions must be practiced at all times. So I look
forward to hearing more about the specifics of what we need to do
with the Toxic Substances Control Act and your thoughts on what
we can do to make this environment safer for all.

With that, I yield back, Mr. Chairman.

Mr. RusH. The chair thanks the gentleman.

The next member recognized is my friend, the gentleman from
Michigan, Mr. Stupak, the chairman of the Oversight Sub-
committee, for 2 minutes of opening statements.

Mr. StupPAK. Thank you, Mr. Chairman, and congratulations on
your chairmanship, and I will waive my opening statement and ask
for extra time for questions.

Mr. RusH. Thank you very much.

Our next speaker is the gentleman from my birth State, Mr.
Gingrey, recognized for 2 minutes of opening statement.

OPENING STATEMENT OF HON. PHIL GINGREY

Mr. GINGREY. Mr. Chairman, thank you and thank you for hold-
ing this hearing, and I also thank Ranking Member Radanovich.
Obviously these are important issues that come before the sub-
committee. I have some prepared written remarks. It probably
would take a little more than 2 minutes and I think I will skip
those and just speak off the cuff.

Mr. Chairman, I have a bachelor of science in chemistry from
Georgia Tech and I am a medical doctor, as my colleagues know.
I can remember as a youngster seeing Dupont ads on television. I
think their slogan was “Better Living through Chemistry.” I believe
it was Dupont. But I think what I have heard so far in the opening
statements of my colleagues is that there are concerns and that
this is a 30-year-old law and it needs to be looked at very carefully
and possibly updated. From my side of the rostrum, I think what
you are hearing is, we don’t want to overshoot, and I can think of
so many things since I have been here in my three terms like this
Community Reinvestment Act back in the late 1970s and the unin-
tended consequences of that in light of our current economic situa-
tion.

Mr. Chairman, I am very happy as a new member of the sub-
committee and the committee to be here at this type of hearing. I
want to hear very carefully from both panels and try to learn, but
again, I think I agree with my colleagues on this side that we real-
ly want to make sure that we keep in mind the unintended con-
sequences, and if we make some changes that we do it in the right
way and make sure we strike a proper balance.

With that, Mr. Chairman, I will yield back.

Mr. RusH. The next speaker will be the gentleman from Ohio,
Mr. Space, recognized for 2 minutes of opening statement.

OPENING STATEMENT OF HON. ZACHARY T. SPACE

Mr. SPACE. Thank you, Mr. Chairman.
I represent a district of small towns and villages in a very rural
part of Ohio, the hills of Appalachia, in fact, and perhaps the best
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phrase to describe those folks that I represent is decent and hard-
working, and they I think have a right and we have an obligation
to ensure that their workplaces are safe, their children are not ex-
posed to hazardous chemicals, and at the same time that we en-
courage and promote a business environment that will allow some
degree of profitability. The statement has been made by I believe
the ranking member that we should not use an elephant gun to kill
a mosquito, and I certainly couldn’t agree more, but at the same
time we should not use a bug light to kill an elephant, and I appre-
ciate the opportunity to hear from our witnesses today on TSCA be-
cause doing so allows this subcommittee to move forward in im-
proving what is at best an outdated law and at worst a risk to pub-
lic health, environmental safety and business innovation. I look for-
ward to exposing exactly what is needed to bring our toxic sub-
stance regulatory policy into the 21st century and I am also looking
forward to being a part of this committee in a proactive approach
to this issue.

Thank you, Mr. Chairman.

Mr. RUSH. The chair thanks the gentleman.

The chair now recognizes the chairman of the full committee, my
friend, the gentleman from California, Chairman Waxman.

OPENING STATEMENT OF HON. HENRY A. WAXMAN

Mr. WaxMAN. Thank you very much, Mr. Chairman. I want to
commend you for holding the subcommittee’s first hearing in the
111th Congress on the incredibly important issue of reforming the
Toxic Substances Control Act of 1976, or TSCA.

This is an important day for consumers, businesses, workers and
especially for kids who are most vulnerable to the effects of toxic
chemicals. Today marks the beginning of a much-needed national
conversation on the use of chemicals in our communities. This con-
versation is long overdue. For years it has been clear that TSCA
is not living up to its intent. For example, in 1991 the Environ-
mental Protection Agency tried to ban the use of asbestos, a known
human carcinogen, but EPA’s efforts were struck down on the
grounds they didn’t satisfy the statute’s requirements. The Govern-
ment Accountability Office first recommended changes to make
TSCA more effective in 1994. Now 13 years later, GAO has added
EPA’s assessment and control of toxic chemicals to its high-risk se-
ries list of the government programs most at risk for failure. GAO
added only three issues to its high-risk list this year. The other two
were the entire financial regulatory system and the safety of med-
ical devices and drugs, so that gives you a sense of just how urgent
GAO believe this problem is.

This hearing is a good beginning to address the challenge of
TSCA reform. In the coming months we will look closely at the spe-
cific provisions of the statute and their implementation. We will
learn from what has been done in the States and in other countries
to create a more effective system of protecting against the dangers
of toxic chemicals. In order to be successful, however, we will have
to work cooperatively to ensure that a reformed TSCA achieves its
essential goals to protect human health and the environment, to
make decisions based on sound science and to encourage American
innovation and leadership.
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We need to get this right. We owe it to our children and our
grandchildren to protect them from the dangers of toxic chemicals,
and I look forward to meeting this challenge with Chairman Rush,
Ranking Member Radanovich, Ranking Member Barton and all the
members of the committee.

And finally, let me just say, I know this subcommittee will tackle
many other important issues this Congress as well, and I want to
commend Chairman Rush for his leadership on all these issues.
Thank you, Mr. Chairman.

Mr. RusH. Thank you, Mr. Chairman.

The chair now recognizes the gentleman from Iowa, Mr. Braley,
for 2 minutes.

OPENING STATEMENT OF HON. BRUCE L. BRALEY

Mr. BrRALEY. Thank you, Mr. Chairman, and thank you for hold-
ing this important hearing. It is an honor to serve on this sub-
committee, and I think it bears mentioning that the title of this
subcommittee includes the words “consumer protection.” That is
the most important responsibility we have when it comes to issues
of safety, and I can think of no greater indictment than what we
included on page 3 of the memorandum prepared for every member
of the committee where it says that in the entire period of time
that this Act has been in effect, EPA has not attempted to ban a
single chemical under this bill. And then when you see the ref-
erence in here to first President Bush’s former director of EPA gen-
eral counsel, if after thousands of deaths from asbestos exposure it
is virtually impossible for EPA to regulate any chemical under sec-
tion 6, what does that say about the impact of this legislation.

It is important for us to have balance, it is important for us to
rely upon scientific-based regulation, but it is also important for us
to understand the basic purpose of this subcommittee. That is to
protect consumers. It is long overdue that we take another look at
this Act and provide meaningful opportunities to protect consumers
despite the fact that thousands of people have died from exposure
to toxic substances since 1991, and I yield back.

Mr. RusH. The chair now recognizes my friend, the chairman of
the Committee on Science, Mr. Gordon, for the purpose of 2 min-
utes of opening.

Mr. GORDON. Thank you, Mr. Chairman. I will waive my state-
ment so that we can start hearing from our witnesses.

Mr. RusH. Thank you. Now the chair recognizes the gentleman
from Florida for the purposes of 2 minutes of opening statements,
Mr. Stearns.

OPENING STATEMENT OF HON. CLIFF STEARNS

Mr. STEARNS. Thank you, Mr. Chairman, and I look forward to
the next 2 years and the hearings we are going to have, and I ap-
preciate you bringing up this topic, a somewhat controversial issue
of industrial chemicals and the way they are currently regulated in
the United States under the Toxic Substances Control Act. I know
when you look through this, it is going to be pros and cons on both
sides of this but I think it is important we have these witnesses
and I appreciate them being here.
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The long and short of it is, we probably have to look at other
models to see if they are working. If we move towards a purely Eu-
ropean approach to regulate chemicals such as what the Europeans
are doing with their REACH program, regulation, evaluation, au-
thorization and restriction of chemical substances, we will have to
carefully consider that.

I serve as the lead Republican on the transatlantic dialog with
the European Union. Ms. Shelley Berkley from Las Vegas is the
chairwoman and I am co-chair and we have been actively involved
with this issue and have to impress upon our European counter-
parts to ensure that the United States cosmetic industry, which is
a $2 billion industry, was not taken off the shelves in Europe due
to their new overly burdensome REACH requirements and so I put
that into perspective, Mr. Chairman, because a lot of U.S. industry
would be hurt by this REACH program that the European Union
has implemented.

So I think we have an opportunity to have a constructive discus-
sion today on this very important issue and I thank the chairman
for this hearing. I yield back.

Mr. RusH. The chair thanks the gentleman. At this time the
chair would like an unanimous consent request to enter the open-
ing statement of the chairman emeritus, John Dingell, for the
record. Not hearing any objections, so approved.

[The prepared statement of Mr. Dingell follows:]
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Statement of
Representative John D. Dingell
Committee on Energy and Commerce
Subcommittee on Commerce, Trade, and Consumer Protection
Hearing on “Revisiting the Toxic Substances Control Act of 1976”

February 26, 2009

Thank you, Mr. Chairman. I commend you for holding today’s hearing. When the
Congress passed the Toxic Substances Control Act (TSCA) in 1976, it was our intention
to give the Environmental Protection Agency (EPA) the authority to restrict the use of a
chemical if it posed an unreasonable risk to public health or the environment. In the
intervening 32 years, however, it has become apparent that this authority is in need of
reevaluation and revision, so that EPA can more capably perform the duty entrusted to it
at TSCA’s inception.

Advocates for strengthening TSCA emphasize that the Act requires producers neither to
conduct health and safety testing of chemicals, nor to generate original data about such
chemicals before seeking EPA’s approval for their release in commerce. Moreover, such
advocates remind us that the Act permits EPA to require producers to provide further
health and safety data on new and existing chemicals only in the case that EPA
determines there is significant evidence that a chemical poses or may pose an
unreasonable risk. Similarly, TSCA obliges EPA, and not producers, to demonstrate a
chemical is unsafe in order to prevent its being introduced in commerce. Court cases
subsequent to TSCA’s enactment have made this burden very difficult to meet, and
consequently, EPA has not banned a single chemical under TSCA since 1991. Finally,
some call for a weakening of TSCA’s confidentiality provisions to allow for greater
availability of information about chemicals to serve consumers’ rational interest in
protecting their health and that of others.

In light of the fact that over 700 new chemicals are developed and enter in commerce
each year, these criticisms of TSCA are not without merit. We must take heed of them,
as it is our obligation to guard the health and well being of the Nation’s citizens.
Nevertheless, in our work to amend TSCA, we must consider the potential consequences
of rash changes to the Act, lest the pursuit of the perfect good yield unintended
consequences. For example, we would do well to examine the financial burden that will
be imposed on producers if they are required by law to test chemicals and submit original
data to EPA for review. We observe that new testing requirements for lead and phthalate
content of children’s products mandated by the Consumer Product Safety Improvement
Act have caused financial duress disproportionately for small businesses. The import of
this should not be lost on anyone in such economically difficult times as these.
Additionally, in contemplating the publication of more detailed information about
chemicals approved for circulation in commerce, we must be wary of compromising
business confidentiality and, in a more extreme extension of logic, facilitating the
exploitation of such information by terrorists for nefarious ends.
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All of this in mind, I stand ready to work with you, Mr. Chairman, to achieve common-
sense and forward-thinking improvements to TSCA and urge you and members of this
Subcommittee to proceed in this task with careful deliberation.

Thank you, and 1 yield back the balance of my time.
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Mr. RusH. Now we are privileged to have a fine array of panel-
ists to appear before this subcommittee, and we want to thank
them beforehand for taking the time out from their busy schedules
to make this first appearance before the 111th Congress on this
particular issue.

I want to introduce the witnesses first and then we will ask them
to have opening statements for 5 minutes of opening statements.
To my left, to your right, Mr. John Stephenson is the director of
Natural Resources and Environment of the Government Account-
ability Office, GAO. Mr. Stephenson has been the director of the
environmental protection issues within GAO’s natural resources
and environment team since October 2000. Seated next to him is
Mr. J. Clarence (Terry) Davies, senior fellow, Resources for the Fu-
ture. Mr. Davies was an EPA assistant administrator for policy in
the Administration of President George H.W. Bush. Seated next to
Mr. Davies is Ms. Maureen Swanson of the Healthy Children
Project, and she is coordinator of Learning Disabilities Association
of America. Seated next to Ms. Swanson is Cecil Corbin-Mark, who
is the deputy director and the director of policy initiatives for WE
ACT for Environment Justice, and that stands for the West Harlem
Environmental Action Group, and Mr. Cecil Corbin-Mark is a life-
long resident of Hamilton Heights in Harlem, New York, where his
family has lived for the last 6 decades. Seated next to him is Mr.
Michael Wright, who is the director of health and safety for United
Steelworkers.

With those introductions, I would ask the panel to begin now
with their opening statements, and please limit your opening state-
ments to 5 minutes and please pull the microphone directly in front
of you as you speak. The chair recognizes Mr. Stephenson.

TESTIMONY OF JOHN STEPHENSON, DIRECTOR, NATURAL RE-
SOURCES AND ENVIRONMENT, GOVERNMENT ACCOUNT-
ABILITY OFFICE; J. CLARENCE (TERRY) DAVIES, SENIOR
FELLOW, RESOURCES FOR THE FUTURE, AND FORMER EPA
ASSISTANT ADMINISTRATOR FOR POLICY, ADMINISTRATION
OF PRESIDENT GEORGE H.W. BUSH; MAUREEN SWANSON,
HEALTHY CHILDREN PROJECT COORDINATOR, LEARNING
DISABILITIES ASSOCIATION OF AMERICA; CECIL CORBIN-
MARK, DEPUTY DIRECTOR/DIRECTOR FOR POLICY INITIA-
TIVES, WE ACT FOR ENVIRONMENTAL JUSTICE (WEST HAR-
LEM ENVIRONMENTAL ACTION); AND MICHAEL WRIGHT, DI-
RECTOR OF HEALTH AND SAFETY, UNITED STEELWORKERS

TESTIMONY OF JOHN STEPHENSON

Mr. STEPHENSON. Thank you, Mr. Chairman and other members
of the subcommittee. I am pleased to be here today to discuss our
work supporting the need to improve the Toxic Substances Control
Act.

Congress passed TSCA, as many of you have mentioned, in 1976
to enable EPA to obtain more information on the risk of commer-
cially used chemicals and to control those that EPA determines
may pose unreasonable risk. However, TSCA’s cumbersome regu-
latory structure and its high legal evidentiary standards have prov-
en difficult for EPA to use to obtain the information it needs to ef-
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fectively assess and control toxic chemicals. While TSCA authorizes
EPA to review existing chemicals, it generally provides no specific
requirement, timeframe or methodology for doing so.

Significantly, chemical companies are not required to develop
and submit toxicity information to EPA on existing chemicals un-
less the agency finds that a chemical may present an unreasonable
risk of injury to human health or the environment. This structure
places the burden primarily on EPA to demonstrate that a chem-
ical poses a risk rather than on the company that produces it to
demonstrate that it is safe. The procedures EPA must follow to ob-
tain test data from companies can take from 2 to 10 years and hun-
dreds of thousands of taxpayer dollars to complete. As a result, in
30 years of TSCA has used its authorities for only about 200 of the
roughly 80,000 existing chemicals to require testing. Moreover,
TSCA does not require chemical companies to do toxicity tests for
the approximate 700 new chemicals introduced into commerce an-
nually and companies generally do not voluntarily provide such
testing. In contrast, the European Union’s control legislation called
REACH generally places the burden on companies to provide
health effects data on the chemicals they produce.

Our reports include recommendations that the Congress consider
giving EPA more authority to obtain data from the companies pro-
ducing chemicals and that remains one of the most viable options
for improving the effectiveness of TSCA, in our opinion. While
TSCA authorizes EPA to issue regulations that may, among other
things, limit the production or use of toxic chemicals or ban their
use, the statutory requirements EPA must meet to do this presents
a legal threshold that has proven difficult for EPA and discourages
the agency from using these authorities. For example, EPA must
demonstrate unreasonable risk, which requires it to conduct exten-
sive cost-benefit analysis to ban or limit chemical production. Since
1976, EPA has issued regulations to control only five existing
chemicals, and one of these, a 1989 regulation phasing out most
uses of asbestos, was vacated by the federal courts in 1991 because
it did not meet the test of substantial evidence. In contrast, the Eu-
ropean Union and a number of other countries have banned asbes-
tos, a known human carcinogen that can cause lung cancer and
other diseases.

GAO has previously recommended and continues to believe that
Congress should consider amending TSCA to reduce the evi-
dentiary burden EPA must meet to regulate toxic substances. EPA
has also limited ability to provide the public with information on
chemical production and risk because of TSCA’s prohibitions on the
disclosure of confidential business information. About 95 percent of
the required notices companies have provided to EPA on new
chemicals contain some information claimed as confidential. Evalu-
ating the appropriateness of confidentiality claims is time con-
suming and resource intensive, and as a result EPA does not chal-
lenge most claims. State environmental agencies and others have
told us that information claimed as confidential would help them
in such activities as better preparing emergency response personnel
to deal with high-toxic substances at manufacturing facilities and
their localities.
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The European Union’s chemical control law generally provides
greater public access to chemical information it receives. GAO has
previously recommended that Congress consider providing EPA ad-
ditional authorities to make more chemical information publicly
available.

In numerous reports over the past several years, we have rec-
ommended both statutory and regulatory changes to, among other
things, strengthening EPA’s authority to obtain additional informa-
tion from the chemical industry, shift more of the burden to chem-
ical companies for demonstrating the safety of their chemicals and
enhance the public’s understanding of the risk of chemicals to
which they may be exposed but little has changed. As a result, in
January 2009 we added EPA’s processes for assessing and control-
ling toxic chemicals to GAO’s list of high-risk programs in need of
broad-based transformation. This list is updated every 2 years and
released at the start of each new Congress to help in setting over-
sight agendas.

Mr. Chairman, we applaud you for holding this hearing and hope
it is a first step toward bringing much-needed changes to the way
we control toxic chemicals in this country. That concludes my sum-
mary, and I will be happy to take questions at the appropriate
time.

[The prepared statement of Mr. Stephenson follows:]
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Mr. Chairman and Members of the Subcoramittee:

1 am pleased to appear today before the Subcommittee on Commerce,
Trade, and Consumer Protection, House Committee on Energy and
Commerce, to discuss our work on the need to improve the Toxic
Substances Control Act (TSCA). As you know, tens of thousands of
chemicals are currently in commercial use in the United States and
hundreds of new chemicals are introduced into commerce each year—
some of which may be toxic and adversely affect human health or the
environment. The Congress passed TSCA in 1976 to enable the
Environmental Protection Agency (EPA) to obtain information on the
risks of commercially used chemicals and to control those that EPA
determines may pose unreasonable risks. However, TSCA generally places
the burden of obtaining information about the roughly 80,000 chemicals
already on the U.S. market on EPA, rather than on the companies that
produce the chemicals. The act requires EPA to demonstrate certain
health or environmental risks before it can require companies to further
test their chemicals. As a result, EPA does not routinely assess the risks
the industrial chemicals that are already in use. Further, for the
approximately 700 new chemicals introduced into commerce annually,
chemical companies are required to provide EPA with certain information
in “premanufacture notices,” and EPA can ban or limit a chemical’s use if
it finds, among other things, that this information is insufficient to allow
evaluation of the chemical's health and environmental effects. Although 85
percent of the notices lack any health or safety test data, EPA does not
often use its authority to obtain more information.

In previous reports on TSCA, we have recommended both statutory and
regulatory changes to, among other things, strengthen EPA's authority to
obtain additional information from the chemical industry, shift more of the
burden to chemical companies for demonstrating the safety of their
chemicals, and enhance the public's understanding of the risks of
chemicals to which they may be exposed. In part because the most
important recommendations aimed at providing EPA with the information
needed to support its assessments of industrial chemicals have not been
implemented, in January 2009, we added transforming EPA's processes for
assessing and controlling toxic chemicals to our list of areas at “high-risk”
for waste, fraud, abuse and mismanagement or in need of broad-based
transformation.*

*High Risk Series: An Update. GAO-09-271. Washington, D.C.: Jan. 22, 2009,

Page | GAO-09-428T Toxic Substances Control Reforms
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My testimony today is largely based on our prior work involving TSCA that
identified the challenges associated with implementing the act and some
of the legislative options available to address these challenges.
Specifically, my statement addresses EPA’s implementation of TSCA and
options for (1) obtaining information on the risks posed by chemicals to
hurnan health and the environment, (2) controlling these risks, and (3)
publicly disclosing information provided by chemical companies under
TSCA. In addition, my testimony will also highlight the results of our 2007
report assessing the key differences between the approach to chemical
regulation under TSCA and the chemical control policy the European
Union adopted in 2006 under legislation known as Registration, Evaluation
and Authorization of Chemicals (REACH). (See Related GAO Products
following this statement.)

In summary, EPA lacks adequate scientific information on the toxicity of
many chemicals in the environment. TSCA generally places the burden of
obtaining data on chemicals on EPA, rather than on the companies that
produce the chemicals. This approach requires that EPA demonstrate
certain health or environmental risks before it can require companies to
further test their chemicals. As a result, EPA has only limited information
on the health and environmental risks posed by these chemicals. In
previous reports on TSCA, we have identified for Congressional
consideration statutory changes to strengthen EPA's authority to obtain
information from the chemical industry. In our view, these changes remain
viable options for improving the effectiveness of TSCA and thereby
enhancing EPA’s ability to protect public health and the environment.

While TSCA authorizes EPA to issue regulations that may, among other
things, ban existing toxic chemicals or place limits on their production or
use, the statutory requirements EPA must meet to do so present a legal
threshold that has proven difficult for EPA and discouraged agency action.
For example, EPA has long concluded that asbestos is a known human
carcinogen that can cause lung cancer and other diseases. Although EPA
spent 10 years developing a rule to phase out the use of nearly all products
containing asbestos under its TSCA authority, a federal appeals court
largely vacated the rule because it was not based on “substantial
evidence.” In contrast to the United States, the European Union and a
number of other countries have essentially banned asbestos and asbestos-
containing products, Since EPA's asbestos rule was rejected in 1991, the
agency has not completed any actions to ban or limit toxic chemicals
under section 6. The options for enhancing the effectiveness of TSCA that
we have identified in prior reports include amendments to reduce the

Page 2 GAQ-09-428T Toxic Substances Control Reforms
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evidentiary burden that EPA must meet to enable EPA to better protect
the public health and the environment.

EPA’s ability to provide the public with information on chemical
production and risk has been hindered by strict confidential business
information provisions of TSCA, which generally prohibits the disclosure
of confidential business information. State environmental agencies and
others have expressed interest in obtaining information claimed as
confidential business information for use in various activities, such as
developing contingency plans to alert emergency response personnel to
the presence of highly toxic substances at manufacturing facilities. In
previous reports, we have identified options for statutory changes to
improve EPA’s ability to make more chemical information publicly
available.

Background

The Toxic Substances Control Act was enacted in 1976 to provide EPA
with the authority, upon making certain determinations, to collect
information about the hazards posed by chemical substances and to take
action to control unreasonable risks by either preventing dangerous
chemicals from making their way into use or placing restrictions on those
already in commerce. TSCA authorizes EPA to review chemicals already in
commerce (existing chemicals) and chemicals yet to enter commerce
(new chemicais). EPA lists chemicals in commerce in the TSCA inventory.
Of the over 83,000 chemicals currently in the TSCA inventory, about 62,000
were already in commerce when EPA began reviewing chemicals in 1879.
Since then, over 21,000 new chemicals were added to the inventory and
are now in use as existing chemicals. To assess risks, EPA examines a
chemical’s toxicity or potential adverse effects and the amount of human
and environmental exposures. TSCA generally requires the industry to
notify EPA at least 90 days before producing or importing a new chemical.
These notices contain information, such as the chemical’s molecular
structure and intended uses that EPA uses to evaluate the chemical's
potential risks. TSCA also authorizes EPA to promulgate rules to require
manufacturers to perform tests on chemicals in certain circumstances or
provide other data, such as production volumes, on existing chemicals. In
addition, TSCA requires chemical companies to report to EPA any data
that reasonably support a conclusion that a chemical presents a
substantial risk. If EPA finds that a chemical’s risks are unreasonable, it
can prohibit or limit its production, processing, distribution, use, and
disposal or take other action, such as requiring warning labels on the
substance. While TSCA authorizes EPA to release chemical information
obtained by the agency under the act, TSCA provides that certain

Page 3 GAO-09-428T Toxic Substances Control Reforms
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information, such as data disclosing chemical processes, can be claimed as
confidential business information by chemical manufacturers and
processors. EPA generally must protect such information against public
disclosure unless such disclosure is necessary to protect against an
unreasonable risk of injury to health or the environment.

Like the United States, the European Union has laws and regulations
governing the manufacturing and use of chemicals. However, the EU has
recently revised its chemical control policy through legisiation known as
Registration, Evaluation and Authorization of Chemicals (REACH).
REACH went into effect in June 2007, but full implementation of all the
provisions of REACH will be phased in over an 11-year period. Under
REACH, authority exists to establish restrictions for any chemical that
poses unacceptable risks and to require authorization for the use of
chemicals identified as being of very high concern. These restrictions
could include banning uses in certain products, banning uses by
consumers, or even completely banning the chemical. Authorization will
be granted if a manufacturer can demonstrate that the risks from a use of
the chemical can be adequately controlled or that the socioeconomic
benefits outweigh the risks and that there are no suitable alternatives. In
addition, a key aspect of REACH is that it places the burden on
manufacturers, importers, and downstream users to ensure that they
manufacture, place on the market, or use such substances that do not
adversely affect human health or the environment. Its provisions are
underpinned by the precautionary principle. In general, the precautionary
principle means that where there are threats of serious or irreversible
damage, lack of full scientific certainty shall not be used as a reason for
postponing cost-effective measures to reduce risks to human health and
the environment.

EPA Lacks Adequate
Information on
Potential Health and
Environmental Risks
of Toxic Chemicals

While TSCA authorizes EPA to review existing chemicals, it generally
provides no specific requirement, time frame, or methodology for doing
s0. Significantly, chemical companies are not required to develop and
submit toxicity information to EPA on existing chemicals unless the
agency finds that a chemical may present an unreasonable risk of injury to
human health or the environment or is or will be produced in substantial
quantities and that either (a) there is or may be significant or substantial
human exposure to the chemical or (b) the chemical enters the
environment in substantial quantities. EPA must also determine there are
insufficient data to reasonably determine the effects on health or the
environment and that testing is necessary to develop such data before it
can require a company to test its chernicals for harmful effects. This

Page 4 GAO-09-428T Toxic Substances Control Heforms
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structure places the burden on EPA to demonstrate a need for data on a
chemical’s toxicity rather than on a company to demonstrate that a
chemical is safe. As a result, EPA does not routinely assess the risks of the
roughly 80,000 industrial chericals in use.

EPA has begun to rely on voluntary programs for data, such as the High
Production Volume Challenge program, where companies voluntarily
agree to provide EPA certain data on high-production volume chemicals.
However, these programs may not provide EPA with complete dataina
timely manner. For example, there are currently over 200 high-production-
volume chemicals for which chemical companies have not voluntarily
agreed to provide the minimal test data that EPA believes are needed to
initially assess their risks. EPA officials told us that in cases where
chemical companies do not voluntarily provide test data and health and
safety studies in a coraplete and timely manner, requiring the testing of
existing chemicals of concern—those chemicals for which some suspicion
of harm exists—is the only practical way to ensure that the agency obtains
the needed information. Furthermore, many additional chemicals are
likely to become high production chemicals because the specific
chemicals used in commerce are constantly changing, as are their
production volumes.

However, EPA officials told us that it is time~consuming, costly, and
inefficient for the agency to use TSCA's two-step process of (1) issuing
rules under TSCA (which can take months or years to develop) to obtain
exposure data or available test data that the chemical industry does not
voluntarily provide to EPA and then (2) issuing additional rules requiring
companies to perform specific tests necessary to ensure the safety of the
chemicals tested. Officials also said that EPA’s authority under TSCA to
issue rules requiring chemical companies to conduct tests on existing
chericals has been difficult to use because the agency must first make
certain findings before it can require testing. Specifically, TSCA requires
EPA to find that current data is insufficient; testing is necessary; and that
either (1) the chemical may present an unreasonable risk or (2) that the
chemical is or will be produced in substantial quantities and that there is
or may be substantial human or environmental exposure to the chemical.

Once EPA has made the required findings, the agency canissue a
proposed rule for public comment, consider the comments it receives, and
promulgate a final rule ordering chemical testing. EPA officials told us that
finalizing rules can take from 2 to 10 years and require the expenditure of
substantial resources. Given the time and resources required, the agency
has issued rules requiring testing for only about 200 chemicals. Because
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EPA has used authority to issue rules to require testing so sparingly, it has
not continued to maintain information on the cost of implementing these
rules. However, in our October 1994 report on TSCA, we noted that EPA
officials told us that issuing such a rule can cost hundreds of thousands of
doliars. Given the difficulties involved in requiring testing, EPA officials do
not believe that TSCA provides an effective means for testing a large
number of existing chemicals. They believe that EPA could review
substantially more chemicals in less time if they had the authority to
require chemical companies to conduct testing and provide test data on
chemicals once they reach a substantial production volume, assuming
EPA had first determined that these data cannot be obtained without
testing. We have long held a similar view based on our reviews involving
TSCA. For example, in our in June 2005 report,’ we recommended that the
Congress consider giving EPA the authority to require chemical
manufacturers and processors to develop test data based on substantial
production volume and the necessity for testing. We continue to believe
that providing EPA with more authority to obtain test data from
companies would enhance the effectiveness of TSCA.

In contrast with TSCA’s provisions for obtaining information on
chemicals, we found that REACH, the legislation throngh which the
European Union has recently revised its chemical control policy, requires
chemical companies to develop more information than TSCA on the
effects of chemicals on human health and the environment. REACH
generally requires that chemical companies provide to, and in some cases
develop for, government regulators information on chemicals’ effects on
human health and the environment, while TSCA generally does not. For
example, under REACH, chemical companies provide information on
chemicals’ properties and health and environmental effects for chemicals
produced over specified volumes. REACH also provides regulators the
general authority to require chemical companies to provide additional test
data and other information when necessary to evaluate a chemical’s risk to
human health and the environment. In contrast, TSCA places the burden
on EPA to demonstrate that data on health and environmental effects are
needed.

*GAQ, Chemical Requlation: Options Exist to Improve EPA’s Ability to Assess Health
Risks and Manage Its Chemical Review Program. GAO-05-458. Washington, D.C.: June 13,
2005
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Regarding new chemicals, TSCA generally requires chemical companies to
notify EPA of their intent to manufacture or import new chemicals and to
provide any available test data. Yet EPA estimates that most
premantfacture notices do not include test data of any type, and only
about 15 percent include health or safety test data. Chemical companies
do not have an incentive to conduct these tests because they may take
over a year to compiete, and some tests may cost hundreds of thousands
of dollars. Because EPA generally does not have sufficient data on a
chemical’s properties and effects when reviewing a new chemical, EPA
uses rodels to compare new chemicals with chemicals with similar
molecular structures for which test data on health and environmental
effects are available.

EPA bases its exposure estimates for new chemicals on information
contained in premanufacture notices. However, the anticipated production
volume, uses, exposure levels, and release estimates outlined in these
notices generally do not have to be amended once manufacturing begins.
That is, once EPA completes its review and production begins, chemica’
companies are not required under TSCA to limit the production of a
chemical or its uses to those specified in the premanufacture notice or to
submit another premanufacture notice if changes occur, However, the
potential risk of injury to human health or the environment may increase
when chemical companies increase production levels or expand the uses
of a chemical. TSCA addresses expanded uses of chemicals by authorizing
EPA to promulgate a rule specifying that a particular use of a chemical
would be a significant new use. However, EPA has infrequently issued
such rules, which require manufacturers, importers, and processors of the
chemical for the new use to notify EPA at least 90 days before beginning
manufacturing or processing the chemical for that use.

An option that could make TSCA more effective would be to revise the act
to require companies to test their chemicals and submit the results to EPA
with their premanufacture notices, Currently, such a step is required only
if EPA makes the necessary findings and promulgates a testing rule. A
major drawback to testing is its cost to chemical companies, possibly
resulting in a reduced willingness to perform chemical research and
innovation. To ameliorate such costs, or to delay them until the new
chemicals are produced in large enough quantity to offset the cost of
testing, requirements for testing could be based on production volume.
For example, in Canada and the European Union, testing requirements for
low-volume chemicals are less extensive and complex than for those for
high-volume chemicals. Congress could give EPA, in addition to its current
authorities under section 4 of TSCA, the authority to require chemical
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substance manufacturers and processors to develop test data based on, for
example, substantial production volume and the necessity for testing.

Another option would be to provide EPA with greater authority to require
testing targeted to those areas in which EPA’s analysis models do not
adequately predict toxicity. For example, EPA could be authorized to
require such testing if it finds that it cannot be confident of the results of
its analysis (e.g.,, when it does not have sufficient toxicity data on
chemicals with molecular structures similar to those of the new chemicals
submitted by chemical companies.) Under such an option, EPA could
establish a minimal set of tests for new chemicals to be submitted at the
time a chemical company submits a premanufacture notice for the
chemical for EPA’s review. Additional and more complex and costly
testing could be required as the new chemical's potential risks increase,
based on, for example, production or environmental release levels.

According to some chemical companies, the cost of initial testing could be
reduced by amending TSCA to require EPA to review new chemicals
before they are marketed, rather than before they are manufactured. In
this regard, according to EPA, about half of the premanufacture notices
the agency receives from chemical companies are for new chemicals that,
for various reasons, never enter the marketplace. Thus, requiring
companies to conduct tests and submit the resulting test data only for
cheruicals that are actually marketed would be substantially less
expensive than requiring them to test all new chemicals submitted for
EPA’s review.

Likewise, TSCA's chemical review provisions could be strengthened by
requiring the systematic review of existing chemicals. In requiring that
EPA review premanufacture notices within 90 days, TSCA established a
firm requirement for reviewing new chemicals, but the act contains no
similar requirement for existing chemicals unless EPA determines by rule
that they are being put to a significant new use. TSCA could be amended
to establish a time frame for the review of existing chemicals, putting
existing chemicals on a more equal footing with new chemicals. However,
because of the large number of existing chernicals, EPA would need the
flexibility to identify which chemicals should be given priority. TSCA
could be amended to require individual chemical companies or the
industry as a whole to compile and submit chemical data, such as that
included in EPA’s High Production Volume (HPV) Challenge Program, for
exampie, as a condition of manufacture or import above some specified
volume.
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TSCA's Regulatory
Framework Impedes
EPA’s Efforts to
Control Toxic
Chemicals

While TSCA authorizes EPA to issue regulations that may, among other
things, ban existing toxic chemicals or place limits on their production or
use, the statutory requirements EPA must meet to do so present a legal
threshold that has proven to be difficult for EPA. Specifically, in order to
reguiate an existing chemical under section 6 of TSCA, EPA must find that
there is a reasonable basis to conclude that the chemical presents or will
present an unreasonable risk of injury to health or the environment. EPA
officials believe that demonstrating an unreasonable risk is a more
stringent requirement than demonstrating, for example, a significant risk,
and that a finding of unreasonable risk requires an extensive cost-benefit
analysis. In addition, before regulating a chemical under section 6, the
EPA Administrator must consider and publish a statement regarding

the effects of the chemical on human health and the magnitude of hurman
exposure to the chemical;

the effects of the chemical on the environment and the magnitude of the
environment's exposure to the chemical;

the benefits of the chemical for various uses and the availability of
substitutes for those uses; and

the reasonably ascertainable economic consequences of the rule, after
consideration of the effect on the national economy, small business,
technological innovation, the environment, and public health.

Moreover, while TSCA offers EPA a range of control options when
regulating existing chemicals—ban or restrict a chemical’s production,
processing, distribution in commerce, or disposal or use, or require
warning iabels on the chemicals—EPA is required to choose the least
burdensome requirement that will be adequately protective. For example,
if EPA finds that it can adeguately manage the unreasonable risk of a
chermical by requiring chemical companies to place warning labels on the
chemical, EPA may not ban or otherwise restrict the use of that chemical.
EPA must also develop substantial evidence in the rulemaking record in
order to withstand judicial review. Under TSCA, a court reviewing a TSCA
rule “shall hold [it] unlawful and set {it] aside.. if the court finds that the
rule is not supported by substantial evidence in the rulemaking record.” As
several courts have noted, the substantial evidence standard is more
rigorous than the arbitrary and capricious standard normally applied to
rulemaking under the Administrative Procedure Act. Further, according to
EPA officials, the economic costs of regulating a chemical are usually
more easily documented than the risks of the chemical or the benefits
associated with controlling those risks, and it is difficult to show
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substantial evidence that EPA is promulgating the least burdensome
requirement.

EPA has had difficulty demonstrating that harmful chemicals pose an
unreasonable risk and consequently should be banned or have limits
placed on their production or use. In fact, since Congress passed TSCA
nearly 33 years ago, EPA has issued regulations under the act to ban or
limit or restrict the production or use of only five existing chemicals or
chemical classes.” Significantly, in 1991, EPA’s 1989 regulation broadly
banning asbestos was largely vacated by a federal appeals court decision
that cited EPA’s failure to meet statutory requirements.’ In contrast to the
United States, the European Union, as well as a number of other countries,
has banned all, or almost all, asbestos and asbestos-containing products.

Asbestos, which refers to several minerals that typically separate into very
tiny fibers, is a known human carcinogen that can cause lung cancer and
other diseases if inhaled. Asbestos has been used widely in products such
as fireproofing, thermal insulation, and friction products, including brake
linings. EPA invested 10 years in exploring the need for the asbestos ban
and in developing the regulation. Based on its review of over 100 studies of
the health risks of asbestos as well as public comments on the proposed
rule, EPA determined that asbestos is a potential carcinogen at all levels of
exposure—that is, that it had no known safe exposure level. EPA’s 1989
rule under TSCA section 6 prohibited the future manufacture, importation,
processing, and distribution of asbestos in almost all products. In
response, some manufacturers of asbestos produets filed suit against EPA
arguing, in part, that the rule was not promulgated on the basis of
substantial evidence regarding unreasonable risk. In October 1991, the
U.S. Court of Appeals for the Fifth Circuit agreed with the chemical
companies, concluding that EPA had failed to muster substantial evidence
to justify its asbestos ban and returning parts of the rule to EPA for
reconsideration.

Specifically, the court concluded that EPA did not present sufficient
evidence to justify the ban on asbestos because it did not consider all
necessary evidence and failed to show that the control action it chose was
the least burdensome regulation required to adequately protect h

“EPA has placed controls on four new chemicals under section 5(f).

“The court vacated most of the rule but continued the rule's ban on asbestos products no
longer in commerce,
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health or the environment. EPA had not calculated the risk levels for
intermediate levels of regulation because it believed there was no asbestos
exposure level for which the risk of injury or death was zero. As
articulated by the court, the proper course of action for EPA, after an
initial showing of product danger, would have been to consider each
reguiatory option listed in TSCA, beginning with the least burdensome,
and the costs and benefits of each option. The court further criticized
EPA'’s ban of products for which no substitutes were currently available
stating that, in such cases, EPA “bears a tough burden” to demonstrate, as
TSCA requires, that a ban is the least burdensome alternative. In addition,
the court stated that in evaluating what risks are unreasonable, EPA must
consider the costs of any proposed actions; moreover, the court noted that
TSCA’s requirement that EPA impose the least burdensome regulation
reinforces the view that EPA must balance the costs of its regulations
against their benefits. After completing the 1989 asbestos rule, EPA has
completed only one regulation to ban or limit the production or use of an
existing chemical (for hexavalent chromium in 1990). Further, EPA has
not completed any actions to ban or limit toxic chemicals under sectio
since the court rejected its asbestos rule in 1991,

With EPA’s limited actions to control toxic chemicals under TSCA, state
and federal actions have established controls for some toxic chemicals.
For example, a California statute enacted in 2007 prohibits the
manufacture, sale, or distribution of certain toys and child care articles
after January 1, 2009, if the products contain concentrations of phthalates
exceeding 0.1 percent.’ In 2008, Congress took similar action, California
has also enacted limits on formaldehyde in prossed wood. In response to a
petition asking EPA to use section 6 of TSCA to adopt the California
formaldehyde regulation, EPA recently issued an advance notice of
proposed rulemaking suggesting several regulatory options the agency
could pursue under its TSCA section 6 authority to limit exposure to
formaldehyde. However, because of the legal hurdles the agency would
face in regulating formaldehyde under TSCA, some stakeholders have
recommended that EPA pursue legislation to control formaldehyde.

In our previous reports on TSCA, we identified a number of options that
could strengthen EPA’s ability to regulate harmful chemicals under TSCA

“This statute, as well as restrictions in place by the European Union, covers several

p luding dibutyl phtl In 2000, the Department of Health and Human
Services' National Toxicology Program concluded that dibutyl phthalate may adr i
affect human reproduction or devel if exp are sufficiently high.
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and enhance EPA’s ability to protect public health and the environment.
Potential changes to TSCA include reducing the evidentiary burden that
EPA must meet to take regulatory action under the act by amending the
(1) unreasonable risk standard that EPA must meet to regulate existing
chemicals under section 6 of TSCA, (2) standard for judicial review that
currently requires a court to hold a TSCA rule unlawful and set it aside
unless it is supported by substantial evidence in the rulemaking record,
and (3) requirement that EPA choose the least burdensome regulatory
requirement. We have previously recommended that the Congress amend
TSCA to reduce the evidentiary burden that EPA must meet.®

Alternatively, the European Union’s recently enacted chemical control
legislation, REACH, represents a regulatory model that differs from the
TSCA framework in key ways. For example, REACH is based on the
principle that chemical companies have the responsibility to demonstrate
that the chemicals they place in the market, distribute, or use do not
adversely affect human health or the environment, while TSCA generally
requires EPA to demonstrate that chemicals pose risks to human health or
the environment prior to controlling risks related to their production,
distribution, or use. In addition, under REACH, chemical companies must
obtain authorization to continue to use a chemical of very high concern,
such as a chemical for which there is scientific evidence of probable
serious health or environmental effects. Generally, to obtain such
authorization, the chemical company needs to demonstrate that it can
adequately control risks posed by the chemical, such as by requiring that
workers wear safety equipment when working with the chemical or
otherwise ensuring that the chemical is produced under safe conditions. If
the chemical company cannot provide evidence of adequate control,
authorization would be granted only if the socioceconomic advantages of a
specific use of the chemical are greater than its potential risks, and if there
are no suitable alternatives or technologies. This process substantially
differs from TSCA's section 6 requirements as discussed above.

*GAO, Toxic Substances Control Act: Legislative Changes Could Make the Act More
Effective. GAO/RCED-94-103. Washington, D.C.: September 26, 1994
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EPA’s Ability to Share
Information Under
TSCA’s Confidential
Business Information
Provisions Are
Limited

EPA's ability to make publicly available the information that it collects
under TSCA is limited. Chemical companies may claim some of the
information they provide to EPA under TSCA as confidential business
information. EPA is required under the act to protect trade secrets and
privileged or confidential commercial or financial information against
unauthorized disclosures, and this information generally cannot be shared
with others, including state health and environmental officials and foreign
governments. However, some state officials believe this information would
be useful for informing and managing their environmental risk programs.
Furthermore, while EPA believes that some claims of confidential
business information may be unwarranted, challenging the claims is
resource-intensive.

EPA has not performed any recent studies of the appropriateness of
confidentiality claims, but a 1992 EPA study indicated that problems with
inappropriate claims were extensive. This study examined the extent to
which companies made confidential business information claims, the
validity of the claims, and the impact of inappropriate claims on the
usefulness of TSCA data to the public. While EPA may suspect that some
chemical companies’ confidentiality clairas are unwarranted, the agency
does not have data on the number of inappropriate claims. According to
EPA, about 95 percent of premanufacture notices contain some
information that chemical companies claim as confidential. EPA officials
also told us that the agency does not have the resources that would be
needed to investigate and, as appropriate, challenge claims to determine
the number that are inappropriate. Consequently, EPA focuses on
investigating primarily those claims that it believes may be both
inappropriate and among the most potentially important-—that is, claims
relating to health and safety studies performed by the chemical companies
involving chemicals currently used in commerce. The EPA official
responsible for initiating challenges to confidentiality claims told us that
EPA challenges about 14 such claims each year and that the chemical
companies withdraw nearly all of the claims challenged.

Officials who have various responsibilities for protecting public health and
the environment from the dangers posed by chemicals believe that having
access to confidential TSCA information would allow them to examine
information on chemical properties and processes that they currently do
not possess and could enable them to better control the risks of
potentially harmful chemicals. Likewise, the general public may also find
information provided under TSCA useful. Individual citizens or community
groups may have a specific interest in information on the risks of
chemicals that are produced or used in nearby facilities. For example,
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neighborhood organizations can use such information to engage in
dialogue with chemical companies about reducing chemical risks,
preventing accidents, and limiting chemical exposures.

While both TSCA and REACH have provisions to protect information
claimed by chemical companies as confidential, REACH requires greater
public disclosure of certain information, such as basic cherical
properties. Furthermore, REACH places greater restrictions on the kinds
of information chemical companies may claim as confidential. For
example, REACH includes a provision for public access to basic chemical
information, including brief profiles of hazardous properties and
authorized uses. The European Union's approach to public’s access to
information combines a variety of ways that the interests of the public’s
right to know is balanced with the need to keep certain information
confidential. As such, nonconfidential information will be published on the
chemical agency's Web site. REACH also includes a provision under which
confidential information can generally be shared with government
authorities of other countries or international organizations under an
agreement between the parties provided that certain conditions are met.

In previous reports, we recommended that the Congress consider
providing EPA additional authorities under TSCA to improve its ability to
make more chemical information publicly available. For example, in our
June 2005 report,” we recommended that the Congress consider amending
TSCA to authorize EPA to share with the states and foreign governments
the confidential business information that chemical cormpanies provide to
EPA, subject to regulations to be established by EPA in consultation with
the chemical industry and other interested parties that would set forth the
procedures to be followed by all recipients of the information in order to
protect the information from unauthorized disclosures. In our September
1994 report,® we recommended that the Congress consider limiting the
length of time for which information may be claimed as confidential
without resubstantiation of the need for confidentiality.

'GAO, Chemical Requiation: Options Exist to Improve EPA's Ability to Assess Health
Risks and Manage Its Chemical Review Program. GAQ-05-458. Washington, D.C.: June 13,
2005.

GAO, Toxic Substances Control Act: Legislative Changes Could Make the Act More
Effective. GAO/RCED-54-103. Washington, D.C.: September 26, 1994.
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Mr. Chairraan, this concludes my prepared statement. [ would be happy to
respond to any questions that you or Members of the Subcommittee may
have.

For further information about this testimony, please contact John
Contacts and Stephenson at (202) 512-3841 or stephensonj@gao.gov. Key contributors to
Acknowledgments this testimony were David Bennett, Antoinette Capaccio, Nancy Crothers,
Christine Fishkin, Richard Johnson, and Ed Kratzer.
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Mr. RUsH. Thank you very much.
The chair now recognizes Mr. Davies for the purpose of 5 min-
utes of opening statements.

TESTIMONY OF J. CLARENCE DAVIES

Mr. DAvIES. Thank you, Mr. Chairman. My name is J. Clarence
Davies. I am a senior advisor to the Project on Emerging Nanotech-
nologies at the Woodrow Wilson International Center for Scholars
and a senior fellow at Resources for the Future. The opinions ex-
pressed here are my personal opinions and do not represent the
views of those organizations or their funders.

I commend the subcommittee for holding this hearing. The com-
mittee’s focus on TSCA is timely because of changes taking place
both at the State level and internationally. States are increasingly
taking the initiative to deal with toxics. Internationally, the Euro-
pean Union’s launch of the REACH directive has radically changed
the requirements for marketing chemicals in Europe. The huge im-
pact of technologies that were unknown when TSCA was enacted
adds to the importance of reviewing TSCA now.

I have followed TSCA from its inception. In 1969 I wrote a book
which called for a law regulating new chemicals and in 1970 I
wrote the original version of what became TSCA. In the past sev-
eral years I have written three reports on oversight of nanotechnol-
ogy. Each of them is relevant to the subject of this hearing and I
would like permission to submit them for the record.

Mr. RUSH. So granted.

Mr. Davies. Thank you.

Before dealing with TSCA’s weaknesses, let me note some of its
strengths. First is the broadness and potential flexibility of the law.
Its coverage is not limited to any one part of the environment, a
definite asset, because most chemicals are not limited to air or
water or land. TSCA also allows EPA to choose among a broad
range of measures to control chemical risks. Another strength is
TSCA’s reporting mechanism. Section 8(e), which requires manu-
facturers to immediately notify EPA of new risk information, is
particularly important. I believe that the general cost-benefit
framework of TSCA needs to be preserved. The law deals with
products, not with pollutants. Commercial products by definition
have benefits so limiting their use or banning them to prevent ad-
verse effects almost always has costs. This fact makes an absolute
safety standard unwise because the government would be forced to
ban chemicals that do more good than harm.

Many of the good things in TSCA are undermined by the proce-
dural landmines in the Act. The Act contains difficult, perhaps im-
possible requirements that must be met before a chemical can be
regulated. For example, EPA must show that the regulation is less
burdensome than any alternative. All the requirements must be
supported by substantial evidence in the rulemaking record, an ex-
traordinarily high legal criterion. These provisions make it prac-
tically impossible for EPA to regulate existing chemicals. Equally
damaging is TSCA’s implicit assumption that no knowledge or no
data is equivalent to no risk. Most of the new chemical notices con-
tain no testing information. However, as the chairman mentioned,
if EPA lacks the information to evaluate the risk of the chemical,
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the agency cannot get the information without showing that the
chemical may present an unreasonable risk. It is a classic catch-
22 and badly needs to be changed.

Confidential business information is a third problem area. A very
large portion of information submitted under the Act is classified
as confidential. The Act prohibits sharing of confidential informa-
tion with States or with foreign governments. The result is that
TSCA is less conducive to State, federal and international coopera-
tion than any other environmental statute.

EPA estimates that it received notice of about 50 nanomaterials
under TSCA’s new chemical provisions because TSCA defines a
chemical only by its molecular structure and does not consider size.
Many, perhaps most, nanomaterials are considered existing chemi-
cals, not new ones. This is important because the TSCA provisions
relating to existing chemicals have mostly been rendered inoper-
ative. Also, because size is a defining factor for nanomaterials, EPA
cannot be sure which new chemicals are nonmaterials, even though
the risks of nanomaterials may be quite distinct from both mate-
rials. There is a general issue of the capability of the existing regu-
latory systems to deal with the new technologies that are emerging
at an accelerating pace. Nanotechnology is one example. Another is
synthetic biology, which TSCA also has jurisdiction over in part. A
particular challenge for EPA will be its ability to assess the risks
of future complex synthetic organisms that have no counterpart in
nature and TSCA does not provide adequate authority or tools to
address those kinds of risks.

I urge this committee to devote some time and effort to consider
what new oversight and regulatory approaches are needed to deal
with 21st century science and technology. Considering TSCA’s ef-
fectiveness is a step in the right direction but over the long run we
are going to need whole new approaches to deal with the new tech-
nologies. Thank you.

[The prepared statement of Mr. Davies follows:]
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My name is J. Clarence Davies. I am a Senior Advisor to the Project on Emerging
Nanotechnologies at the Woodrow Wilson International Center for Scholars and a Senior
Fellow at Resources for the Future, Neither the Wilson Center nor RFF take institutional
positions on public policy matters, so the opinions expressed in my testimony are my
personal opinions and do not represent the views of those organizations or their funders.

Let me start by commending the subcommittee for holding this hearing. The
comunittee’s focus on the Toxic Substances Control Act (TSCA) is timely because of
changes taking place both at the state level and internationally. At the state level there
have been a variety of new initiatives dealing with toxics. Internationally, the European
Union’s launch of the REACH directive has radically changed the requirements for any
company wanting to market chemicals in Europe.

I believe this hearing could represent a turning point in the history of TSCA. For
many years the chemical industry and EPA have agreed that TSCA is adequate to protect
the public from the risks of chemicals despite much evidence to the contrary. That
agreement, I think, no longer holds, and this hearing will provide solid evidence that
TSCA is not functioning adequately and that changes are necessary.

I have followed TSCA from its inception. In 1969 I wrote a book which called for a
law regulating new chemicals. In 1970, as a staff member with the newly formed Council
on Environmental Quality, I wrote the original version of what became TSCA. I was not
completely happy with the bill that emerged from the administration, and the intervening
years have only strengthened my concerns about TSCA’s flaws.

In the past several years, working with the Wilson Center, I have focused my
attention on nanotechnology. I have written three reports on oversight of nanotechnology.

Each of them is relevant to the subject of this hearing and I would like permission to
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submit them for the record. Nanotechnology reveals many of TSCA’s longstanding flaws
and poses some new challenges. TSCA is the only existing law that can deal with
nanotechnology generally. I will today discuss how shortcomings of TSCA that apply to
all chemicals also apply to nano, and I will describe how trying to regulate nano has
shown some TSCA problems that are unique to nano.

Before dealing with TSCA’s weaknesses, let me note some good things about TSCA,
things that should be preserved in any efforts to revise the law. First is the broadness and
potential flexibility of the law. Its coverage is not limited to any one part of the
environment and this is a definite asset because most chemicals are not limited to air or
water or land but can travel from one part of the environment to another. TSCA also
allows EPA to take a broad range of measures to deal with potential chemical problems.
In theory, it gives the agency the flexibility to cope with new problems and unanticipated
situations, although in practice this has not been the case.

The reporting mechanisms in TSCA also are valuable. Section 8(e), which requires
manufacturers to immediately notify EPA of new information that supports the
conclusion that a chemical may be a substantial risk, is particularly important. It allows
EPA to adapt to new threats and to remedy problems caused by adverse effects that were
overlooked in previous reviews of a chemical. Other sections of the act also contain
useful reporting tools.

1 would argue that the general cost-benefit framework of TSCA needs to be
preserved. The law deals with useful products, not with pollutants. Because of this,
decisions about regulating chemicals involve making trade-offs. Products, by definition,
have benefits, so limiting their use or banning them to prevent adverse health or
environmental effects almost always has some costs. This fact makes an absolute safety
standard unwise because the government would be forced to ban chemicals that do more
good than harm.

Many of the good things in TSCA are undermined by the procedural land mines
scattered throughout the act. The act contains a number of very difficult, perhaps
impossible, requirements that must be met before a chemical can be regulated. For
example, EPA must show that the proposed regulation is less burdensome than any

alternative and that the risk could not be sufficiently reduced under some other law. All
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the requirements must be “supported by substantial evidence in the rulemaking record,”
an extraordinarily high legal hurdle. Court decisions have demonstrated that the
combination of the difficult requirements and the high legal hurdle make it practically
impossible for EPA to regulate existing chemicals under TSCA (Corrosion Proof Fittings
v. EPA). Only if a chemical is considered a new chemical is EPA able to review its risk
and perhaps impose limits on it.

Just as damaging as the procedural traps is TSCA’s implicit assumption that no
knowledge or no data is equivalent to no risk. This is epitomized in the “Catch 227
contained in TSCA section 5(e). It states that if EPA does not have enough information
“to permit a reasoned evaluation of the health and environmental effects of a chemical,”
the agency can delay or prohibit manufacture of the chemical only if it can show that the
chemical “may present an unreasonable risk” — which is precisely the thing the agency
cannot show. There is another criterion that in theory can be used for EPA action. This is
that the chemical will be produced in “substantial quantities” and that there will be
significant environmental or human exposure. In practice, this criterion only rarely can be
used, because most new chemicals initially are produced in small volumes, and because
the likelihood of significant exposure is difficult to establish. The problem is even greater
for nanomaterials because quantity or volume may not be a relevant indicator of potential
risk.

In the long list of TSCA problems, a third area that needs to be noted is confidential
business information (CBI). The act makes it very easy for manufacturers to classify
information as CBI. As a result, a very large portion of all information submitted under
the act is classified as confidential. The act then prohibits sharing of confidential
information with states or with foreign governments. The result is that TSCA is less
conducive to state-federal cooperation than any other environmental statute. The CBI
provisions also are a major impediment to cooperating with other nations or international
organizations. There is, I think, widespread agreement that TSCA’s CBI provisions need
to be changed.

Turning specifically to nanotechnology, nanomaterials are chemicals, so TSCA
covers nanomaterials to the extent that they are not covered by other laws (such as the

Food, Drug and Cosmetic Act or the federal pesticide law). Nanotechnology is the



41

science and application of manipulating matter at the scale of individual atoms and
molecules. All natural processes, from the growth of human embryos to plant
photosynthesis, operate in this way, but only recently have we developed the tools that
allow us to build and analyze things at the molecular level. Nanotechnology’s potential
applications are boundless in scope and promise, and it is already being applied in
hundreds of ways ranging from drugs to chemical catalysts to sports equipment.

As with most significant technologies, nano has potential costs as well as benefits.
To date, there have been no documented cases of adverse health or environmental effects
from nanotechnology. However, everything we know about nanomaterials leads to the
conclusion that there is the potential for such adverse effects to occur. Nanomaterials
generally are more biologically and chemically active than their bulk counterparts and
can reach places in the environment and the human body that larger materials cannot.
Very few resources have been devoted to investigating the health and environmental
effects of nanomaterials, but the studies that have been done support the need to be
concerned about nano’s potential adverse effects. For example, a recent study on rats has
shown that some kinds of carbon nanotubes (one of the most widely used nanomaterials)
produce the same kind of pre-cancerous lung irritation that asbestos causes in humans.

EPA estimates that it has received notice of about 50 nanomaterials under TSCA’s
new chemicals provisions. The agency cannot be sure of this because its interpretation of
TSCA’s definition of a chemical excludes size. Because size is a defining factor in what
is a nanomaterial, the agency cannot be sure what new chemicals are or are not
nanomaterials.

Even more importantly, because TSCA defines a chemical only by its molecular
structure, many, perhaps most, nanomaterials are considered existing chemicals, not new
ones. This is because many nanomaterials have the same molecular structure as existing
bulk chemicals. Gold nanoparticles, for example, have the same molecular structure as a
bar of gold, even though they may have radically different chemical and physical
properties. This is important because, as noted above, the TSCA provisions relating to
existing chemicals have mostly been rendered inoperative. The “significant new use”
provisions of TSCA may provide a partial way around this obstacle, but EPA has not

chosen to use these provisions. In sum, TSCA, at least as currently interpreted by EPA,
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cannot regulate most nanomaterials as new chemicals and it cannot regulate any
chemicals if they are not defined as new.

The definitional problem is reinforced by a volume exemption that EPA has applied
to TSCA. Basically, chemicals manufactured in volumes less than 10,000 kilograms
(about 11 tons) are excluded from most of TSCA’s provisions. The 10,000 kilo figure is
ridiculously large when applied to nanomaterials, where one kilo is a fairly large amount.
However, this exemption is not in the law itself, so EPA could and should modify it
administratively.

Another TSCA problem raised by nanotechnology, as well as by other new
technologies such as synthetic biology, is created by TSCA’s limited ability to require
information on the new chemical notices it receives. Most of the new chemical notices
contain no testing information. The only information they contain is the chemical
structure of the substance. Given this situation, EPA has resorted to using what is called
“structure-activity relationship” or SAR analysis. SAR compares the molecular structure
of the new chemical to the molecular structure of similar existing chemicals and uses the
risks of the similar existing chemicals to predict the risks of the new chemical. Under the
best of circumstances this approach has limitations, but it is useless when there are no
similar chemicals with known risks, as is the case with nanomaterials..

The issues raised by TSCA’s application to nanotechnology raise the more general
issue of the capability of existing regulatory systems to deal with the new technologies
that are emerging at an accelerating pace. Nanotechnology is one example. Another is
the rapidly developing field of synthetic biology, which gives scientists the ability to
design genetic sequences from scratch and use the sequences to create new custom
microbes, such as those that could be used to make biofuels. A particular challenge for
EPA will be its ability to assess the risks of future complex synthetic organisms that have
no counterpart in nature, and TSCA does not provide adequate authority or tools to
address these risks.

There is a large mismatch between the current regulatory system and the
characteristics of 21st century science and technology. This mismatch will grow rapidly. [
urge this committee to devote some time and effort to considering what new oversight

and regulatory approaches are needed. Considering TSCA’s effectiveness is a step in the
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right direction, but over the long run we are going to need whole new approaches to deal
with the new technologies.

TSCA is not serving us well now and it will not in the future. The committee
deserves praise for giving its attention to TSCA, and I hope that your efforts result in

constructive changes to the law.
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Mr. RUSH. The chair thanks the gentleman. And now I have been
told by the subcommittee staff of a new procedure especially at it
relates to the oversight aspects of these hearings, and that is I am
supposed to swear in all the witnesses, so I am going to ask the
witnesses to please stand to be sworn in, and I am going to ask
those that testified whether or not you want to keep your testi-
mony consistent pre-swearing in the same as post swearing in, so
if you didn’t like before, then—excuse me for saying that. I
shouldn’t have said that. We just want you to be consistent in your
testimony both prior to the swearing in and after the swearing in.

[Witnesses sworn.]

Mr. RusH. Please let the record reflect that all the witnesses
have answered in the affirmative, and now our next witness will
be Ms. Swanson for the purposes of opening statement.

TESTIMONY OF MAUREEN SWANSON

Ms. SWANSON. Thank you, Mr. Chairman and Ranking Member
Radanovich. My name is Maureen Swanson and I direct the
Healthy Children Project for the Learning Disabilities Association
of America. I also am here on behalf of the organizations of the
Learning and Developmental Disabilities Initiative, which I have
described my written testimony.

I would like to explain the connection between
neurodevelopmental disabilities and the need to reform TSCA. Cer-
tain diseases and disorders including neurodevelopmental disorders
are increasing among American children. This is particularly true
of autism and attention deficit hyperactivity disorder, or ADHD.
On average it costs twice as much to educate a child with a
neurodevelopmental disability as it does to educate a child who
does not have these disabilities. A growing body of scientific evi-
dence shows that some of this increase is due to exposure to toxic
chemicals. Most recently, a study by researchers at the University
of California found that a large portion of the increase in the
State’s autism cases is most likely due to toxic chemical exposures.

Children are especially vulnerable to toxic chemicals. Relative to
adults, children eat more, drink more and breathe more. They
spend a lot of time on the ground and they put things in their
mouths. From conception to early childhood is a time of rapid brain
development, a time when even a tiny dose of a toxic chemical can
cause neurological problems that last a lifetime. Of the 80,000
chemicals registered under TSCA, about 3,000 are produced at
more than 1 million pounds a year. Of these 3,000 chemicals, we
know for certain that 10 are neurotoxins. They affect brain devel-
opment. We have good evidence that another 200 are neurotoxins
but we don’t have better information or more information because
there is no requirement under TSCA to test chemicals for effects
on brain development. Isn’t it right for parents to assume that the
goverfl?lment will protect their children from toxic chemical expo-
sures?

When I talk to people and they find out that the vast majority
of chemicals used in products are not tested for health effects, first
they are dumbfounded and then they are outraged. I share that
outrage. As the mother of a 2-year-old and a 4-year-old, I know
how hard it is to figure out which shampoos and sippy cups and
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toys are safest for my kids. No parent should have to stand in front
of a store shelf full of toys and guess which ones have toxic con-
stituents and none of us should have to pay a premium for a spe-
cially made nontoxic product. No one should have to buy their way
out of health risks to their children.

LDA began its focus on neurotoxins decades ago by supporting
efforts to get lead out of gasoline. Once lead was removed from gas-
oline, blood lead levels in American children dropped dramatically.
At the same time, IQ levels increased. Another LDA concern is
chemicals that are endocrine disruptors, particularly those that af-
fect the thyroid gland, which is essential for healthy brain develop-
ment. These chemicals are often found in plastics and include
phthalates, Bisphenol A, dioxins and brominated flame retardants.

I would like to thank Congress for its bipartisan support of the
Consumer Products Safety Improvement Act, which will keep lead
and phthalates out of children’s products. This is a crucial step to-
ward preventing toxic chemical exposures. TSCA, on the other
hand, demands that the government prove beyond all reasonable
doubt that a chemical is toxic after it has been put on the market,
after it has infiltrated our homes and our bodies. We need legisla-
tion that requires manufacturers to prove that a chemical is safe
before it can be used in products and before it can put our children
at risk. We know that a preventive policy works. Lead is just one
example. Chlorpyrifos is another. Chlorpyrifos is a widely used pes-
ticide and a neurotoxin. Since EPA banned its residential use in
2001, a study in New York City showed that levels of chlorpyrifos
in maternal and umbilical cord blood have decreased by a factor of
10 and the newborns in the study showed an increase in birth
weight and length, which are measures of healthy development.

To stem the rising incidence of childhood diseases such as asth-
ma, autism and cancer, we need a preventive approach to toxic
chemical policy that requires manufacturers to test chemicals for
health effects including neurodevelopmental effects and prohibits
the use of toxic chemicals that can harm the developing fetus, in-
fants and children. For more than 30 years, TSCA has enabled the
chemical industry to take risks with our children’s health that no
parent would ever knowingly permit.

We urge Congress to reform TSCA without further delay and
provide all our children the opportunity to lead healthier and fuller
lives. Thank you.

[The prepared statement of Ms. Swanson follows:]
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Thank you for this opportunity to address the House Subcommittee on Commerce, Trade
and Consumer Protection regarding the need to revise the Toxic Substances Control Act.

My name is Maureen Swanson and I direct the Healthy Children Project for the Learning
Disabilities Association of America (LDA). LDA is the oldest and largest national
volunteer organization advocating for children and adults with learning disabilities, with
headquarters in Pittsburgh and affiliates in 43 states. My work focuses on raising
awareness of toxic chemicals that can harm brain development, and on finding ways to
prevent exposures to toxic chemicals, especially among pregnant women and children.

1 also am here today on behalf of the leading member organizations of the Learning and
Developmental Disabilities Initiative (LDDI), a national working group of the
Collaborative on Health and the Environment. In addition to LDA, these organizations
include the American Association on Intellectual and Developmental Disabilities, the
Autism Society of America and the National Association for the Dually Diagnosed (those
with mental health issues and developmental disabilities). Together, our organizations
and other LDDI members represent almost 500,000 people in the United States.

We believe there is an urgent need to reform the way our country regulates toxic
chemicals. We need to test chemicals for health effects, and keep toxic chemicals out of
consummer products, so that we better protect our children from increasing incidences of
diseases and disorders linked to toxic chemical exposures.

Qur particular concern is with neurotoxins: chemicals that interfere with brain
development and function. LDA began its focus on neurotoxins decades ago by
supporting efforts to get lead out of gasoline, and continues to advocate for research to
better understand the effects of low levels of lead exposure on brain function and
behavior.

LDA also has a long-standing interest in preventing exposures to chemicals that interfere
with the hormonal system, particularly through effects on the thyroid gland. A healthy
thyroid is essential for healthy brain development. These chemicals are called “endocrine
disruptors” and include phthalates, PCBs, Bisphenol A, dioxins and brominated flame
retardants (PBDESs).

On behalf of LDA and our partner organizations, I would like to thank Congress for its
overwhelming bipartisan support of the Consumer Product Safety Improvement Act,
which will keep lead and phthalates out of children’s products. This is a crucial step
toward preventing toxic chemical exposures that can affect brain development.

As a mother, T know how difficult it is to figure out which toys, sippy cups, shampoos
and foods are safest and healthiest for my young children. No parent should have to
stand in front of a store shelf full of toys and guess which ones have toxic constituents.
They most certainly should not be forced to pay a premium for a specially made non-
toxic product. None of us should have to buy our way out of health risks to our children.
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We focus our concerns on children because they are particularly vulnerable to toxic
chemicals. The CDC’s 2005 report on environmental exposure to chemicals shows that
the youngest Americans sampled ~ ages 6 to 11 years old — often have higher levels of
particular chemicals in their bodics than adolescents and adults.'

For their body weight, children consume more food, drink more water and breathe more
air than adults. Children spend a lot of time on the ground and put things in their mouths.
Most importantly, the time from conception into carly childhood is a pertod of rapid brain
development. We know that exposure to chemicals that are neurotoxins during early fetal
development can harm the brain at doses much lower than those affecting adult brain
function.”

The incidence of neurological problems in children is increasing, especially for autism
and attention deficit hyperactivity disorder (ADHD)." Some physicians now talk about
autism and asthma as cpidemics, based on the exponential increase in the numbers of
children suffering from them. Today, 1 in 150 American children are diagnosed with
autism spectrum disorder.”

Dr. Joel Forman, a professor of pediatrics at Mt. Sinai School of Medicine and practicing
pediatrician, describes, “the new pediatric morbidity: a range of chronic, disabling and
sometimes life threatening conditions...that affect increasing numbers of American
children today.” These conditions include asthma, obesity, endocrine and sexual
development disorders, cancers and neurodevelopmental disorders.”

Ask any teacher in any school district in any state, and they will confirm this trend.
Many of the teachers in LDA tell me how many more special education students they
have in their schools compared to a decade or two ago. Doctors and nurses report seeing
more and more children with behavior disorders and neurological problems in their
practices.

A growing body of evidence shows that some of this increase in neurological problems is
associated with toxic chemical exposures. In January, scientists at the University of
California studied all factors that might be contributing to the state’s huge increase in
autism cases, and found that a potentially large portion of the increase is linked to
environmental exposures. They have called for a national focus on toxic chemical
exposures and links to autism, with an initial emphasis on fetal and infant exposures to
pesticides and toxic chemicals in products.”

The costs associated with the increasing incidence of these childhood diseases are
enormous. On average, it costs twice as much to educate a child who has leamning or
developmental disabilities than it does to educate a child who does not. A 2006 Harvard
study estimated that the costs of autism to the U.S. exceed $35 billion annually.*"

A 2002 study by Dr. Philip Landrigan asscssed the contribution of environmental
pollutants to the incidence and costs of four categories of tllness in American children:
lead poisoning, asthma, cancer, and neurobchavioral disorders. The total annual costs
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attributable to the environmentally related portion of these discases are estimated at $54.9
billion — which is the middle of the cost range estimate in the study results.”™

There are more than 80,000 chemicals on the TSCA Inventory, and many tens of
thousands in active commerce. Approximately 3000 chemicals are produced at more
than one million pounds per year.” More than half of these high volume chemicals lack
even a basic set of toxicity information. This data gap includes a lack of information on
developmental toxicity. This appalling lack of information under TSCA has persisted
for more than 30 years, despite EPA’s efforts over the past decade to get chemical
producers to voluntarily develop such data.* Even fewer data are available for lower
volume chemicals despite the fact that many of them are used in consumer products or
can otherwise result in human exposure.

Of these 3000 high volume chemicals, we know for certain that 10 are neurotoxins that
can cause learning and developmental disabilities. There is good evidence that another
200 of these chemicals are also neurotoxins. We don’t have better information because
there is no requirement under TSCA to test chemicals for effects on brain development.™

Isn’t it right for parents to assume that the government will protect their children from
exposure to toxic chemicals? When people find out that the vast majority of chemicals
used in products and services are not tested for health effects, they are aghast and
outraged. American consumers should have the assurance that if a product is on a store
shelf, then its ingredients have been tested and found to be safe.

But TSCA demands that the government prove beyond all reasonable doubt that a
chemical is toxic after it has already been put on the market, after it has already infiltrated
our homes and our bodies. According to a 2006 Lancet article by Drs. Grandjean and
Landrigan, the two main impediments to prevention of neurodevelopmental deficits of
chemical origin are the great gaps in testing chemicals for developmental neurotoxicity
and the high level of proof required for regulation.™

We need legislation that requires manufacturers to prove that a chemical is safe and
nontoxic before it can be used in products — before it puts our children at risk.

We know that a preventive policy works. When lead, one of the most potent and well-
researched neurotoxins, was finally removed from gasoline, blood lead levels in
American children plummeted from an average of 15.5 micrograms per deciliter in 1975
to about 2 micrograms per deciliter in 1990, which is the current average blood lead
level. During the same time period, children’s IQ levels increased.™"

Chlorpyrifos is a widely used pesticide and a neurotoxin. CDC data collected for 1999-
2002 showed that young children have greater levels of chlorpyrifos in their bodies than
adolescents and adults.™ Since EPA banned the residential use of chlorpyrifos in 2001, a
New York City study showed that levels of this potent neurotoxin in maternal and
umbilical cord blood have decreased by a factor of 10, with a corresponding increase in
newborn weight and length, which are measures of healthy development.™
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Brominated flame retardants, or PBDESs, provide another example. PBDEs are used in
electronics, carpet, furniture and clothing, and accumulate in household dust. They have
a chemical structure similar to PCBs and are a known neurotoxin. A 2008 study showed
that toddlers had levels of PBDEs in their bodics three times higher than adults in the
same households.™

Since Sweden began an accclerated phase-out of PBDEs in the late ‘90s, PBDE levels in
breast milk have plummeted. In the same time period, levels of PBDEs in North
American breast milk have skyrocketed, exposing our tiniest and most vulnerable citizens
1o a known neurotoxin in the very first hours of their lives.™"

In the absence of federal action on these neurotoxins, which are linked to other serious
health effects as well, Maine and Washington banned the use of PBDEs in 2007. We
applaud these and other states that are secking to protect children’s health and
development, but we nced a national solution.

To stem the rising incidence of childhood discases such as asthma, autism and cancer, we
need a preventive approach to toxic chemical policy at the federal level. The government
must require manufacturers to test chemicals for health effects, including
neurodevelopmental effects, and prohibit the use of toxic chemicals that can harm the
developing fetus, infants and children.

For more than 30 years, TSCA has cnabled the chemical industry to take risks with our
children’s health that no parent would ever knowingly permit. We urge Congress to
reform TSCA without further delay, and provide all children the opportunity to lead
healthier, fuller lives.

Thank You.
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Mr. RusH. Thank you.
Our next witness is Mr. Cecil Corbin-Mark. Mr. Mark, you are
recognized for 5 minutes.

TESTIMONY OF CECIL CORBIN-MARK

Mr. CORBIN-MARK. Good morning. I want to thank Chairman
Rush for his leadership on this committee and in bringing this
issue to the forefront. I also want to recognize and thank Mr.
Radanovich and likewise to all the other distinguished members
who are present and here today. And lastly, I want to thank the
committee staff for their dedication and professionalism.

So why is a guy from Harlem here to talk to you about Toxic
Substances Control Act? Quite simply because I have been im-
pacted by chemicals and my family has and some of my neighbors
have. Two quick stories. I can remember a long time ago when my
mother brought home a chemical curtain, that I later found out
was a chemical curtain, but a curtain filled with superheroes im-
printed on it, and I couldn’t wait to actually take a shower with
that chemical curtain. I wanted to be in that shower because I
thought the superheroes would transfer their powers to me and I
could join their ranks. Instead, what happened was, I came out
dizzy, unsure of what was happening and filled with a really pierc-
ing headache.

The next story is about my son, the pride and joy of my life. 1
am a doting dad, and my son is in school in New York City and
is playing on a basketball team. I am across the country at a con-
ference in San Francisco and his mom calls to say that they have
had to rush him to the hospital for an asthma attack at a visiting
school. In talking to him later that day, I asked him what do you
remember, what happened, how did this happen, and after pressing
him he realized one thing that he did remember was the smell of
pesticides in the visiting locker room of his team’s locker room.

I want to share with you that I think that in places like the com-
munity that I live and work in Harlem, New York, many people are
exposed to toxics. I live in, as I said, Harlem and it is a community
of 7.4 square miles and is home to more than 650,000 mostly low-
and middle-income African-Americans and Latinos. It is known for
its richly diverse population and cultural history but the area also
bears disproportionate rates of disease, air pollution and toxic expo-
sures. Northern Manhattan leads the Nation in asthma hos-
pitalizations, low birth weight and lead poisoning, to name a few,
and diabetes and obesity are also raging epidemics in our commu-
nities. High levels of public assistance in our neighborhoods are a
part of the fabric and residents often don’t have health insurance.
And while downtown Manhattan may be known for Broadway, the
Empire State Building, the Statue of Liberty and other iconic land-
marks, uptown our neighborhoods have auto body shops, dry clean-
ers co-located with residential apartments, diesel bus depots across
the street from parks and bedroom windows, and likewise nail sa-
lons and dollar stores with many products that contain ingredients
capable of disrupting a woman’s or a man’s reproductive system
abound in northern Manhattan.

While I am describing my hometown, I could be talking about
any place in Texas, Michigan, Louisiana, Ohio, Georgia, you name
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the State, and you might conclude that because these facilities or
stores are located in our neighborhoods, that doesn’t necessarily
mean that we might be impacted by chemicals, but I assure you,
you could be wrong.

I want to just point out a couple of studies, one of them from the
New York Research Public Interest Group done a couple of years
ago that documented while upstate is the major agricultural pro-
duction area for New York State, it is in New York City that the
greatest tons of poundage of pesticides are actually used and they
are applied to public buildings like schools or hospitals. Another
one, the New York State Department of Health conducted a study
in East Harlem and found high levels of PERC in apartments
where dry cleaners were collated. PERC is a volatile organic com-
pound with many health effects that moves easily through walls
and easily enters the bloodstream. The Columbia Mailman School
of Children’s Environmental Health Center that we co-partner with
conducted studies that looked at 700 mother-children pairs and ex-
amined dust samples in their homes and found high levels of pes-
ticides like chlorpyrifos and diazinon, which transfer readily to the
fetus, and these were found to reduce birth weight by an average
of 6.6 ounces. Furthermore, high prenatal exposure to pesticides
like chlorpyrifos was found to be associated with psychomotor cog-
nitive delay and attentional disorders at age 3. Early findings from
another study projected that the same cohort is indicating dibutyl
phthalate, which is commonly found in perfumes, is staying in
mothers’ bodies longer than thought.

Toxic chemicals don’t belong in people, and while researchers
don’t have all the answers to what the health effects are, environ-
mental justice advocates are mobilizing to fix what we see as a
flawed chemical system.

What are the problems in this system? I mean, there are many
and I have submitted them in my testimony. I urge you to read
them, but we need a comprehensive regulatory reform for toxic
chemicals and I ask you to help us in making that possible. Thank
you.

[The prepared statement of Mr. Corbin-Mark follows:]
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Good morning 1 want to thank Chairmen Waxman and Rush for the opportunity to present
testimony and their leadership. Likewise, my thanks to the other distinguished members of the
committee for their time and attention. I also want to thank the committee staff, in particular D
Frandsen and Robin Appleberry, for their dedication and professionalism.

I am here today to testify about how chemicals have impacted me personally, to talk some about
the health disparities in the community that I live and work in and why that makes my community
and many like it across the country particularly vulnerable to the harmful effects of toxic
chemicals. In addition, I want to share with you what several EJ communities and advocates
across the country are currently doing to address the broken chemical policy system that is unable
to protect our families from barm. I will close by highlighting that transitioning to safer
alternatives to the toxic stew of chemicals currently in commerce is a pathway to creating new
green jobs, and 1 will offer a few recommendations for a better chemical policy framework.

So why is a guy from Harlem, New York before you today to talk about the Toxic Substances
Control Act? The answer is simple. Chemicals have impacted my health, the health of my family
members and some of my neighbors.

I want to share with two personal storics of how chemicals have directly impacted my life.

My first story is about the shower curtain smell. T am one of the many Americans who
expericnced headaches triggered as a result of the smell of my shower curtain, which I later
learned were the chemicals off gassing. I remember one year when I was still a kid my mom
purchased a clear plastic curtain with superheroes imprinted on it and a liner. I was so excited to
take a shower with the super heroes. I believed that I would emerge from that shower with super
powers. Instead the smell triggered one of the worst headaches I ever had. To this day [ can still
remember the tears, the pain and that smell. As T grew older, I recognized that the smell was a
problem, but prior to being engaged in this work I did not know that there were alternatives. I
suffered with debilitating headaches for a long-time thinking that there was something wrong with
me instead of the curtain in my bathroom.

My second story is about my son, Nigel. He attends La Salle Academy in New York City. Last
year while I was attending a conference in San Francisco, Nigel suffered an asthma attack at a
school basketball game. His mom called to let me know that the school officials had rushed him to
the hospital. Thank God everything turned out for the best. While Nigel’s asthma is not really that
bad, that day was a very scary one for him and his mother and 1. When I asked my son about what
could have brought on the attack he was baffled. He said the day had been a good day and that he
was not in anyway really exerting himself. I asked him to replay the moments leading up to the
attack in his mind only then did he remember a strong smell of pesticide in the boys locker room
that triggered him to sneeze when he first got there. Obviously I cannot say with absolute certainty
that the lingering pesticide residue was what caused his attack, but I also know that no can say
beyond the shadow of a doubt that it was not the culprit.
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Ilive and work in Harlem, New York and my family has lived in the same neighborhood for about
eight decades. The communities that I work in West, Central and East Harlem and Washington

I "ghts covers an area of 7.4 square miles and is home to 650,000 mostly low to mid-income
Arrican-Americans and Latinos. Known for its richly diverse population and cultural history, the
area also bears disproportionate rates of disease, air pollution and toxic exposures. Northern
Manbhattan leads the nation in asthma hospitalizations, low birth weight and lead poisoning to
name a few. Diabetes and obesity are also raging epidemics in our communities.

There are high rates of public assistance in our neighborhoods and many of the residents that we
organize do not have health insurance. Studies conducted by the New York City Planning
Department document that many of our neighborhoods have limited to no access to fresh fruits
and vegetables. And the availability of access to regular quality medical care is also a significant
challenge.

Downtown Manhattan may be known for Broadway, the Empire State Building, the Statute of
Liberty and several other iconic landmarks, but uptown our neighborhoods have auto body shops
and dry cleaners collocated with residential apartments, diesel bus depots across the street from
parks and bedroom windows. Likewise, nail salons and drug stores with many products that
contain ingredients capable of disrupting a woman or man’s reproductive system abound in
Northern Manhattan.

W' > 1 am describing my hometown, I could in many ways be talking about places in Michigan,
Hlinois, Ohio, Georgia, Maryland, Texas, Tennessee, Pennsylvania, Florida or Louisiana. The
combination of poor health outcomes and negative socio-economic factors make Harlem and
Washington Heights, and the many places like it across this great nation, ill equipped to handle the
toxic chemical exposures they face because our chemical regulatory system is broken.

You might conclude that just because the dry-cleaning store, nail salons and auto body shops
abound and are co-located with residential buildings in my community doesn’t mean that we are
exposed to toxic chemicals. You would be wrong. 1 draw your attention to the following studies
and reports.

Despite the fact that New York State is a major agricultural state, a study released by the New
York Public Interest Research Group (NYPIRG) a few years ago documented that the highest use
of pesticides in the state occurred in New York City. The report noted that schools and other
public buildings had a greater number of pounds of pesticides applied than the fields and farms
upstate.

New York State Department of Health conducted a study in East Harlem and it found high levels
of PERC in the apartments where dry cleaners were co-located. PERC is a volatile organic

¢ pound that can move through walls and easily enter the blood stream. In many studies PERC
has been found in mothers breast milk.
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The Columbia University Mailman School of Public Health Children’s Environmental Health
Center and my organization, WE ACT for Environmental Justice, collaborate on two communi’
based research projects looking at mothers and children in Northern Manhattan. In one research
project following a cohort of 700 mother child pairs and examining dust samples in the homes of
the mothers prenatal exposure to two household pesticides, chlorpyrifos and diazinon, which
transfer readily to the fetus, were found to reduce birth weight by an average of 6.6 ounces
(Whyatt, et al, EHP 2004). Furthermore, high prenatal exposure to pesticide chlorpyrifos was
found to be associated with psychomotor and cognitive delay and attentional disorders at age 3
(Rauh et al, Pediarrics in press).

Early findings from another research project with the same cohort is indicating that Dibutyl
Phthalate, a phthalate commonly found in perfumes is staying in the mothers body longer than
first thought and researchers are concerned that the Dibutyl Phthalate may be passed on to the
fetus. 1 want to emphasize that these findings are very early.

Toxic chemicals don’t belong in people. Yet all the studies that I have just rehearsed all indicate
that these chemicals are present in the bodies of some 700 mothers and children in Northern
Manhattan. Chemicals are entering our bodies in our homes and in the places where we work.

While researchers have not yet come up with all the answers to what these exposures mean,
advocates in the environmental justice communities have begun to mobilize and are calling ©
government to fix our broken chemical policy system. Just this pat weekend EJ advocates met in
Atlanta, GA with our colleagues in the chemical policy reform movement to join forces.

We see the current regulatory system as flawed and badly in need of reform. Specifically, we are
calling for comprehensive and inclusive approach to chemicals policy. All chemicals need to be
subject to the same regulatory system.

What would a comprehensive chemical regulatory system look like? It would:

* Require chemical manufacturers to provide data on the chemicals they make and their
potential public health impacts before they can get to the market

= Eliminate the most highly hazardous chemicals from the market

= It would work with manufacturers to find safer substitutes for the most hazardous
substances

* It would require labeling that communicates effective information to the consumer in a
culturally appropriate manner and in multiple languages

= Provide the regulatory agency with the power to protect the health of the public and the
environment

* It would employ a hazard rather than exposure-based risk system

= ]t would work in cooperation with international chemical treaties
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We are at a crossroads in the history of our nation. Each of you has before you the opportunity to
redesign our chemical policy based on new understanding about the impacts of chemicals in the

I sof every American. You have the chance to make sure that there are no more stories of
communities like Sunrise, Reveilletown, Morrisonville, Bel Air or Diamond Louisiana, which
today no longer exist because of chemical toxic pollution and exposures. You have the opportunity
to protect future generations of Americans like my son from lives riddled by contamination. And
you have the opportunity to set us on an economic path that will lead to prosperity and health for
those working in the chemical industry by propelling us to be the leaders in the development of
safer substitutes.

Will you take us to that better America?

Thank you.
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Mr. RusH. Thank you very much.
Our final witness for purposes of opening statements is Mr.
Wright. Mr. Wright, you are recognized for 5 minutes.

TESTIMONY OF MICHAEL J. WRIGHT

Mr. WRIGHT. Thank you, Chairman Rush, and thank you, Rank-
ing Member Radanovich, for the opportunity to testify before you
this morning.

My name is Mike Wright. I am the director of health, safety and
the environment for the United Steel, Paper and Forestry, Rubber,
Manufacturing, Energy, Allied Industrial and Service Workers
International Union, and I promise not to use the full name again.
We are the USW for short. We represent 850,000 workers in the
sectors I just mentioned and many others including a majority of
unionized workers in the chemical industry and hundreds of thou-
sands of workers who use industrial chemicals on the job.

My written statement details my background. Let me just say I
have been dealing with chemical issues for more than 30 years,
both within my union and internationally, primarily through sev-
eral United Nations organizations.

I will talk this morning about one mission that affected me the
most and it still haunts me to this day. I was a member of an inter-
national team which traveled to Bhopal, India, to investigate the
December 1984 methyl isocyanate release from a Union Carbide
plant that took several thousand lives, nobody knows how many,
in the first few hours, and many more in subsequent weeks and
continues to claim victims at a rate of one or two a week even a
quarter century later. In my sleep I still see the faces of parents
whose children died. I still see children left without parents. I can
still hear the constant coughing of victims who survived but with
most of their lungs burned away. Two members of that team were
from the United States, and one thing we quickly realized was, had
the Bhopal plant existed in the United States, none of the under-
lying causes of the accident, none of them, would have violated any
OSHA or EPA or any other regulation and that includes the Toxic
Substances Control Act, even though TSCA was then in force.
Think about that for a minute. The Toxic Substances Control Act
wouldn’t have controlled the causes, much less prevented, the
worst toxic substance accident in human history. Much has
changed since then. We have a lot of laws and regulations which
chip at the edges but the basic chemical safety law in this country,
TSCA, the cornerstone on which everything else rests, remains un-
changed.

Let me turn to the impact of TSCA or rather the lack of impact
in the workplace. I am wearing a little lapel pin this morning. It
is a tiny birdcage with a canary. Thousands of our members and
many of our supporters wear them. It symbolizes what workers
have become in relation to toxic chemicals. Before the invention of
modern testing equipment, miners used to bring canaries under-
ground. If the bird died, you knew something in the air was toxic
and you got out. Today we are the canaries in those cages. Others
might testify as time goes on in these activities about things like
Bisphenol A, phthalates, carbon nanotubes. All of them may pose
serious risk to consumers and communities but we are the first to
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be exposed and we are usually the highest exposed. Most epidemi-
ology regarding toxic substances uses cohorts of workers. In other
words, it is our bodies that get counted in these retrospective
human experiments.

My colleagues and I in the USW’s health, safety and environ-
ment department visit several hundred workplaces a year in all
manner of industries. Collectively, we have a lot of experience with
chemicals and chemical hazards so our members depend on us to
say whether what they are working with is safe. Too often we don’t
have a clue. OSHA requires labels and written information sheets
for workplace chemicals but they frequently contain almost no use-
ful information beyond acute toxicity because the chemicals have
never been tested for any other effects. Too often we learn the con-
sequences of that ignorance only by chance and only too late. My
written testimony includes several examples of chemicals found to
be dangerous only because the men and women using them on the
job died or became critically ill and they are only the very small
tip of a very large iceberg. The dangers of these chemicals were dis-
covered only through unusual circumstances like rare medical con-
ditions, an overwhelming number of deaths or a chance discussion
by workers. We have no idea how many more untested chemicals
are causing unrecognized illness among workers and consumers. In
short, the way we now evaluate many potentially toxic chemicals
is by counting bodies and measuring human misery long after
those chemicals have been introduced. That has to change.

Let me turn for a minute to economics. Of course, the main rea-
son for reforming TSCA is for human health but there are also
good economic reasons. There will be many who say that we can’t
afford to reform chemical policy, especially not in the current eco-
nomic climate. In truth, we can’t afford not to. First, there is the
economic burden of occupational disease and environment disease,
which I discuss in my written statement. It saps our productivity,
destroys the earning potential of our families, increases healthcare
costs. Then there is the issue of competitiveness. Europe has adopt-
ed a strong new system called REACH and it has been mentioned
earlier this morning, designed to ensure that chemicals and prod-
ucts made with chemicals are safe to manufacture and use. Unless
the United States follows suit, consumers will ultimately come to
trust European products more than they trust American products.
I believe it was the great consumer advocate Esther Peterson who
said, “Made in USA should be a guarantee, not a warning.”

I have great faith in the chemical industry. Our members work
in the chemical industry. I actually believe all those Sunday morn-
ing commercials about the human element and the innovative po-
tential of American chemistry. I believe we can produce chemical
products that are safe to manufacture and safe to use. Thousands
of our members work in the industry. They want to make things
that are safe for them, safe for their kids, safe for the planet. They
know that in the long run their jobs depend on that as well. The
chi%?Aal first step is the reform of our basic chemical safety law,
T .

Mr. Chairman, you, your committee and this Congress can make
that happen. We urge you to do so, and I want to thank you again
for the opportunity to testify this morning.

[The prepared statement of Mr. Wright follows:]
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Chairman Rush, Ranking Member Radanovich and members of the
Committee, thank you for the opportunity to testify this morning on the
important issue of chemical safety. My name is Mike Wright; I'm the
Director of Health, Safety and Environment for the United Steel, Paper and
Forestry, Rubber, Manufacturing, Energy, Allied Industrial and Service
Workers International Union — USW for short. We represent 850,000
workers in the sectors I just mentioned and many others, including the
majority of unionized workers in the chemical industry and hundreds of
thousands of workers who use industrial chemicals on the job.

A little about my own background: I have an engineering degree from
Comell and a degree in Environmental Health Sciences from the Harvard
School of Public Health. I joined the USW’s safety and health staff in 1977.
I’ve also served as a member of federal National Advisory Committee on
Occupational Safety and Health; the Program Advisory Committee of the
International Program on Chemical Safety, which is a collaborative effort of
several United Nations agencies; and on the industry side, the Public
Advisory Panel for the Responsible Care Program of the American
Chemistry Council. | was the leader and chief negotiator for the Workers
Group in the tripartite negotiations that led to the International Convention
on Safety in the Use of Chemicals at Work, which is binding international
law on those countries which have ratified it (not including, I’'m sorry to say,
the United States). Most recently, I was a member of the Steering
Committee and several subcommittees of the international group which
wrote the Globally Harmonized System of Classification and Labeling of
Chemicals.

But the mission which affected me the most, and which haunts me to
this day, was as a member of an international team which traveled to Bhopal,
India to investigate the December 1984 methyl isocyanate release from a
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Union Carbide plant that took several thousand lives — no one knows the true
number — in the first few hours, many more in subsequent weeks, and
continues to claim victims even a quarter century later from the injuries
suffered that night and perhaps from the chronic toxicity of the chemicals
released. In my sleep I still see the faces of the parents whose children died,
of the children left without parents; [ can still hear the constant coughing of
the victims who survived, but with most of their lungs burned away.

Two members of our team were from the United States. And one
thing we quickly realized was that, had the Bhopal plant existed in the
United States, none of the underlying causes of the accident — the lack of any
risk assessment of the potential for harm under the conditions of use, the
storage of large amounts of highly toxic chemicals, the inoperability or
undersizing of safety systems — none of it would have violated any existing
EPA or OSHA or any other regulation. That includes the Toxic Substances
Control Act, although TSCA was then in force. Think about that for a
moment: the Toxic Substances Control Act wouldn’t have controlled the
causes, much less prevented, the worst toxic substance accident in human
history.

Of course, much has changed since then. We have the OSHA Process
Safety Standard, the EPA Risk Management Program, the Toxic Release
Inventory, the Chemical Safety Board, and in the private sector, industry’s
Responsible Care Program and a whole variety of citizen groups and labor
organizations organizing for better chemical safety. But the basic chemical
safety law in this country, TSCA — the comerstone on which everything else
rests — remains unchanged.

Let me turn to the impact of TSCA - or rather the lack of impact — in
the workplace. I'm wearing a little lapel pin this moming. It’s a tiny
birdcage, with a canary. Thousands of our members and many of our
supporters wear them. It symbolizes what workers have become in relation
to toxic chemicals. Before the invention of modern testing equipment,
miners used to bring canaries underground. If the bird died, you knew
something in the air was toxic and you got out. Today, we are the canaries in
those cages. Others may testify this morning about bisphenol-A, phthalates,
or carbon nanotubes. All of them may pose serious risks to consumers and
communities, but the first to be exposed, and usually the highest exposed,
are the workers who produce them and incorporate them into products. Most
epidemiology regarding toxic substances uses cohorts of workers — in other
words, it’s our bodies that get counted in these retrospective human
experiments.
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My colleagues and I in the USW's Health, Safety and Environment
Department visit several hundred workplaces a year in all manner of
industries. Sometimes it’s a full-blown inspection or audit; sometimes it's an
accident investigation; sometimes it’s to help solve a specific safety or
health problem. Collectively we have a lot of experience with chemicals and
chemical hazards, so our members depend on us to say whether what they're
working with is safe. But all too often, we don’t have a clue. OSHA requires
labels and written information sheets for workplace chemicals, but they
frequently contain almost no useful information beyond acute toxicity —
nothing at all about long-term effects, because those chemicals have never
been tested.

[’ve often seen information sheets which say: “This product contains
no hazardous ingredients as defined by the OSHA Hazard Communication
Standard,” and then goes on to say: “Avoid breathing vapors; use only with
adequate ventilation; use appropriate personal protective equipment; if
overexposed [and of course overexposure is never defined] seek immediate
medical attention.” That kind of mismatch makes people question whether
they are really being protected from long-term chemical poisoning. And the
simple answer is, we just don’t know.

Too often we learn the consequences of that ignorance only by chance
and only too late. Vinyl chloride was found to be a potent carcinogen only
after a physician diagnosed two cases of a very rare cancer - angiosarcoma
of the liver ~ in workers from a single plant. Had it been a more common
cancer, the effect would have been overlooked. It took the lung cancer
deaths of 54 workers in a plant making ion-exchange resins to identify bis-
chloromethyl ether as a carcinogen. Dibromochloropropane (DBCP) is a
pesticide now banned in the United States, although it regularly turns up in
groundwater from past use. DBCP causes sterility in men. We first learned
of that when a group of men in a California chemical plant realized that their
inability to father children — which each of them thought was his problem
alone — in fact afflicted all of them. Dimethylaminopropionitrile, a chemical
formerly used as a catalyst in polyurethane plastics, causes severe bladder
paralysis, a condition discovered in exposed workers shortly after the
chemical was introduced.

The most recent example is diacetyl, the main component in artificial
butter flavoring. When inhaled, diacetyl causes a rare lung disease called
bronchiolitis obliterans — and it’s as bad as it sounds, always devastating,
sometimes fatal. In May 2000, eight workers in a microwave popcorn plant
were diagnosed with the condition, and although it took some time, diacetyl
was recognized as the cause. You would think that a food additive would
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have been extensively tested before it was approved by the FDA. But it was
never tested for toxicity by inhalation. Many additional workers have now
contracted bronchiolitis obliterans, and we have seen at least one case in a
consumer.

In fairness, let me say that the first two of my examples predated
TSCA, but TSCA would not have made any difference. The other three
came after TSCA was in place, and TSCA provided no help. And these are
only the very small tip of a very large iceberg. The dangers of these
chemicals were discovered only through unusual circumstances — rare
medical conditions in three cases, an overwhelming number of deaths in one,
a chance discussion by a group of workers in another. We have no idea how
many more untested chemicals are causing unrecognized illness among
workers and consumers.

Nor do we know the ultimate burden of occupational disease. Paul
Schulte of the National Institute for Occupational Safety and Health, in a
2005 review of 38 studies, conservatively puts it at approximately 50,000
deaths a year, and at a cost of between $128 billion and $155 billion.! But
since many of the studies Shulte relied on were of known causes, the true
impact may be much higher. And unless we change how we evaluate new
chemicals and other materials, that impact and the impact on consumers can
only grow as new technologies, like nanotechnology and synthetic biology
come into play.

In short, the way we now evaluate many potentially toxic chemicals is
by counting bodies and measuring human misery long after those chemicals
have been introduced. That has to change.

Let me turn for a moment to economics. Of course, the main reason
for reforming TSCA is to protect human health, but there are also good
economic reasons. There will be many who say that we can’t afford to
reform chemical policy, especially not in the current economic climate. But
in truth, we can’t afford not to. First, there is the economic burden of
occupational disease and environmental disease [ mentioned. It saps our
productivity, destroys the earnings potential of families, increases health
care costs.

Then there is the issue of competitiveness. Europe has adopted a
strong new system known as REACH (Registration, Evaluation and
Authorization of Chemicals) designed to assure that chemicals and products
made with chemicals are safe to manufacture and use. Unless the United

! Shulte, “Characterizing the Burden of Occupational Injury and Disease,” Journal of Occupational and
Environmental Medicine, Vol. 47, No. 6, pp. 607-622, 2005.
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States follows suit, consumers will ultimately come to trust European
products more than they trust American products. I believe it was the great
consumer advocate Esther Peterson who said: “Made in USA should be a
guarantee, not a warning.”

Three weeks ago our union joined many other organizations in
sponsoring a conference here in Washington called “Good Jobs — Green
Jobs.” Twenty-six hundred people attended, and we had to turn hundreds
more away. The conference was dedicated to the idea that we can remake
our economy to be far more environmentally sustainable while creating
millions of good jobs in the process. Green chemistry will be an important
part of that green economy.

I have great faith in the chemical industry. I actually believe all those
Sunday morning commercials about the “human element” and the innovative
potential of American chemistry. I believe we can produce chemical
products that are safe to manufacture and safe to use. Thousands of our
members work in the chemical industry. They want to make things that are
safe for them, safe for their kids, and safe for the planet. They know that in
the long run, their jobs depend on that as well.

The critical first step is the reform of our basic chemical safety law —
the Toxic Substances Control Act. Mr. Chairman, you, your committee and
this Congress can make that happen. We urge you to do so.

Thank you again for the opportunity to testify this morning.
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Mr. RusH. Thank you very much, and we thank all the wit-
nesses. I have been informed by staff that around 11:20 there will
be three votes on the Floor, and these will be the only votes of the
day. However, the chair would like to proceed with its questions
and we will get as far as we can before we have to go for a vote,
but I would also like to ask the witnesses if they can possibly re-
main until we come back from the Floor where we will be voting.

The chairman recognizes himself for 5 minutes. I would like to
get each of you on the record on a very basic question. Do you be-
lieve that TSCA needs to be reformed? And please answer with a
yes or no, starting with my guest and my friend, Mr. Stephenson.

Mr. STEPHENSON. Yes.

Mr. RUsH. Mr. Davies.

Mr. DAVIES. Yes.

Mr. RusH. Ms. Swanson.

Ms. SWANSON. Yes, Mr. Chairman.

Mr. RusH. Mr. Corbin-Mark.

Mr. CORBIN-MARK. Yes.

Mr. RUSH. Mr. Wright.

Mr. WRIGHT. Yes.

Mr. RusH. All right. I have heard some suggestion the problem
here is not really the statute, but the problem is EPA’s interpreta-
tion of the statute. It seems to me that after 30 years of failed ef-
forts to carry out the law through many different Administrations
of different political stripes, it is fair to say that there are some se-
rious problems with the statute itself. Do you agree with this con-
clusion?

Mr. STEPHENSON. That it is EPA’s interpretation and not the law
itself? Was that the question?

Mr. RusH. No, that we have some serious problems with the stat-
ute itself.

Mr. STEPHENSON. Yes.

Mr. RusH. Mr. Davies.

Mr. DAVIES. Yes, I do agree.

Mr. RusH. Ms. Swanson.

Ms. SWANSON. Yes, I agree.

Mr. RusH. Mr. Corbin-Mark.

Mr. CORBIN-MARK. Absolutely, I agree.

Mr. RusH. Mr. Wright.

Mr. WRIGHT. Yes.

Mr. RusH. Let me ask you another question and answer as brief-
ly as you possibly can. What are the top two or three areas of
TSCA that you think are in most need of reform? Please follow
with your reasoning and be as brief as you possibly can. Did you
hear my question?

Mr. STEPHENSON. I think the evidentiary standard that we
talked about is too high and I think there is room for better hear-
ing of information to the public and I think that the burden of
proof for safe chemicals is tipped entirely on the government right
now and should be moved more to industry. We are not here to en-
dorse REACH. We are only using that as an example where the
chemical industry is required to provide information to show that
the chemicals are safe. We think it can be risk based. We think it
can be production volume based but nevertheless the way TSCA
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works right now, in 30 years it has just proven so burdensome that
it doesn’t serve its purpose.

Mr. RusH. Mr. Davies, would you care to respond?

Mr. Davies. I agree with Mr. Stephenson. Let me make two
quick comments. One, in terms of the evidentiary burden, it is dif-
ferent from what it is in almost all of the other environmental stat-
utes. I mean, arbitrary and capricious is the standard used in al-
most all the environmental statutes, and in TSCA it is substantial
evidence on the record, which is an incredibly high burden, and
when you combine that with the other requirements in the Act,
that is enough to undermine everything. The other thing is, again
I would just urge the committee to pay some attention to things
like nanotechnology and synthetic biology, which are coming down
the track very fast. The regulatory system is not equipped to ad-
dress those kinds of problems and we have to try to think through
what changes are needed to address those things.

Mr. RusH. Thank you very much.

Ms. Swanson?

Ms. SWANSON. I would agree that a major area for reform is to
shift the burden of proof from government and proving that a
chemical is toxic after it is on the market, shift that to industry
proving that a chemical is safe before it goes on the market. That
is just a key element that needs to be reformed. Also, we would like
to see neurodevelopmental testing specifically included as part of
the toxicity testing that is required by the statute.

Mr. CORBIN-MARK. I think that the one-by-one review approach
of chemicals that is under TSCA sorely needs to be reformed. Many
low-income communities and communities of color are not impacted
by chemicals on a one-by-one basis but through their multiple and
synergistic effects. I also think that the fragmentation that TSCA
provides for chemical policy is really bad. The fact that some
chemicals are regulated in the workplace and some chemicals are
regulated in food and some chemicals are regulated in cosmetics
and they are all regulated differently is a problem. A chemical is
a chemical is a chemical. And then lastly, the whole notion of sort
of the risk-based approach with which our chemicals are dealt with
under TSCA is a problem. From our standpoint, risk models do not
often include people of color, they don’t include women and they
often don’t include children, some of the most vulnerable popu-
lations, given some of the things that I have talked about in terms
of the communities that I work and organize in.

Mr. RusH. Thank you very much.

Mr. Wright?

Mr. WRIGHT. Well, I agree with all of the above, but let me add
to the list the great trade secrecy burdens that really prevent peo-
ple from getting much information about the chemicals to which
they are exposed. I also think that a new statute should require a
lot more testing. Most chemicals are tested really only for their
acute toxicity and not for chronic, long-term effects, and I think we
need a combination of a risk-based and a hazard-based approach.
That is to say the reporting should be the reporting by a company
of the intrinsic hazards of a chemical that they produce whether it
is acutely toxic, whether it is a neurotoxin, whether it causes can-
cer, and after that is done, after we have that information which
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we need to evaluate the risk, that is when you look at risk and that
is when you look at how you actually deal with that chemical.

Mr. RusH. Thank you very much.

The chair now recognizes for 5 minutes the ranking member.

Mr. RaADANOVICH. Thank you, Mr. Chairman, and again I appre-
ciate the testimony of the panel. Let me start off by saying I know
firsthand on the issue of chronic disease and diseases for which you
cannot take a pill to get an immediate cure. I deal with that in my
family as we speak, so I understand fully, Ms. Swanson and Mr.
Corbin-Mark. I am empathetic with your issues and I care about
the same things that you care about. However, I just want to make
sure that whatever is done in something like this has to be based
on good science and it has to be done in such a way that doesn’t
cripple a good industry, and I think those are the points that I
think I would like to leave you with to make sure that whatever
is done in a law that is generally accepted the fact that it needs
to be updated and reformed, that we don’t do it in such a way that
we cripple an entire industry that is legitimate out there.

So I guess, Mr. Stephenson, if I could ask you a question. There
were either 80,000 or 82,000 chemicals registered—

Mr. STEPHENSON. Eighty thousand on the existing chemical—

Mr. RADANOVICH. It is 80,0007

Mr. STEPHENSON. Yes.

Mr. RADANOVICH. In your view, do you think that the industry,
the chemical industry should be on the hook to prove that every
one of those by good science is a safe material? Do you believe that
under the law that the industry should take on every one of them
and then come back with—

Mr. STEPHENSON. I don’t think you can apply a one size fits all
to everything. That has been the complaints of the European ap-
proach under REACH, that they require too much information on
some chemicals that are known to be safe. I am not a chemistry
expert but I think there are ways to segment that family of chemi-
cals into those where the chemical industry should be required to
provide information and those that should not. I think EPA has
even offered to scrub the list in some way. They haven’t done that
but they could do that.

Mr. RADANOVICH. And also in your testimony, was it the number
200 that were—200 chemicals that were—

Mr. STEPHENSON. Where they actually required additional infor-
mation from industry, and there is a burden of proof on EPA and
a case that it has to go through and years that it takes even to get
that. So in 30 years of TSCA, there has been 200 times where the
law has worked to require additional information.

Mr. RADANOVICH. In your view, knowing what you know about
the industry, can you give me a sense of—you know, because we
are looking at 200 to 80,000, somewhere in between there a sense
o}f; tI}?e chemicals that are out there that need to be looked at fur-
ther?

Mr. STEPHENSON. The catch-22 that Mr. Davies pointed to is the
biggest problem. EPA is required to prove the chemical is dan-
gerous and it needs information to do that. Well, who has the infor-
mation? The person who produced it does so they can’t meet that
burden without information from the industry so there has to be
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more of a collaboration here for EPA to get the information that
it needs to do its job more easily than it can right now.

Mr. RADANOVICH. Thank you.

Ms. Swanson, you mentioned a list of chemicals, the same 80,000
that are registered, of course, that is common, 3,000, and then 10
that were proven. Can you go over that list and give me an idea
of what you are talking about in the overall chemical world of all
those registered on TSCA how many things we are looking at here?

Ms. SWANSON. Yes, I mentioned of the 80,000 that are registered,
about 3,000 are produced at more than 1 million pounds annually
so these high-volume chemicals, there are 3,000 of those which
might be one good starting point for requiring information, and of
those 3,000 we know that 10 are neurotoxins and there is good evi-
dence to suggest that another 200 are neurotoxins.

Mr. RADANOVICH. Are those 10 neurotoxins that you know of for
sure backed by good science and still in products today, being man-
ufactured into products today?

Ms. SWANSON. It is backed by a very good body of science that
in many cases stretches over decades. Some of them are not—well,
lead is one of the main and most potent neurotoxins that we know
about and so lead has been gotten out of a lot of products certainly,
but then some of the others are still being used in products today
such as the chemicals that come from combustion. Those are used
in products today. A lot of the solvents are known neurotoxins so
compounds that are used in products like lighter fluid and oils and
paint strippers and thinners, a lot of those chemicals are known
neurotoxins and are still being used. So it varies. PCBs are a
known neurotoxin that has been banned so some of them we have
gotten rid of and some of them are still being used.

Mr. RADANOVICH. My time is expiring but I look forward to fur-
ther questioning after we get done here, but I would like to go into
a little bit more about a good idea, that the devil usually comes in
the detail and when you do these regulations how they can have
an unintended consequence on an industry that drives up the cost
of purchased goods and such. So there is another side of this thing
that I would like to continue discussing when we get back.

Thank you, Mr. Chairman.

Mr. RusH. The chair now recognizes Mr. Sarbanes for 5 minutes
of questioning.

Mr. SARBANES. Thank you, Mr. Chair.

Ms. Swanson, you said in your testimony that many people, par-
ticularly parents, would be, I think you said, dumbfounded and
then outraged to learn that there isn’t more oversight and data
available with respect to these chemicals, and I am frankly becom-
ing dumbfounded as I learn more about what hasn’t happened as
a result of what the expectations were of TSCA, and I would be
very interested to hear from anyone that wants to comment on it
briefly, because TSCA was hailed in the day when it was passed
as this huge step. What happened? In other words, what expecta-
tions for what it was going to do were not met and how different
is the oversight environment now as a result of the passage of
TSCA, given the interpretations of it compared to the way things
were before it was passed?
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Mr. STEPHENSON. I will take a stab at part of it, the evidentiary
standard we talked about. Just the use of the term “unreasonable
risk” in a legal sense bears a high evidentiary burden, one that
EPA can seldom meet, and that is why the asbestos case is impor-
tant. They finally spent the 2 to 10 years that it took to make the
case that it needed more information only to have it thrown out by
the courts by not meeting that high evidentiary standard that is
spelled out in the rule. That is why as a minimum we think that
kind of language needs to be modified.

Mr. DAVIES. Just in terms of the history of the Act, basically the
sort of fundamental tradeoff made when the Act was formulated
under the Nixon Administration was a set of very broad and
sweeping authorities in exchange for a bunch of very high proce-
dural hurdles, and the court decisions since then, particularly cor-
rosion-proof fittings, which is the 1991 decisions, made it very clear
that in effect those broad and fairly sweeping authorities to take
action were undetermined and negated by the procedural hurdles.

Mr. SARBANES. So basically it sounds like a lot of it has to do
with judicial interpretation subsequent to the passage of the Act,
which is not an unusual thing to happen. You have expectations of
what will be changed, and then once it gets into the court system,
things get more nuanced.

Let me move on real quick because I got 2 minutes here. I was
curious, what other—are there analogies on this issue of the bur-
den of proof, which now resides heavily on EPA to prove that some-
thing is unsafe, versus on the manufacturers and so forth to prove
that it is? Are there analogies to other statutes administered by the
EPA where you see that sort of what I would call imbalance at
work or is this one of the more egregious instances of where you
have got the burdens flipped in the wrong direction? That is my
view of it.

Mr. DAVIES. The two more egregious examples in my mind in ad-
dition to TSCA are cosmetics and dietary supplements. In both
cases, the burden of proof is entirely on the agency, in that case
Food and Drug Administration, and furthermore, the statute in ef-
fect prohibits any kind of adequate oversight, which is even further
than TSCA goes, but TSCA is definitely if not the most important
definitely one of the most important examples where the burden of
proof problems interfere with the effectiveness of the statute.

Mr. SARBANES. Thank you. I yield back.

Mr. RusH. The chair thanks the gentleman.

I think that we will stand in recess until we return from the
votes, and we again ask the witness if they will remain for the con-
clusion of this first panel. Thank you. The committee is in recess.

[Recess.]

Mr. RusH. The committee is called to order. I want to thank the
panelists and our guests for their patience. I think that right now
we will recognize Ms. Castor, the gentlelady from Florida, for 5
minutes of questioning to the panel.

Ms. CASTOR. Thank you very much, Mr. Chairman.

Thank you to the panel very much for attending today. The evi-
dentiary standard obviously is very problematic and you made your
points very well on that. I would like to move on and have a better
understanding of the statute, how it forbids EPA from sharing in-
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formation that it obtains, the sharing of scientific data that it ob-
tains with the public. Could you all comment on that, please?

Mr. STEPHENSON. I will take the first shot at it. When a new
chemical is introduced, the industry has to submit what is called
a pre-manufacturer notice, and as part of that there is actually a
box on the form that you check that claims competitive business in-
formation and we have been told often that that is the default and
we think if there was more guidance or definition as to when that
claim could legitimately be made or if there was a certification that
the industry would make to certify the fact that is indeed CBI
would be better than the way it works now.

Mr. DaviEs. That is a key part of the problem but also it is made
worse because unlike most of the other environmental statutes,
TSCA doesn’t allow EPA to share confidential business information
with either States or with other national governments. In most of
the statutes, it says if the State or the other national government
can provide equivalent protection for that trade secret information,
then you can share it with them. TSCA doesn’t have any provision
like that. It has a flat prohibition on sharing any confidential busi-
ness information. So that combined with the ease with which you
can classifying something as confidential, that is what contributes
to the problem.

Mr. WRIGHT. If I can add kind of another model, the OSHA haz-
ard communication standard also has a provision for trade secrecy
but it has two important provisions. One is that if chemical in
question, the chemical mixture usually is obtainable on the open
market and can be essentially, it is called reverse engineered, ana-
lyzed in a lab to figure out what it is, then it is really not much
of a trade secret because any competitor can do that. So the stand-
ard excludes things that can be reverse engineered. And second, it
provides a provision that people with a legitimate need to know
that information, for example, in our case, a worker representative,
a worker himself or herself, somebody providing medical treatment
can also get what would otherwise be confidential business infor-
mation. And those would be good things to include.

Ms. CASTOR. Yes, I think it is fairly obvious that we can mod-
ernize the statute to better serve the public, especially when it
comes to information that families need to understand. It is true
that since TSCA was adopted in 1976 that it has only led to one
group of chemicals that have been subjected to a ban because of its
properties?

Mr. STEPHENSON. The example we use, there has only been five
in total, and I don’t know what chemical classes those were in but
even of those, the corrosion fitting case that dealt with asbestos,
the courts threw that out because it couldn’t meet the high evi-
dentiary standard within the law. The courts didn’t address wheth-
er the asbestos was safe or not. Like courts often do, they just
showed that it didn’t meet the standards in TSCA.

Ms. CASTOR. Mr. Stephenson, in your written testimony, you
gave an example of formaldehyde, and I think it would be very
helpful to take just a minute and explain that circumstance of the
formaldehyde in wood coming from China that now cannot go to
other countries but continues to be marketed in the United States.
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Mr. STEPHENSON. Well, you are getting even beyond TSCA into
assessing the toxicity of chemicals as well and there are many
ways you can do that. It doesn’t fall under TSCA. That process is
also broken at EPA, the integrated risk information system proc-
ess, and formaldehyde is a case where the research is compelling
but not compelling enough for EPA to regulate, so that is sort of
related but a little bit different issue.

Ms. CASTOR. My time is running out. I recommend that you all
review this case of the wood now that other countries are able to
regulate and keep out of their countries because of the toxic chemi-
cals contained therein but it is still coming to the United States in-
cluding some of the trailers that were provided to Katrina victims.

Mr. STEPHENSON. Absolutely. That is true of asbestos too. Nearly
every other country in the world has banned it. We have not.

Ms. CASTOR. Thank you, Mr. Chairman.

Mr. RusH. Seeing that there are no more members, I want just
to thank this panel. This will conclude your testimony, and I want
you to understand that all witnesses should be prepared to respond
to written follow-up questions submitted by members of the sub-
committee. I again want to thank you so much for your patience
and you really helped us along. You provide a real service to the
American people by your presence here today. Thank you, and may
God bless you in your travels.

As the first panel departs, I would ask that the second panel be
prepared now to come and join us at the witness table. I want to
advise the second panel that they will be testifying under oath, and
as a result of that, would you please rise to be sworn in?

[Witnesses sworn.]

Mr. RUsH. Please let the record reflect that all witnesses have re-
sponded in the affirmative. Please take your seats.

I want to introduce the witnesses beginning at my left, your
right. Mr. Richard Denison is the senior scientist for the Environ-
mental Defense Fund. Ms. Kathy Gerwig is the vice president of
Workplace Safety and Environment. She is the stewardship officer
at Kaiser Permanente. An ex-Member of the House is with us here,
Mr. Cal Dooley. Mr. Dooley is now the president and CEO of the
American Chemistry Council. He served in the House from 1991 to
2005, representing the 17th and 20th districts of California. He
didn’t represent them all at the time. Mr. V.M., Jim, Delisi is the
president of Fanwood Chemical Incorporated. He is the chairman
of the International Affairs Committee for the Synthetic Organic
Chemical Manufacturers Association. Mr. Charles T. Drevna is the
president of the National Petrochemical & Refiners Association.

I would ask that the panelists now provide a maximum of 5 min-
utes of opening statements beginning with Mr. Denison.
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TESTIMONY OF RICHARD DENISON, SENIOR SCIENTIST, ENVI-
RONMENTAL DEFENSE FUND; KATHY GERWIG, VICE PRESI-
DENT, WORKPLACE SAFETY AND ENVIRONMENTAL STEW-
ARDSHIP OFFICER, KAISER PERMANENTE; CAL DOOLEY,
PRESIDENT AND CEO, AMERICAN CHEMISTRY COUNCIL; V.M.
(JIM) DELISI, PRESIDENT, FANWOOD CHEMICAL INC., AND
CHAIRMAN, INTERNATIONAL AFFAIRS COMMITTEE, SYN-
THETIC ORGANIC CHEMICAL MANUFACTURERS ASSOCIA-
TION; AND CHARLES T. DREVNA, PRESIDENT, NATIONAL
PETROCHEMICAL& REFINERS ASSOCIATION

TESTIMONY OF RICHARD DENISON

Mr. DENISON. Thank you, Chairman Rush and Ranking Member
Radanovich for holding this hearing today.

I would like to do three brief things in my testimony today. I
want to start with a story about one chemical. In fact, it is the
chemical that Congresswoman Castor was just speaking about that
illustrates why reform of TSCA is so urgent. I then want to briefly
describe several structural problems with TSCA that help to ex-
plain why EPA has been unable to act effectively to ensure chem-
ical safety. And finally I want to describe how U.S. policies are fall-
ing behind those of the rest of the world, putting U.S. companies
at risk of losing access to global markets and putting all of us at
risk of becoming a dumping ground for unsafe products made else-
where in the world.

That brings me to the story about that one chemical. The United
States imports vast amounts of plywood from China that is made
using formaldehyde-based adhesives, a chemical known to cause
cancer, to exacerbate asthma and to cause numerous other res-
piratory ailments. Some of that plywood ended up in the infamous
FEMA trailers to which so many people were forced to flee in the
wake of Hurricane Katrina. That toxic exposure turned what was
already a national scandal into a true debacle. The plywood China
sells to the United States cannot legally be sold to Japan or the
European Union nor can it be sold even for domestic use in China,
and that is because all of those countries have enacted strong regu-
lations that restrict the release of formaldehyde. As of January of
this year, California also enacted such regulations.

Now, China exports a low-formaldehyde version of this plywood
to Japan and the European Union but it continues to enjoy a mar-
ket for its more toxic product here in the United States. Domestic
makers of low- or even formaldehyde-free plywood can’t compete
with those cheap imports from China so we are hurting American
businesses that have found safer alternatives to this use. Last year
EPA was petitioned by 5,000 citizens to take the California regula-
tions and adopt them nationally. EPA promptly denied that peti-
tion. It said that the information available on formaldehyde, one of
the best-studied chemicals in all of commerce, was insufficient. As
bad as that sounds, what is worse is that EPA is likely right. EPA
must show that a chemical presents an unreasonable risk as de-
fined under TSCA and interpreted by the courts, and I think many
other witnesses have already alluded to the fact that that burden
is so high that it essentially is impossible to meet. Over the history
of TSCA, EPA has banned only one group of chemicals, PCBs, and
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that was because Congress legislated the ban. It has partially re-
stricted four other sets of chemicals in the 33-year history. In the
1980s EPA tried to ban asbestos, as we have heard, and it was im-
mediately challenged by industry and the courts overturned that
decision.

A lot has been said about that already but I want to add two
other things. First, EPA took over 10 years to develop that regula-
tion and they amassed a 45,000-page documentary record of the
risks of asbestos. Despite that, the courts found EPA had not met
its burden under TSCA. Now, it has become fashionable in some
circles to argue that the problem with TSCA is that EPA hasn’t
been trying hard enough or hasn’t been doing a good enough job.
I ask you, if 45,000 pages of documentation and 10 years of regu-
latory development is not enough to ban a chemical like asbestos,
what is? Something is badly broken. TSCA has never been signifi-
cantly amended in the 33-year life it has lived despite enormous
changes in our chemicals economy and our state of knowledge
about chemicals. One example. We now know that all Americans
including newborn infants carry hundreds of synthetic chemicals in
their bodies, some at levels that we already know are high enough
to cause harm in laboratory animals. The more chemicals we look
for in people, the more we find, and yet government nor industry
can tell us how those chemicals got there nor can they adequately
explain what their impact will be on our health. TSCA fails to pro-
vide EPA with the authority it needs to develop information to
identify not only unsafe chemicals but safe chemicals that could be
substitutes for the risky ones and TSCA forbids EPA from sharing
that information even with other levels of government, as we have
already heard. Companies are largely free to claim the information
that they deem confidential. Those claims are rarely, if ever, re-
viewed or even required to be justified up front, and even the name
and identity of a chemical that is being submitted because of a
study that shows high risk, the identity of that chemical can be
hidden from the public.

EPA had to resort to voluntary programs, given these constraints
that it has to operate under. The most notable of these is the High
Production Volume Challenge program. Now, we supported that
when it was launched a decade ago.

Mr. RusH. Will you please bring your testimony to a close? You
are over the 5 minutes. Please bring it to a close.

Mr. DENISON. But that program—I will wrap up very quickly
here. That program has failed to deliver the data because it is a
voluntary program. I want to just end by saying that lest you think
that what we are looking for with TSCA reform is a heavier hand
of government, the largest failing of TSCA is the dysfunctional
market it perpetuates, one that is ill informed and does not allow
anyone who needs to make good decisions about chemicals access
to the information to make those good decisions. Thank you very
much.

[The prepared statement of Mr. Denison follows:]
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I will start my testimony today with a story about one chemical that vividly illustrates why reform
of the Toxic Substances Control Act (TSCA) is essential and urgent. I will then briefly touch on
some of the key structural flaws in TSCA and describe why EPA's efforts, given the constraints it
must operate under, are failing to get the job done. Finally, I'll describe how U.S. policies have
fallen far behind those of the rest of the developed world, and why acting promptly to modernize
TSCA is essential if U.S. companies are to retain access to global markets for their products, and
if we are to avoid becoming the dumping ground for unsafe products made elsewhere in the
world.

First, a story about one chemical and, in fact, one use of that chemical. This story speaks directly
to our nation's ability to ensure the safety of the tens of thousands of chemicals we produce and
use every day, and to protect the health of the most vulnerable among us. The U.S. imports vast
amounts of plywood and other composite wood products from China." Many of these products
are made using adhesives that contain formaldehyde, a chemical known to cause cancer” and to
exacerbate asthma and other respiratory ailments. Formaldehyde is also suspected to be toxic to
the neurological and immune systems.’

The plywood we import from China releases high levels of formaldehyde into the air, a major
concern when it is used in the construction of places where people live and work. The plywood
China sells to us cannot legally be sold to Japan or the European Union or even for domestic use
in China. That is because all of these countries have enacted strong restrictions on formaldehyde
release.

Some of this plywood ended up in the infamous FEMA trailers to which so many people were
forced to flee in the wake of Hurricane Katrina. The resulting toxic exposures greatly
compounded what was already a national scandal and disgrace.’

Now, it turns out that China makes low-formaldehyde plywood for export to Japan and the EU,
but confinues to have a market for its more toxic product here in the U.S. And U.S. companies
that make low- or even formaldehyde-free plywood are having a hard time competing against
these imports.

California has been the first in the U.S. to tackle this problem. As of January 1 of this year,
emission limits on formaldehyde comparable to those 1n Japan and the EU apply to all composite
wood products sold in California, and those limits will be further ratcheted down over the next
few years.” The new regulations don't actually ban formaldehyde in these products; they only
limit its release into the atr. But the hope is they will drive replacement of formaldehyde with
safer alternatives.

After California adopted its regulation, 25 organizations and 5,000 citizens petitioned the U.S.
Environmental Protection Agency (EPA) to adopt the California regulations nationally under
TSCA." EPA promptly denied the request, saying the available information on formaldehyde —
one of the most studied toxic chemicals in all of commerce - was insufficient for EPA to meet its
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burden of proof under TSCA." Instead, EPA said it will gather more information and further
study the issue.’

As bad as this sounds, what's worse is that EPA is likely right about its inability to act under
TSCA. To regulate a chemical, TSCA requires EPA to prove that it presents an wnreasonable
risk. In practice, and as defined through a series of court cases, this onus placed on the Agency
has proven essentially impossible to meet.” Over the history of TSCA, EPA has managed to ban
only one group of chemicals, PCBs, which was legislated into TSCA by Congress in 1976. And
for only four other chemicals has it been able to impose even partial restrictions.”

The final nail in the coffin of EPA's authority under TSCA to regulate chemicals came in 1991,
when the Fifth Circuit Court of Appeals threw out EPA's entire regulation to ban asbestos.”
EPA had spent well over a decade to develop that rule, amassing a 45,000-page record of
documentation of the risks of asbestos. But the Court stifl ruled that EPA had failed to show
that asbestos posed an unreasonable sisk as defined by TSCA. Since that decision 18 years ago,
EPA has never tried again, and its denial of the formaldehyde petition is but the latest in a series
of such denials.

Clearly, something is badly broken.

TSCA was passed 33 years ago. Its basic provisions have never been amended, despite enormous
changes both in chemical production and use and in our understanding of human and
environmental exposures and biological effects of chemicals. Just one example: We now know
that virtually every American — including newborn infants — carry in their bodies hundreds of
synthetic chemicals, some at levels known to cause harm in studies involving laboratory animals
And the more chemicals we look for, the more we find. Neither the producers of these
chemicals nor our government can adequately explain how they got there or what the cumulative
health effects might be from our exposures to this cocktail of chemicals.

32

Foremost among its core structural flaws, TSCA:

» fails to provide EPA the authority to deliver the information needed to identify unsafe -
as well as safer — chemicals;

¢ forbids EPA from sharing much of the limited information it does obtain;

® imposes an essentially unmeetable burden on EPA to prove actual harm in order to
control or replace a dangerous chemical; and

* thereby perpetuates the chemicals industry's failure to innovate toward inherently safer
chemical and product design.

For drugs and pesticides (which are regulated under different laws) to enter or stay on the
market, their producers have the burden of providing to the government information sufficient to
demonstrate their safety. Yet for chemicals subject to TSCA, the opposite is true: When it
grandfathered in the tens of thousands of chemicals that were on the market at the time it was
passed — and which still today constitute the vast majority of chemicals in use - TSCA granted
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each of them a strong “presumption of innocence” by not requiring them to be tested or shown
to be sate. Under TSCA, EPA ~ and, hence, the public - shoulders the burden of proof.

In what amounts to a classic Cazch-22, EPA must already have information sufficient to
document potential risk or extensive exposure in order to require a company to test its chemical
to determine whether there is actual risk. This burden is so high that EPA has been able to
require testing for only about 200 chemicals under TSCA."”

As a result, EPA has been forced to rely on voluntary efforts to obtain more information on
existing chemicals. The most notable of these is the U.S. High Production Volume (HPV)
Chericals Challenge, which EDF helped EPA to launch in 1998." Because it was voluntary, it
sidestepped the “unreasonable risk” and other findings EPA must make to compel testing. But
for the same reason, EPA has had essentially no regulatory backstop. It has been unable to
compel full and timely industry participation, and the program has fallen far behind schedule.
Worse, the Challenge has delivered data sets that are all too often incomplete or of poor quality,
and it has never reached hundreds of high-volume chemicals.”

Under its so-called ChRAMP initiative,” EPA is now trying to use these limited hazard dara,
coupled with even more questionable and incomplete information on chemical use and exposure
collected sporadically from manufacturers, to make pronouncements about these chemicals' risks
to the public, workers, consumers and children, as well as the environment,

The failings of these EPA initiatives, which we have detailed in a series of reports and comments
submitted to EPA," directly reflect the constraints under which EPA must operate under
TSCA:

* EPA faces a high bar to require testing under TSCA, so it must rely on existing data, no
matter how poor or incomplete, or propose voluntary programs to try to fill the gaps.

s EPA’s authority to regulate chemicals is even more constrained, so even for the few high-
concern chemicals it has identified, EPA merely "encourages companies to provide
available information on a voluntary and non-confidential basis.”

»  EPAis reluctant to acknowledge the limits of its authority, so it obscures rather than
highlights the deficiencies in the available data and the assessments based on them.

® EPA faces onerous requirements under TSCA to protect any information claimed by
submitters to be confidential, and lacks the resources to challenge the large number of
questionable claims, further exacerbaring the lack of transparency and accountability of it
assessments.

There is a better way. Dramatic changes have taken place during this decade in Europe, in
Canada and in several U.S. states, which have set in motion the process of bringing their
chemical policies into the 21" century.™ These policies share several hallmarks:
s They aim to be comprehensive in scope, seeking to identify and control all chemicals of
concern.
* They shift the burden of proof from government to show harm, to industry to
demonstrate safety.

(957
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e They seek to regulate hazardous chemicals so as to protect the most vulnerable among us.

® They are acting to redress our current state of "toxic ignorance,” by greatly expanding the
amount of information on chemicals, and driving that information into the public
domain - with the express intent of better informing and empowering the many
thousands of market participants who make daily decisions about which chemicals are
produced and how they are used to make better decisions.

Without prompt federal action, the U.S. risks falling well behind the rest of the developed world
in ensuring the safety of the chemicals and chemical products we make and use every day ~ just
as we risk becoming a dumping ground for unsafe products like the formaldehyde-laced plywood
I described at the outset of my testimony.

Lest you come away thinking this is all too much of the heavy hand of government, let me say
the greatest failing of TSCA is that it perpetuates a very dysfunctional market in chemicals and
chemical products. The market is ill-informed because we haven't required companies to
develop even basic safety data for their chemicals. And because of government's failure to
effectively identify and act to control toxic chemicals, companies, institutions and individuals
making or selecting chemicals or chemical products can't tell a safer one from a less safe one.”

I have attached to my written testimony a paper I recently published that sets forth ten essential
elements of TSCA reform.” The reforms we seek are driven by the need to shape a market that
functions correctly — one that is driven by knowledge rather than ignorance and uncertainty, and
that rewards innovation toward safer chemicals and products.

Thank you.
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Frerree—e— Elitors” Summary: —

Congress enacted TSCA in 1976 to control risks from
chemicals in commerce. It requires the government to
review most new chemicals while they are being devel-
oped and it gives governmeni the power to regulate
chemicals already in or entering commerce if they create
an “unreasonable risk™ to health or to the environment.
Yet current policy hinders government’s ability to gener-
ate information and to act on such information when it
indicates significant risk. This Article identifies 10 ele-
ments that can facilitate a shift toward knowledge-driven
policies that motivate and reward, rather than impede
and penalize, the development of information sufficient
to provide a reasonable assurance of chemical safety.
Adopting a more comprehensive approach that seeks to
develop good information on most or all chemicals would
allow us to select safer chemicals with confidence.

39 ELR 10020
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or the last several decades, government policy has

granted the tens of thousands of industrial chemicals

already in commerce a strong “presumption of inno-
cence.” In the absence of clear evidence of harm, companies
have largely been free to produce and use such chemicals as
they've seen fit. This policy contrasts sharply with the “pre-
sumed guilty until proven innocent” approach adopted for
pharmaceuticals and pesticides. For these substances, produc-
ers have the burden of providing to the government informa-
tion demonstrating their safety, at least when used as intended.

Yet for industrial chemicals, the opposite is true: Gov-
ernment—and, hence, the public—shoulders the burden of
proof. In what amounts to a classic Catch-22, government
must already have information sufficient to document potential
risk, or at the very least, extensive exposure, in order to require
the development of information sufficient to determine whether
there is actual risk. This burden is so high that in the 32 years
since the Toxic Substances Control Act (TSCA) was en:
the U.S. Environmental Protection Agency (EPA) has required
testing for only about 200 chemicals.?

Current poliey essentially says: “We'll consider develop-
ing a better understanding only of those chemicals that we
already have good reason to believe pose a risk.” This is rather
like the old adage about looking for lost car keys at night only
under the streetlight because the light is better there. So when
it comes to choosing among several available options to pro-
vide a desired chemical function, or to replacing a problematic
chemical, we are often in the dark and run the risk of sxmplv

repld(‘mg the devil we know with the devil we don’t’ ety
remains largely ignorant about the risks of the great majority
of chemicals because we only investigate those about which we
already know something. That means we fail to learn not only
which chemicals pose risks, but also which chemicals pose
little or no risk. Adopting a more comprehensive approach that
seeks to develop good information on most or all chemicals
would allow us 1o select safer chemicals with confidence.

TSCA places an even higher—some would say impossibly
high—burden on EPA before it can act to control a chemi-
cal. Government must effectively prove beyond all reasonable
doubt that a chemical poses a risk in order to take any regula-
tory action to restrict its production or use. Since adoption of

§§2601-2692, ELR Srav. TSCA §§2-412.
2 1979, EPA has used its test rule authority under TSCA §4, 15 USC.
62003 10 require testing of about 200 chemicals. For about 60 of these chemi-
the data were obtained through §4 Enforccable Consert Agrecments
s). which EPA uses as an allernalive 1o lest rules in cases where there
iq agreement wi\h indmln on the need and scope of testing. OFFicy ar Pout-
] FPA ()\H(Hl»,\&. OFFCE OF POLILTION
ilable ar hup Shvww.epa.govi

52
opppubsioppt 101e2.pdf fhoreinafier OPPT OV

1-2009



82

Copyright © 2008 Environmental Law institute®, Washington, DC. reprinted with permission from ELR®, http:#haww.eii.org, 1-800-433-5120.

1-2009

TSCA in 1976, EPA has succeeded in mandating restrictions
on the production or use of only five substances.?

By allowing action only once there is clear evidence of
harm, current policy does not reward, and may well provide
a sizeable disincentive against, the gathering of better informa-
tion about chemicals. A company is likely to view undertaking
this activity as only increasing the likelihood that evidence of
harm will be uncovered. And where the default in the face of
any uncertainty is no action, industry has an incentive to seek
to perpetuate rather than resolve the uncertainty.

As recognition of these problems has increased, calls for
reforming TSCA have become more urgent. This Article lays
out 10 essential elements in any such reform.

I. Establish a Policy and Develop and
Apply Criteria to ldentify and Act to
Control All Chemicals of Concern

Ouiside the vague and undefined concept of “unreasonable
risk,” TSCA provides no basis on which to identify what attri-
butes of chemicals should trigger action. Establishing such a
policy framework is critical to direct and drive further needed
efforts: developing information about chemicals focused on
those attributes; efficiently prioritizing and assessing chemi-
cals against the relevant eriteria; and undertaking appropriate
actions to reduce production, use, and release of chemicals of
concern and to replace them with alternatives known to be of
lesser or no concern.

Attributes and their associated criteria can be hazard-based
or exposure-based. Such eriteria-driven policies have become
core elements and drivers in other countries’ recent reforms of
chemieals policies. For example, the Canadian Environmental
Protection Aet (CEPA), as amended in 1999, required health
and environmental agencies to use available information to
categorize each of the roughly 23,000 previously unassessed
chemicals on its domestic substances list to identify chemi-
Lals that are persistent, bioaccumulative, inherently toxic to

or nonhuman orgs or of greatest potential for
exposure to hu"‘aﬂs

REACH (Registration, Evaluation, Authorisation, and
Restriction of CHemicals),® the European Union’s recently
adopted chemicals regulation, is also attribute- and criteria-
driven. It uses hazard-based criteria, surrogates for exposure
and use attributes, to drive the processes it puts in motion of

3. The fve substances are: polyehdorimated biphenyts (PCRs) by virtae of 4 muoe
date Trom Congress: fully halogenaund cldarsfiuoesalkanes nsed as aerosal pro-
pellants: dioxin in centain wastes; ashestos {limited to produets no fonger in cone
merce); and hexavalent chromivm used in water Ireatment chemicals in comlost
cooling towers. See U.S. GOVERNMENT OUNTABILITY OFFICE, CHEMICAL REGU-
LATIN-~OPF16NS EXISt 10 Iirrove EPAS ABILITY 70 / HEALTH Risks axp

£ Irs Crmncar Review PROCRAM 58 {2005} (CAQ-05-458), available at

hewsw.gao.govinew ilems/d05458. pdf [hereinalter GAQ, 2005},

.C. §§260!(b)(2) & 2604(a).

. See Canudian Environmental Protection Act, 1999, R.S.C. ch. 33, §73 (1999)

Can.), asailable at biipifwww.ce.ge.ca/CEPARegistry/the_act/Contents.cfm

[hercinafter CEPAJ.

Regulation

curopa.eufl.

[hereinafier REACH]

<

b

>

2.2006 1.0. (396) 1. arailable at bip:/leur-lex.
Serv.do?uri=0k1:2006:396:0001 084X EN:PLF
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registering, evaluating, and authorizing use of an estimateds
30,000 chemicals.”

In the United States, some states have adopted policies that
focus on particular chemical classes or uses to identify and
drive action on chemicals of concern. Maine, for example, has
prioritized the elimination of mercury-containing products.?
in Washington, priority has been placed on identifying and
restricting use of PBT chemicals, focusing initially on mer
cury and brominated flame retardants.” More recently, both
states as well as California have passed broader bills that
establish policies and set In motion processes to identify and
act to control chemicals of concern.!®

Recommendation: TSCA should rest on clear policy objectives
and criteria for identifying and acting to control chemicals of
concern. These criteria should be used to determine informa-
tion requirements, prioritize chemicals for assessment, and
decide whether and what risk management is needed.

The policy should allow chemicals of concern to be identi-
fied hased on their hazard or exposure characteristics, not just
on risk; hence, hazard- and exposure-specific, as well as risk-
based, eriteria should be articulated. EPA should be authorized
and required to assess and impose risk management measures
on chemicals that meet such criteria.

. Separate Scientific Decisions as to
Whether a Chemical Is of Significant
Concern From Policy Decisions as to Hov
Best to Address Such Concerns

TSCA’s only articulation of a safety standard, that of “unrea-
sonable risk,” demands that EPA answer much more than the
scientific question of whether a chemical may or will harm
people or the environment. It must also consider the economic
and social costs of imposing controls on the chemical, includ-
ing the benefits of the chemical, the availability of alterna-
tives, and the impact of regulation on the economy, small
businesses, and innovation.'” EPA must also demonstrate that
any proposed contrel is the least burdensome it could have

See id. art.
See Maine Depurtment of Environmental Protection, Mercury Products, bip//
www.maine.gov/dep/mercury/producis.tm,

See Washington Department of Eoology, PRT Initimtive, hitpi/fwww.coy.wa.gov/

programs/swia/pbi/.

16, Tn 2008, Maine adopled the Acl 1o Protect Children’s Health and be Eoviron-
ment from Toxic Chemi in Toys and Children's Products, which calls for the
state eventually tify 100 chemicals of high priority and for producers ar
manulacture such chemicals o register their use with the state. See jarus.
state.me.usflegis/| .dw\L\kt‘i‘“d)/bxlcm.ﬂs:lc(mme 2ID=280027552& 1.D:
2048&Type=1&SessionlD=7 hington passed the Children’s
Safe Producls Act of 2008, which calls for the virtual elimination of phthalates,
fead, and (admmm in children’s products and n’qum's (!le sxale to dcwlnp an
inventory of Hy barmful chemicals. See & !
doc 2007-08/PdY A mendments/Senale/2647-82. F%ZOA\IS%?UE\CR%ZO

56.5.pd(. Tn September 2008, California passed AB 1879, which calis fy
«ho .iwclup:uxmx of regulations 1o establish proces 1o identify, prioritize ar
evaluate ehemicals of concern and their polential alfernatives. See htlp/iwww.
Teginfo.cagov/pub/07-08/bill/asm/ab_1851-1900/ab_1879_bill_20080920_
chaplesed.html.
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proposed.’? Finally, it must demonstrate that no other statute
.could address the concern.’®

The result is a blurring together of what should be two dis-
tinet questions: Does a chemical pose a significant risk? If so,
what should be done about 1t? In effect, TSCA precludes EPA
from identifying a chemical that poses a significant risk unless
it can also demonstrate that the risk could be or is unreason-
able. While hoth questions are appropriate for government to
answer, precluding government from providing a clear answer
to the first question effectively denies both the public (citizens
and consumers) and private entities their right to act on their
own to reduce risks even in the absence of government action.

This policy again stands in contrast to those of Canada and
the EU. Under CEPA, the determination of whether a chemical
is “CEPA-toxic” and requires some type of regulatory or other
risk management action is separate from the determination of
how risk should be managed." The former decision does not
entail consideration of economic and social factors, the bene-
fits of the chemical, or the availability of alternatives, although
these types of factors do influence the subsequent decision
about what risk management measures to inpose,

Similarly, under REACH, the activity of identifying
“substances of very high concern” based on application of
objective criteria is wholly separate from both industry’s and
government’s subsequent de ating to managing and
regulating such chemicals, Economic and social factors,
the costs and benefits of the chemical, and the availability

alternatives are all considered in determining whether to

“gfant such substances use-specific authorizations? (although
the burden of analyzing these factors as well as the burden of
proof rest with the industry applicant for authorization rather
than with government).

Recommendation: The determination as to whether an exist-
ing chemical is of sufficient concern to require the imposition
of controls should be based solely on its hazard, exposure, or
risk characteristics. Socioeconomic factors may play a role
n determining what measures should be mandated, but they
should not influence the decision about whether a chemical
warrants control.

IHi. Eliminate the All-or-Nothing Approach
to Regulation Under TSCA

The range of regulatory measures that EPA can impose on
a chemical under TSCA §6 is very broad. On one end of the
spectrum, EPA can merely require recordkeeping or monitor-
ing, or communication or labeling of potential risks. On the
other end, it ean ban all production and use of a chemical.
Yet to exercise any of these authorities, EPA must meet the
same standard of proof: It must demonstrate that the chemical
“presents or will present an unreasonable risk.” If EPA can-

17 Id. SZ()Ob(a)
() & 2608.
¢ CCOUNTING OFFICE, Toxic SUusTa

A Mo
94-103), awnilable at hnp. archive.gav.govit pl)all/]&}rq()pdf
135, See REACH, supra note 6, tit, VII.
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not meet its burden, it cannot impose even the most innocu-
ous of measures, even those such as monitoring for releases
or exposures that could help to clarify both the certainty and
magnitude of risk.

In contrast, CEPA §64 allows designation of a chemical
as CEPA-toxic—and hence eligible for regulation'®—based
on a showing of potential harm. This showing can be hased
on evidence of significant hazard or exposure, not necessarily
bath, and applies to substances that enter or may enter the
environment.'’ A substance may be “suspected” of being toxic
if either its hazards or exposure potential are of concern.'®

REACH s underpinned by the precautionary principle,
which the European Commission indicates applies “where sei-
entific evidence is insufficient, inconclusive or uncertain and
there arc indications through preliminary objective scientific
evaluation that there are reasonable grounds for conceru that
the potentially dangerous effects on the environment, human,
animal or plant health may be inconsistent with the chosen
level of protection.™?

While the principle’s implied allowance for government to
act even in the face of scientific uncertainty is typically high-
lighted {and often criticized by U.S. government and industry
representatives), another of iis core elements is {ar less fre-
quently acknowledged or understood: its reliance on the so-
called proportionality principle.?® Measures taken to address
potential or uncertain risk are to be in proportion to the appro-
priate level of protection to be achieved and should reflect the
associated uncertainty and magnitude, e.g., severily, revers-
ibility, ete., of the potential harm.

Recommendation: Reforms to TSCA should provide a cali-
brated approach that would provide for application of specific
risk management measures in proportion to the strength of
evidence of risk as well as the magnitude of risk. Further, EPA
should be allowed to initiate action in response to less than
absolute evidence of harm. And the Agency should be able to
impose controls that address potential harm as well as uncer-
tain, but potentiaily significant, harm.

IV. Shift the Burden of Proof From
Government to Demonstrate Harm to
Industry to Demonstrate Safety

Under TSCA, the government must demonstrate that a chemi-
cal is or could be harmful before any action can be taken.
Those who produce and use chemicals bear no burden of

16. Once a substance is found 1o be CEPA toxic and placed on the List of Toxic
the govermment has 1wo years to develop and propose a manage-
an alditional 18 momths 1o finalize the stestegy. See A Guide
the Canadian Envi Protection /M 1999 11-13 (Dee.
I() 2004) aratlable at hup:/fwww.ce.ge.ca/CEPA Regi: id o

AREATION AYD THSTING 0F Niw SUBsTANCES: CHEMICALS
AND PoLVVERS 97-98 (lemnrm ni (Jndt]i.! & Hoahh Canada 2005), available
at hipdfwww.ec.ge odf.

. See CoMMISSION OF THE EUROPEAY (m\m\lms ComvuNicarion Fros it Cov-
\n\\m\ ON THE PREC \um\ ARY PRINCIPLE 8(2()(}0) atailable at bup:ifoc.curopa.

publpubl7_cn.pif.

'5

20, See ul ut 18
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demonstrating, or even being routinely required to provide the
information necessary to determine whether, their chemicals
are safe.

This policy stands in marked contrast to those affecting
other classes of chemicals, most notably pharmaceuticals and
pesticides, which are regulated under other statutes. Produc-
ers must generate extensive data demonstrating the safety of
these chemicals, and government review and approval are
required as conditions for their entering or remaining on the
market. For example, under the Federal Insecticide, Fungi-
cide, and Rodenticide Act (FIFRA), pesticides are subject to
extensive testing and government approval processes before
they can be registered?':

EPA must first ensure that the pesticids
to label directions, can be used with a reasonable certainty of
no harm to human health and without posing unreasonable
risks to the environment. To make such determinations, EPA
requires more than 100 different scientific studies and tests
{from applicants.*

e, when used aceording

FIFRA also requires pesticides already in use to be rereg-
istered and reassessed for safety.®

It may have been reasonable not to expect most industrial
chemicals to pose health or énvironmental risk based on the
science available at the time TSCA was enacted, given that
many or most of them were not intentionally designed to be
biologically active. But recent advances have deepened our
understanding of the myriad ways by which chemicals can
enter and accumulate in the environment, lead to exposure of
people or other organisms, and exert adverse effects.

Chemicals widely used in consumer products—includ-
ing phthalates used as plasticizers, polybrominated diphenyl
ethers (PBDEs) used as Hame retardants, and several families
of perfluorinated chemicals used in coatings for textiles, cook-
ware, and food packaging—were thought to be safely embed-
ded in polymers or other matrices and, hence, to pose no risk
of exposure. Yet they ave present in the bodies of virtually all
people on earth.

Recommendation: Chemical manufacturers should be required
to demonstrate the safety of their products as a condition for
entering or remaining on the market, using a standard that
establishes a reasonable certainty of no harm. Where govern-
ment bears the burden of demonstrating harm in order to act,
the default in the face of inadequate data or high uncertainty
is to iraplicitly assume safety and take no action. Shifting the
burden of proof to industry would help create incentives to
expedite information development and assessment and to reach
closure and agreement, rather than perpetuate uncertainty.
Manufacturers should also be responsible for developing
information sufficient to demonstrate sufely. They are best
able to maximize the efficiency of producing the information
and to allocate those costs to all users of the chemicals. They

6-136y, ELR Srar. FIFRA §§2-34.
lico. of Postivides, .S, EPA, Regulating Pesticides. hitp://www.cpa.gov!

EPA, Pesticide Reregistration Facts, bup:/fwww.

23. See Uffice of Pesticides,
e . 11 i facts.him.
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are also best able to internalize such costs and information and,
use them to minimize risk from their products.

EPA should be required to determine whether manufac-
tures have met their burden of proof of safety.

V. Require Comprehensive Hazard
information as a Condition for Existing
Chemicals to Remain On, and for New
Chemicals to Enter, the Market

TSCA’s Preamble states:

Tt is the policy of the United States that . . . adequate data
should be developed with respect to the effect of chemieal
substances and mixtures on health and the environment and
that the development of such data sheuld be the responsibility
of those who manufacture and those who process such chemi-
cal substances and mixtures."®

This statement applies to all chemicals and places the bur-
den of data generation squarely on chemical producers and
processors. Yet the reality under TSCA has been far different.

For the great majority of chemicals already in commerce,
few data are available to the public or to EPA to characterize
their hazards. EPA’s authority to require testing of chemicals
is highly constrained. First, it must have enough information
about a chemical to demonstrate that it “may present an unrea-
sonable risk” or that it is produced in large guantities a
results In significant environmental releases or human exg
sures. EPA must also demonstrate that insufficient informa-
tion exists to determiue the effeets of the chemical on health or
the environment, and that testing is necessary to develop such
information.?> Finally, EPA must, on a case-by-case basis,
promulgate a regulation, which typically takes many years and
substantial agency resources,® In contrast, Canadian offic
need only promulgate a Ministerial notice to require testing,”
while REACH mandates thal a minimum data set be devel
oped for all chemicals produced annually above one metr
ton per producer {(applicable immediately for new chemi
and phased in over time for chemicals already in commerce).

Large data gaps and limited regulatory authority to 6l
them have led EPA to rely on voluntary efforts to obtain more
information on existing chemicals. The most notable of them
is the .S, High Production Volume (HPV) Chemicals Chal-
lenge® under which producers of HPV chemicals were asked
voluntarily to develop and make public a “base set” of screen-
ing-level hazard information on their chemicals.® Because it

1s

24, 15 US.C. §2601b)1).

§2603H AN} and (i), ELR Stav, TSCA, §4(a)( AN} and (i),

26. A TSCA §4 rle can take betwoen 2-10 years to promulgate and roquives signifi-
cant resources. GAO, 2 aprie note 3, at 26,

27. See CEPA, supra note 5, §71{c).

28. REACH, supra note 6, arl. 23,

29 See U.S. EPA, High Production Volume Challenge, at hitp/iwww.epagov/
chemnkfindex-him.

30. The base sl is based on the Screening Information Data Set developed by t
Chemicals Commiltee of the Organization for Feenomic Cooperation and Devels
opment. For a list of the data ele) S. EPA, Determining the Adequacy
of Existing Data, app. A, K/pubsfgeneral/datads
hum,
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is voluntary, it sidesteps the “unreasonable risk” and other
findings EPA must make to compel data development and sub-
mission. However, for the same reason, EPA has had limited
recourse to ensure full participation by manufacturers or the
timely submission of complete and high-quality hazard data
sets for HPV chemicals, and the program has fallen well short
of its goals,”

For new chemicals, TSCA provides EPA with premanu-
facturing review authority. Two major constraints apply,
however. First, TSCA precludes EPA from requiring upfront
development and submission of a minimum sel of data on a
chemical’s hazards.® As a result, the majority of new chemi-
cal notifications EPA receives actually contain no hazard
data®® Second, TSCA grants EPA typically only ene bite at
the apple—a one-time, 90-day review opportunity. Once that
review is completed and manufacture commences, the chemi-
cal is placed on the TSCA Inventory, becomes an “existing”
chemical, and any company can manufacture and use it with-
out even having to notify EPA it is doing so. Any conditions
EPA imposes apply only to the original notifier, unless EPA
also promulgates a significant new use rule (SNUR) specific to
that chemical ¥

These limitations—ittle if any hazard data and one-time
review at the premanufacturing stage, well hefore the full pic-
ture of the actual production, use and exposure, and lifecycle
impacts of a chemical has emerged—are in contrast to prac-

For a full description of the HPV Challenge and what it has and has not accom-
plished, see Ricnann A. Desisox, Hicy Hopes, Low Marks: A Fran Revont
Canp o tHE Hien Propucnon Vouise Cuesicas, Coanienee (Environmental
Defense Fund 2007), available ot hipi/www.cdlorg/documents/6653_High-
HopesLow Marks pdf.

32. Any requirement for submxllln;, haard data for a new chemical under TSCA

imiled (0 exisling data already “in the pussession and eontrol” of
the natifier of the new ehemival (35BN and o deseriptions of any ether
refevant information thal is already known or “reasonably ascertainable”™ to the
natifier (§5(1HC. The lack of an uplront minimun dala requirement may in
part reflect the Jaet that notification takes plaee . when it m
not be realisiic 1o expect a campany to have (on(luuul much testing. ¥
intersention i this stuge Ius e advantage of flagging potential concemns hedore
wanarturing has 1 amd before sigaifieant financial investent bas
heen made by the producer. Tt atso may atlow redesign of the manafacturieg
process or the chemical itself to eliminate or reduce any concern in advance of
commereializalion, However, the ]L\d\ of data on a chemical’s hazards and other

rties, and the more specul nature of on its polential uses,
rol«,ase: and exposures can severcl. it the robustness of any risk evaluation
eonducted at this stage. Ser GAD, 2005, supra note 3. at 10-16.

33. According to EPA, 67% of PMNs contain no test dala and 85% of PMNs contain
no health data. OPPT ()\l RVIEW, 2007, supra note 2, at 8. More than 95% of
PMNs contain ne eeotoxivity dat EPA, DRAFT Q&A ror 1HE N

C)(k\l!L\HPRU( um 1-55 (‘uh\wrlo question 118-3) fundated), hitp/fwww.cpa.

b pdf. EPA can, and, for & m\z]l

Traction of new chemicals, docs, roquire some testing or data developmont on &

case-by-case basis where it is able to meet the sratutery burdens for requiring

testing, A requirement for such data may be included in a TSCA § Enforceable

Censent Agreements (ECAs), which EPA us i

s where there is agreement with indusiry on the need and se

sued such orders for about 60 chemicals. See OPPY OvERvIEW, 2007,

supra note 2, at 15. Aheratively, EPA may negotiate with the notifier a voluntary

agreement to conduct testing. which is known as a Yoluntary Testing Action.

Thmugh the end of September 2003, EPA had nc;,ui],.m d gbout 300 Yoluniary

Testing Actions. See OPPT Overview, 2007, supra note 2, 2t 11

URs, which EPA has issued for about 7% of new chemicals, typieally extend

samne conditions imposed on the origina sotifier 1 i other manfacturer

t anyone else who begins producing or using the

onx fiest notify FPAL See OPPT Ovinview, 200°

ical outside
supra nole 2,

tices in Canada and the EU. Both of those systems employ
inulti-tiered notification and assessment systems, and both
mandate submission of minimum data sets, the scope of which
increases as production and use expand.®

Recommendation: Reform of TSCA needs to provide EPA
with broad authority, without having to demenstrate potential
or actual risk, to require industry to generate and submit any
data or other information necessary to gain a thorough under-
standing of the potential risks of any chemical of interest or
concern. Submission of minimum data sets should be required
of all chemicals, both new and existing,

Companies should be required to notify EPA whenever sig-
nificant changes occur in a chemical’s production volume or
use pattern. Government should be authorized and required
to request any additional information needed for a re-review of
such chemicals to assess the effects of such changes.

For new chemicals, a tiered scheme should be used, with
inereasing information required as production increases and
the extent or diversity of uses expands. While there Is merit in
retaining the first notification at the premanufacturing stage.
even in the absence of a significant data requirement, such an
approach needs to be coupled with subsequent notifications
accompanied by sulficient data.

V1. Require Robust Data on Chemical Uses
and Exposures

For industrial chemicals already in commerce, EPA requires
reporting of only limited information on how chemicals are
used and the extent to which environmental releases or expo-
sures to workers, consumers, or the environment may occur,
and it does so infrequently. TSCA requires such reporting
only from chemical manufacturers {and in some cases, pro-
cessors), but not from the companies that use the chemicals,
whether directly or as ingredients in products.

Because of recent amendments, EPA’s Inventory Update
Rule (IUR) now requires limited reporting on use and expo-
sure.” Beginning in the 2006 reporting cycle, all manufactur-
ers of non-exempt™ chemieals in amounts of 25,000 pounds
or more per year per site must report “known or reasonably
ascertainable” information pertaining to:

¢ the number of workers reasonably likely to be exposed to
the chemical substance at the site;

e physical form{s) of the chemical substance as it leaves
the submitter’s possession, along with the associated
percent of total production volume; and

NADIAX, EUROPEAX UNiOX AXD UNITED §
-4 to 11-6 { zom) mmlablc at hllp W

Reg.
m.m[rxblr' at hllp//mM\ epa. gm/fuhgsn A TOX/Z(KH/Janu—
arylDay-0TR32909 him.

7. Cerlain chemicals on the TSCA Trventory are fully or partially exempted from
TUR reporting. See OPPT, US. E QUESTIONS AND ANSWERS ¥OR REPORTING
FOR THE 2006 ParTiaL {‘M)\n\(. OF T TSCA CHEMICAL INVENTORY DATABASE
7-10 {(2006), avuilable at hitp: epa.goviopp be/guidance_ganda.
pdl [answers (o questions 30-37).

w
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* the maximum concentration of the chemical substance
as it leaves the submitter’s possession.

For chemicals manufactured in amounts of 300,000 pounds
or more per year per site, additional information is required,
including the number of downstream processing and use sites,
the number of workers reasonably likely to be exposed, and
the types of commercial and cons uses. Manuf:
however, only need to report this additional information to the
extent it is “readily obtainable.” While EPA has yet to release
any data from the 2006 TUR reporting cycle, early indications
are that significant amounts of the requested information were
not submitted because they were deemed by submitters to be
“not readily obtainable™ This result is not surprising, as
manufacturers frequently have only limited access to informa-
tion about downstream uses.”

Reporting requirements now cover fewer than 8,000 chemi-
cals. At most, a few thousand of these are subject to the more
extensive reporting that extends to downstream processing
and use information. Reporting is required only once every
five years and then only for a single reporting year. Infrequent
reporting yields a highly inaccurale picture of actual manufac-
turing levels and use patterns over time,* and this inaccuracy
is likely to extend 1o the use and exposure information EPA is
now beginning to cotlect.

EPA may require manufacturers and processors of specified
chemicals to report basic manufacture and use information
under TSCA §8(a)."! But each request requires a case-by-case
rulemaking and provides for only one-time reporting, although
a single rule can cover multiple chemicals. EPA has stan-
dardized this type of regulation in the form of a Preliminary
Assessment Information Reporting rule, a few dozen of which
have been issued for about 1,200 chemicals.*?

For new chemicals, Premanufacture Notifications (PMNs)
must include basic information on anticipated use, production
volume, exposure, and release—but only to the extent it is
known or reasonably foreseeable by the submitter at the pre-
manufacture stage. The only other circumsiances under TSCA
requiring reporting of changes in manufacture or use are the
rare cases where a new chemical is subject to such a condition
during PMN review or when a chemical is subject to a SNUR
that includes such a requirement {called a “volume SNUR™).

urers,
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REACH offers two major innovations in this regard. First,
REACH compels the bidirectional flow of information alony
the chain that links chemical producers, processors, distribu-
tors and users.” Suppliers typically have limited knowledge
of how or by whom their chemicals are used, and users have
limited knowledge of the characteristics of the substances
they receive or appropriate risk management measures rec-
ommended by the producers. REACH requires suppliers to
inform their customers about the hazards and risks of their
chemicals and about risk management measures that need
to he applied. In turn, it requires downstream users to give
their suppliers sufficient information on their use(s) of a sub-
stance so the supplier can evaluate exposure and identify risk
management measures that are then communicated back to
the users.”

Second, while REACH has no direct counterpart to the TSCA
IUR periodic reporting requirement, information is updated as
new and existing chemicals move along the program’s multi-
tiered registration scheme. In addition, REACH requires reg-
istrants to update and resubmit “without undue delay” their
registrations whenever there is any significant change in status,
including any new use, as well as any new knowledge of risks.*

In addition to chemical usage, directly measuring chemi-
cals in human {or other organisms’) tissues or fluids can be
a powerful means of gauging the actual extent of exposure,
and has the further advantage of effectively integrating all
exposure sources. Since 1999, the Centers for Disease Con-
trol’s National Health and Nutrition Examination Survey
measured the levels of a limited number of chemicals a..
their metdbohleza in samples of human blood and urine every
two years.'” Biomoniloring to date has focused on chemicals
dlready known to be hazardous and on chemicals that are
known to bicaceumulate, which are only a subset of chemicals
of potential health concern. Government has vet to conduct
broader, more exploratory biomenitoring—aimed at identify-
ing the full range of xenobiotics to which humans are exposed,
as one means of identifying chemicals that are priorities for
further scrutiny with respect to both hazard and exposure.
In addition, the extent of sampling conducted to date is too
limited to provide the degree of geospatial “resolution” that

44, For more disenssion of information flow in the contest of improved chemicals

LM MP: F PAY vaem (,ommumrms :m(l Possible New Initiatives for Existing
Chemicals, Mlay 2, 2008, available at hup:/fwwe.edforg/documents/ 7871 _Com-
mm(: ChAMIP_May08.pdf.

rmu 5 in xmlo 44, m/ru

ax EPA MoRe EFFICENTLY Ink\r!n I‘(m\u\z R:sx& AND FACHATATE RIS
cnoy DeEcisions For Nox-HPV Existivg Ciiewtes -4 (Dmll Ou 6\
avatlable at hup/hvww.
perf31006,pdf. See also Comments on Proposed Rule, TSCA Tnventory Updale
Repurlmg, Rmmom {Feb, 18, 2005), available ot bup: //ww r(g\\laImm 50\//
‘ontent ViewerPobjectld=09000064800ac%
lm~nl&mnh entType=pdf.
41 See LS. EPA, EPA Avmiorimies UNper TSCA 23 (2005), available at Wip:df
www.epa.goviopptnpplac/pubsiscaauthorities 71105, pdf.
OPPT OVERVIEW, 2007, supra note 2, at 16.
8. EPA, supra vole 41, a1 16,

awnd sec Richard A. Denison, lmproving Information
Flows—ln Supply Chains andd Beyond, papcr prosented at the North Ameri-
can Dislag on “Framing a Futuse Chemicals Policy.” Boston. Mass.. Apr. 2005,
available at  hitpilhvw Jownloads/ W

docs and Rachel Ma
Sfor F«Lxluulmg i

., Sharing Knowledge about Chemicals: Policy Options
wation Flow, in OPFIONS FOR STATE CHEMICALS POLICY
GUIDE 6996 {Lowell Center for Sustainable Production,
v of assachusets al Lowell 2008), avadable at hitp:ffwww.chemieal-
o 15/OmE StateChomicalsPolicyRef £
45. Two entire tilles of REACH arc devoted 1 these tasks: Title TV covers Informa-
tiow in the Supply Chain and Title V covers Dowastream Users.
REACH, supra note 6, ast. 22,
s was published in 2005 and tested samples collected in 2001
an(l 2002 for 148 chemicals. While many of the chemicals mvludcd are (-uhg
“historical” or uni Hy produced sub human ing
substances stil] in commerce hm increased in the more recent survey. See CEN
TERS FOR TN Coxrrot, & Prevexniox, Tk Nanoxak Rerory o HOMs
Exvosunre 70 EXVIRONMENTAL CHEMICALS (2005), available ot htip/hvww.cde.
govlexposurercporl/report him.
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is needed to begin to elucidate exposure routes for chemicals
found in human tissues.

Recommendation: As with hazard data, EPA should have
broad authority to require industry—both chemical manufac-
turers and downstream users of chemicals—to generate and
submit any use, release, or exposure data or other information
necessary to gain a thorough understanding of the potential
risks of any chemical of interest or concern. Submission of
minimum sets of such data should be required of all chemi-
cals, both new and existing.

Companies should be required to notify EPA whenever
significant changes occur in a chemical’s production volume
or use pattern. Government should have authority and be
required to request any additional information needed for a re-
review of such chemicals to assess the effects of such changes.

In addition, biomonitoring should be required for any chem-
ical for which there is any reason to suspect human exposure.
To avoid conflicts of interest, the government should conduct
biomonitoring at manufacturers’ expense.

ViL Improve Integrity and Credibility of
Industry-Generated Data

Essentially all policies affecting chemicals worldwide—
whether industrial chemicals or drugs, cosmetics ingredients,
pesticides, or food additives—rely on data chemical manu-
freturers generate. It is eritical, therefore, that every effort be
e to ensure that industry-generated data used to formulate
and support public policy are—and are seen as—credible.
This need is even more pronounced when one considers the
obvious financial incentives industry has in minimizing test-
ing costs and being able to state that its products are safe.

Recommendation: To ensure a high degree of public trust in
the government’s assessment and management of chemicals,
sound policy should*®:

¢ Establish a registry of health- and safety-related studies
to ensure that all study results, along with details of the
method used in each study, are reporied and made avail-
able to the public. This is similar to what already occurs
in pharmaceuticals regulation.

Provide government access to all records of privately
sponsored research used in setting or implementing pub-
lie policy. Such a requirement already exists for publicly
funded research.

Reqmre privately funded rescarchers whose vesearch
is used in public policy settings to disclose the source
of their funding and the extent of sponsor review or
approval, as well as potential financial conflicts of ier-
est. A growing number of scientific journals and organi-
zations require such disclosures.

NG S(H\ﬂ Frow Pmmc\ NN F,ssnn\L Rerorys oF 115 Lec,
(Center for Progressive Reform 2008), summary avaitable al hupsffwww. progres-
sivercfornorglscienceReseuc.ofm.
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Require independent peer review or certification of stud-
ies submitted for use in public policy contexts, along
with transparency safeguards to ensure disclosure of
the identity of reviewers and any potential conflicts of
interest, as well balanced representation of the scientific
community among reviewers.

Provide unfettered authority and requirements for gov-
ernment to conduct random inspections of laboratories
used to develop data submitted by industry and audits of
the data submissions.

VIill. Broaden Public Access to Chemical
Data

Independent of the extent to which government itself acts
on chemical information to identify and reduce or manage
risks, providing broad public access to such information can
empower a host of other actors to make better decisions about
the chemicals. Such actors include companies and institutions
that make, purchase, or sell chemicals or chemical products,
as well as citizens and end consumers.

Better access to information may also drive markets to
demand more information and to migrate away from chemicals
known or suspected of being risky. Indeed, a field of speeial-
ization within economics known as information economics has
demonstrated that access to information is a critical need if
markets are to operate properly, and, conversely, that the lack
of robust information can adversely affect market economies.”

One of REACH's main strengths is the extent to which
the government intends to make public a large amount of the
information it receives, including the identification of sub-
stances of very high concern that are to be subject to authori-
zation and information about potential substitutes. In contrast
to TSCA, REACH includes numerous provisions calling for
public aceess to non-confidential information—including gov-
ernment decisions and the basis for them—and it mandates
that most such information be made available on the internet,
free of charge.

Recommendation: Chemical policy reform should include
explicit requirements that government make readily and pub-
licly available, in a timely manner, as much information as
possible about chemieals as well as documentation of govern-
ment decisions and the basis for them.

49. See, e.g., Joseph E. Stiglitz, Information and the Change in the Paradignt in
Economics, Part 1, AT AM. Ecox, 6-26 (2003); Joseph E. Stiglite, Information
and the Change in the Paradigm in Economics, Part 2, 48 An. Ecov, 17-49
{2004 and Josern E. STICUTZ, GLOBALIZATION AND 178 DISCONTENTS 1, 261

" Norten & Ca. 2003). all cited in Joseph H. Guth ot al., Require Com-

Sufety Data for all Chemivals, 17 N NviL & Oc

58 (2005), availuble ar hitp:/fww h)mw)“m.hanvr

prehensi
PATIONAL HEALTH P
orgfpapersafetydata.s
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IX. Tighten Conditions Under Which
Industry Can Claim its Submissions as
Confidential Business Information
TSCA §14 provides that “manufacturers, processors or dis-
tributors” submitting information may designate any such
information as confidential and submit it separately. It further
states that, with limited exceptions, information considered
to be “trade secrets and commercial or financial informa-
tion obtained from a person and privileged or confidential”
that is reported 1o or otherwise obtained by EPA “shall not
be disclosed” except to federal government employees or their
designated contractors, or to law enforcement officials.® This
pmhlbns EPA from disclosing any information designated by a
submitter as confidential business information {CBI) not enly
to the general public but also to foreign governments, U.S.
states, tribes, and local governments.™

Although health and safety studies and associated data are
not eligible for CBI protection, chemical and company identity
can be eligible.” This allowance can lead to perverse outcomes,
such as that a chemical’s adverse effects on mammalian repro-
duetion must be disclosed, but identification of which chemi-
cal causes the effect may be kept a secret.™

CBI designations are common; for example, about 95% of
PMNs for new chemicals contain information, including chemi-
cal identity, designated by the submitter as CB1.> There is typi-
cally no requirement to reassert such claims even after these
chemicals enter commerce.® A 1992 EPA study identified
extensive problems with respect to the extent of inappropriate
CBI claims.®

§2613 {siting 5 U.5.C. §552B)#) of the Administrativo Procedure

51. See OPPT Overvizw, 2007, supra note 2, at 21,

for example, such allowanee in EPAs PMN regulations, 40 CFR §720.85(x).

Tsewhere, EPA regulations state that EPA considers chemieal identity o be part
of the underlying data to & health and safely study. Sez, e.g., 40 CFR §§716.3
and 720.3(k).

An example of where this frequently ocenrs is in B

indicative of substantial risk. Whereas a buwm name for the substance must

be: mpp il its speviic i aid other identifiors such s Chemial Abstrart

Sj mumber are often listed as “confidential™—-a~ ave the names of
the: submilters themsclves. For a recent example, see EPA' ('ompxhlmn of §8(e}
submissions reccived in July 200, at hipi/Avww.cpa pul
emontblyrepors/2008/8ejul2008.him. Oddly, EP; guidanoe for §8{e) submis-
sions stales thal “EPA censiders chemieal identity to he part of, the undeclying
date 1o, a heallb and safety citing 40 CFR §§716.3 and 720.3(k). EPA
goes an fo slate: (,quurm the confidential identity of x chemical substiner
wil! not be prolected by El otherwise provided for under section 14
of TSCA and the interpreting regulations in 40 CFR part 2 See hup://ww.
cpa.goviedigst/EPA-TOX/2003/June/Day-03113888 him. Either EPA has not
heen able or willing to challenge such claims made in §8(¢) submissions ot the
claims have been found 10 comport with TSCA §14 and the interpreting reguia-
\ionts in 40 CFR pt. 2.

54. CAO, 2005, supra note 3, at 5, 32; OPPT OVERVIEW, 2007, supra, nole 2, st 10,
The fraclion of subminers making CB claims for chemical identity drops to
about 65% for chemicals actually entering commerce, those chemicals for which
Notiees of Commencement {of manufucture) are hled,

55, An exception at a claim to keep chemical identity—but not other informa-
top—in a P! confiderial cxpives ance munufacture of the chemical come
mences, unless in filing theqnurd Notice of Commencey the natifier agein

s that the chemical identily is GBI In this Jatter in conlrast to the
case when fling a PN, a justification for the GBI claim must be provided. See
40 CFR §720.85(h).

56, Cited in GAO, 2005, supra note 8, at 32-33.
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EPA does not always require submitters to provide a justi-,
fication for such designations at the time they are made.”” Nox
does it require that these claims be reviewed and approved in
arder to be retained. In addition, such designations are gener-
ally not time-limited and, hence, do not expire unless the sub-
wmitter so designates. EPA may challenge CBI designations on
a case-by-case basis, but it rarely does so because of the exten-
sive resources required.” In the absence of a successful chal-
lenge by EPA, the information must be held as confidential.

The net result of all of these provisions and practices is a
system that effectively denies access by the public and even
other levels of government to much more chemical information
than is legitimately to be claimed CBL

Recommendations: Submitters advancing CBI claims should
be required to: specify precisely what information is requested
to be kept confidential; make such a request at the time of
submission and provide a full justification and documentation
in writing; and specify and justify a time period for which the
request is made.

EPA should be required to: specify acceptable and unae-~
ceptable justifications for, and documentation that must
accompany, any confidentiality request; review, in a timely
manner, all confidentiality requests and determine whether to
aceept or deny the requests; and where a request is accepted,
set a time period after which disclosure may occur unless a
new request is submitted and accepted.

EPA should be able to diselose submitted information ©
which it has rejected a confidentiality request, after prov
ing a reasonable opportunity for the submitter to rectify the
request.

Health and safety information should never he eligible
for CBI protection. As a rule, the identity of the associated
chemical and of the submitter of the information should also
be ineligible; government should explicitly state the basis for
any exceptions.

Workers should have access to all available information,
whether or not CBI protected, concerning chemical identity,
properties, hazards and workplace exposures for any sub-
stance with which they work or to which they could be exposed
during work.

Other governments, whether those of domestic states,
provinces, municipalities, tribes or foreign countries, should
be given access to CBI for the purpose of administration or
enforcement of a law, under appropriate agreements and where
the recipient takes appropriate steps to keep the information
confidential.

w
9

. Examples of cases where an up-front justification is explicitly roquired include
€81 claims for chomival identity and facility lentification uudu ‘ Pvs TSC
Tnventory Update Rule {see hiip//www.cpa.

i} andt lor “substantial risk™ informalion nqumd 0 be suhmxumr

SCA 38te) (see hups//www.epa.goviop; " s

information. hta).

58. GAG, 2005, supra note 3, a1 5, 33.
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X. Allow State Governments to Undertake
More Protective Actions

Given the very limited level of activity at the federal level in
advancing policy reforms to better identify and address chemi-
cals of concern, many states have stepped in to fil the void.»®
States have a critical role to play in chemicals policy develop-
ment and implementation, not only in affecting practice within
their horders, but also in innovating new policy approaches
and driving national policy forward.

A chemical’s use pattern and human or environmental
exposure to it is often specific to a geographic region and may
change over time. For this reason, such information may be
more appropriately developed at the state level. It is reason-
able for states to take steps to understand the flow of chemicals
within and across their boundaries. States can and do differ
with respect to their policy priorities, hoth from each other and
from national priorities. These priorities may be of eultural or
historic origins, signify economic conditions, or reflect geospa-
tial distinctions, such as the extent of reliance on groundwater,
features of the natural landscape, or the presence of subpopu-
lations dependent on subsistence lifestyles. Given these dis-
tinctions, it makes sense that states will pursue approaches
that may differ from and in some cases go beyond those of the
federal government or other states.

Recommendation: While some measures needed to establish
“ective chemicals policies are best undertaken at the federal
... €], maintaining a vibrant level of state activity is important
both in its own tight and in driving the evolution of federal pol-
icy. Federal policy reform should establish floors, not ceilings,
for state government action and should only preclude state
actions that are less protective of health or the environment.

X1 Conclusion

Implementation of the elements identified in this Article
can facilitate a shift toward knowledge-driven policies that
motivate and reward, rather than impede and penalize, the
development of information sufficient to provide a reasonable
assurance of safety for chemicals. Such policies would also
place more of the burden of providing and acting on that infor-
mation on those who stand to profit financially from the pro-
duction and use of chemicals, as they are arguably in the best
position to internalize such information and use it to design
out risk from their produets from the outset.

50. See Massey, supra note 44.
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Mr. RUsH. Thank you very much.
Ms. Gerwig, please, 5 minutes.

TESTIMONY OF KATHY GERWIG

Ms. GERWIG. Mr. Chairman and distinguished members of the
subcommittee, thank you very much for inviting me to testify
today. I am Kathy Gerwig. I am vice president and environmental
stewardship officer for Kaiser Permanente. That is the Nation’s
largest integrated healthcare delivery system. We provide com-
prehensive health services to 8.7 million people in nine States and
the District of Columbia.

At Kaiser Permanente, we recognize that a healthy environment
is critical to the health and wellness of every person. We are dedi-
cated to environmental sustainability as we believe it has direct
positive effects on individual and community health. We lead and
support innovative efforts to decrease pollutants and enhance the
environment. This year we will spend about $13 billion on pur-
chased products and services. We lease or own more than 65 mil-
lion square feet of real estate. We have a 10-year capital plan of
more than $30 billion.

Despite this leverage, we have experienced limitations in achiev-
ing our goal of using products and materials that are environ-
mentally sustainable. We have developed our own chemicals disclo-
sure document that is required for all of our large purchasing con-
tracts. This disclosure asks suppliers for information on the cat-
egories of persistent bioaccumulative toxic compounds, carcinogens,
mutagens, reproductive toxins and specific chemicals of concern
such as mercury, polyvinyl chloride, phthalates, Bisphenol A and
halogenated flame retardants. When the information is provided by
suppliers, there are many times that it is not meaningful due to
the vendor’s lack of knowledge, trade secret caveats or the absence
of safety information for thousands of chemicals in commerce
today.

We are also challenged by suppliers’ claims that a product is
green when it doesn’t meet our environmental criteria. For exam-
ple, a product that saves energy, which is good, might be made of
vinyl, which creates dioxin pollution. Starting in 1997, Kaiser
Permanente spent 10 years virtually eliminating mercury, a
neurotoxin, from our operations. We now use digital thermometers
and blood pressure devices. The mercury in esophageal dilators was
replaced with tungsten by that industry. Now there is emerging
evidence that tungsten is related to leukemia in towns near tung-
sten mining operations. This is an example of a large effort across
the healthcare sector to replace a known hazardous material which
may be resulting in the unintentional use of potentially hazardous
material.

Another example includes the replacement of products containing
di(2-ethylhexyl) phthalate, or DEHP, which is used as a plasticizer
in flexible medical devices such as intravenous tubing and bags.
DEHP can leach from the plastic, posing health risks. Our project
began in 2001 when evidence was available to show that DEHP is
a potential reproductive toxicant to neonatal males. We identified
alternatives, conducted clinical trials before we were able to begin
using products free of DEHP.
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For more than 10 years, Kaiser Permanente has been working to
reduce our use of vinyl products because vinyl creates dioxin pollu-
tion when it is manufactured or incinerated. In 2004 we were in-
strumental in driving the creation of a vinyl-free carpet suitable for
healthcare settings. It was a multi-year effort that took consider-
able time and resources on our part. We now contract exclusively
with a vendor that created that product and we have installed ap-
proximately 10 million square feet of this carpet in our facilities.

When we were testing alternatives to hard surface flooring made
from vinyl, we had to actually invent our own testing protocol and
use in-house certified industrial hygienists to perform tests to un-
derstand the health impacts of the alternatives. As we strive to use
products that are not harmful, we invest significant time and re-
sources. That degree of investment is simply not feasible for most
products and materials we buy nor is it possible for smaller organi-
zations that don’t have the resources and skills that Kaiser
Permanente has developed over the decades. Mechanisms are need-
ed to support downstream users such as us in procuring safer prod-
ucts and materials for our needs.

Mr. Chairman and members of the committee, thank you for this
opportunity and I look forward to answering any questions.

[The prepared statement of Ms. Gerwig follows:]
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1 would very much fike to thank the Chairman, Ranking Member and Members of the Subcommittee for
inviting me to testify before you today. My name is Kathy Gerwig. | am Vice President for Workplace
Safety and Environmenta! Stewardship Officer for Kaiser Permanente, which is comprised of the Kaiser
Foundation Health Plan, Kaiser Foundation Hospitals and the Permanente Medical Groups. | am
testifying today on behalf of the national Kaiser Permanente Medical Care Program. We are the nation’'s
largest integrated health care delivery system, providing comprehensive heaith care services to more
than 8.7 miflion members in nine states (California, Colorado, Georgia, Hawaii, Maryland, Ohio, Oregon,
Virginia, Washington) and the District of Columbia.

Kaiser Permanente’s environmental roots can be traced to the beginning of the modern environmental
movement. In 1963, the author and environmental crusader Rachel Carson was invited to speak to
Kaiser Permanente doctors in one of her last speeches. Carson warned us about the dangers of certain
chemicals to human health and to the environment. We were concerned about the environment then,
and we're concerned now. Forty-five years later, we are working to curb our overall impact on the
environment by using safe chemicals, building greener hospitals, reducing waste and looking at new
ways to use less energy. We are a non-profit organization, with the clearly-stated mission to improve the
health of the communities we serve. Our commitment to the issues the Subcommittee is exploring today
is an important and integral part of this overall mission.

KP Values

Linking the environment to the heaith of our communities:

At Kaiser Permanente, we recognize that healthy communities and a healthy environment are critical to
the health and welliness of every person. We are dedicated to environmental sustainability and social
equity, as we believe these have direct, positive effects on individual and community health, We invest in
and promote “green” solutions. To encourage healthy environments, we lead or support innovative efforts
to decrease pollutants and enhance the environment.

Preventive medicine:

KP is committed to preventive medicine both through our physicians’ and clinical staff's emphasis on
these kinds of services as well as plan coverage including annual physicals and health screenings. This
commitment extends to the work we do to ensure that our business practices are in alignment with public
health and sound environmental policies. Purchasing materials that do not contain persistent,
bioaccumulative toxins as well those that are not known to be carcinogenic, mutagenic or reproductive
toxins is a key part of this challenge.

10of3
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Community health:

We are dedicated to improving the health of people living and working in the communities we serve. In
2007, Kaiser Permanente invested more than $1 billion to ensure access to health care and promote
healthier lives. To accomplish our goals, we pay for medical coverage for the uninsured, fund local
community health centers and train doctors and nurses.

Proceed with caution:

We've taken a cautious approach to materials, meaning that where there is credible evidence that a
material we're using may result in environmental or public health harm, we should strive to replace it with
safer alternatives. For example, there is enough evidence about the hazards of vinyl that the responsible
course of action for Kaiser Permanente is o replace it with healthier, commercially available alternatives
that meet our performance criteria.

Kaiser Permanente's Internal Guideline Regarding Chemicals:

To advance an economy where the production and use of chemicals are not harmful for humans as well
as for our global environment and all of its inhabitants, Kaiser Permanente has adopted the following five
guiding principles for chemicals:

1. Understand product chemistry. To increase the transparency of the chemical constituents in
products we buy, we request product chemistry data from suppliers.

2. Assess and avoid hazards. We have and will continue to encourage suppliers to use chemicals
with inherently low hazard potential, eliminate chemicals of high concern, minimize exposure
when hazards cannot be prevented and redesign products and processes fo avoid the use and/or
generation of hazardous chemicals.

3. Commit to continuous improvement. We have created a framework for the review of product and
process chemistry, and are promoting the use of chemicals, processes and products with
inherently lower hazard potential.

4. Support industry standards that, in Kaiser Permanente’s opinion, eliminate or reduce known
hazards and promote a greener economy, including support for green chemistry research and
education.

5. Inform public policies and be part of the public dialogue that advances the implementation of the
above principles.

Our Experiences and Challenges:

Our annual spending for purchased products is approximately $13 billion. Kaiser Permanente leases or
owns more than 65 million square feet of real estate, and has a ten year capital plan of more than $30
billion. Despite this leverage, we have experienced limitations in achieving our goal of using products and
materials that are environmentaily sustainable.

Many products are labeled as “green “or "environmentally friendly” for reasons that include reduced
energy use, recycled content or reduced waste production. Some of these so-called “green” products are
made from materials that are toxic or made from chemicals without adequate or any safety testing. A
truly “green” product is one that is environmentally and biologically benign throughout its life cycle.

At Kaiser Permanente, we have developed our own chemicals disclosure document that is required for
alf large national purchasing contracts. The disclosure asks for information on the categories of:
persistent bioaccumulative toxic compounds and carcinogens, mutagens and reproductive toxins in
addition to specific existing and emerging chemicals of concern such as mercury, polyvinyl chloride,
phthalates, Bisphenol-A and halogenated flame retardants.
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Many of the ingredients on the disclosure document are not present on the Occupational Safety and
Health Administration's (OSHA's) required Material Safety Data Sheets due to trade secret caveats and
the exemption of small concentrations from reporting even though the chemicals may cause harm in low
doses. In many cases, even with the purchasing power represented by Kaiser Permanente it is difficult to
get the information we request. The process requires comprehensive vendor education and aggressive
demands for safety and ingredient information. When the information is provided, it is often useless due
to the vendor's lack of knowledge, trade secret caveats or the absence of safety information for
thousands of chemicals in commerce today.

Exam gloves proved to be one of our successes. In the desire to move away from powdered latex and
vinyl exam and surgical gloves, a decision was made to purchase gloves made of nitrile. Latex gloves
present a problem for patients and staff with allergic reactions, and vinyl gloves create the byproduct of
dioxin poliution in both manufacturing and disposal processes. Kaiser Permanente’s decision to buy an
alternative fo vinyl gloves affected the entire medical glove industry because we use more than 50 million
gloves each year. The change increased the national supply of nitrile gloves and eventually lowered the
cost of nitrile gloves for all glove purchasers.

Another experience includes the replacement of products containing di(2-ehtylhexy!) phthalate (DEHP), a
substance often used as a plasticizer in flexible medical devices made of polyvinyl chloride (PVC) such
as intravenous tubing and bags. DEHP can leach from the plastic, posing health risks. The project
began in 2001 when evidence was available to show that DEHP is a potential reproductive toxicant to
neonatal males. it included thorough investigations into products already in use in Kaiser Permanente’s
neonatal infensive care units (NICUs) and field evaluations of identified non-DEHP products. After
comprehensive efficacy trials at two NICUs, a labor intensive materials management coniracting process
and implementation project ensured the approved alternatives were in place in all of our NICUs.

Starting in 1997, Kaiser Permanente spent ten years virtually eliminating mercury, a neurotoxin, from its
operations. We purged almost 1,400 pounds of mercury from our facilities. This included creating a
market demand for non-mercury blood pressure devices and esophageat dilators that meet our
performance needs. The mercury in esophageal dilators was replaced with tungsten by that industry.
Now there is emerging science that tungsten is related to leukemia in towns near tungsten mining
operations. This is an example of large efforts to replace a known hazardous material resulting in the
possible use of an unknown potentially hazardous material.

In 2004, Kaiser Permanente was instrumentat in driving the creation of a vinyl-free carpet that is
completely recyclable and made from post-consumer recycled content that meets demanding health care
performance specifications. We now contract exclusively with the vendor that created the product, and
we have installed approximately 10 million square feet of this carpet in our facilities. The creation of a
greener carpet is one of several ways in which KP's green focus and buying power have helped foster a
greener health care economy.

As we strive to advance an economy where the production and use of chemicals are not harmful for
humans or the environment around us, we invest significant time and resources. When we were testing
alternatives to vinyl flooring, we had to invent our own testing protocol and use in-house certified
industrial hygienists to perform tests to understand the health impacts of the alternatives. That degree of
investment is simply not feasible for most products and materials we buy, nor is it possible for smaller
organizations that do not have the resources and organizational skills that Kaiser Permanente has
developed over decades. Mechanisms are needed to support downstream users in procuring the safest
products and materials for our needs.

Mr. Chairman and distinguished members of the Commitiee, thank you again for the invitation to testify
here today. | look forward to answering any questions you may have.
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Ms. SUTTON [presiding]. Thank you, Ms. Gerwig.
Mr. Dooley.

TESTIMONY OF CAL DOOLEY

Mr. DooLEY. Thank you, members of the subcommittee. My
name is Cal Dooley and I am president and CEO of the American
Chemistry Council, and our council represents about 140 member
companies that produce almost 85 percent of the chemicals manu-
factured in this country.

I would just ask you to briefly consider the role that chemicals
played in your lives today. Chemical products are fundamental to
the clothes you wear, the way you got to work this morning, the
electronic products that you communicate with, the chair you are
sitting on, the protective finish on the dais and the desk. Chemicals
are the medicines that help save lives, the safety equipment that
protect our children and our military forces, and the insulation in
the lightweight vehicles that reduce greenhouse gas emissions and
save energy.

ACC and its members share your goal of protecting human
health and the environment from risks associated with some
chemicals. In the vast majority of cases, however, chemicals can be
and are used safely. While ACC believes that TSCA has been pro-
tective of health and the environment, there are good reasons why
Congress should consider modernizing the statute.

First, it is clear that the public for a variety of reasons does not
have confidence that the regulatory system is adequately ensuring
the safety of the products they use. Second, science and technology
of testing and detecting chemicals has advanced considerably since
TSCA was enacted and we can more effectively incorporate these
new capabilities into a modernized regulatory system. And third,
modernizing TSCA will make the best use of emerging develop-
ments in science and technology and protect our Nation’s interests
in an innovative, competitive chemical industry.

My simple message to the subcommittee this morning is that
ACC and its member companies are prepared to work with you in
modernizing TSCA. I would like to quickly address a few of the
areas where Congress should focus its attention in considering
changes to TSCA. We are committed to having the appropriate haz-
ard, use and exposure information necessary to make decisions
about safe use and we think the approach should be reflected in
law. In general, we think it is appropriate to have more informa-
tion about those uses where there are or may be exposures to hu-
mans or the environment. Information requirements should be
driven by use and exposure patterns. We support new detection
methodologies like biomonitoring. We think the federal chemical
management system should be robust enough to apply that data
and other relevant information in a prioritization process that al-
lows a focus on key health and safety concerns like potential expo-
sures to children. EPA should use hazard, use and exposure infor-
mation to determine the safety of priority chemicals for their in-
tended uses.

Safety assessments conducted by EPA should not simply rely,
however, on hazard as a sole determinant of the outcome. As an
example, consider a single chemical that might be used in many
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different applications, maybe from bullet-resistant vests and goods
that are used in the retail marketplace to a chemical input in an
industrial process. While the hazard characteristics are clearly the
same regardless of the application, the exposure and risk consider-
ations will vary significantly. This simple example helps illustrate
the questions that a federal chemical management system must be
capable of addressing. For example, what additional information is
needed to ensure that the chemical can be used safely for its in-
tended purpose? On what basis should EPA make a decision that
it is safe? How should EPA weight the relative hazards and risks
of the alternatives? And how can we ensure that the decisions are
made in a timely manner and that they protect health and the en-
vironment and the national interests and technological innovation?

In ACC’s view, a robust federal chemical management system
must be capable of providing chemical manufacturers, users, the
public and the government with the answers to those questions.
Those are the questions that we are committed to addressing and
we are also committed to working with you toward the goal of mod-
ernizing TSCA. Thank you.

[The prepared statement of Mr. Dooley follows:]
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Good morning Mr. Chairman and members of the Subcommittee.

My name is Cal Dooley. Iam the President of the American Chemistry Council, a national trade
association representing 140 member companies and 850,000 Americans employed in our
industry.

ACC and its member companies welcome the Subcommittee’s inquiry into revisiting the Toxic
Substances Control Act {TSCA), the fundamental statutory construct for industrial chemicals.

»

Although TSCA has been protective of health and the environment, and confers
significant regulatory authority on the U.S. Environmental Protection Agency, there are
several reasons why Congress should begin the effort to modemize TSCA.

The public’s confidence in the federal chemical management system has been challenged.
ACC believes that appropriate modifications to federal law will help enhance public
confidence that health and the environment are protected.

The science of testing chemicals and understanding their health or environmental effects
has evolved considerably since TSCA was enacted. The federal chemical management
system should be updated to better leverage new science and technology, where there is
scientific consensus on both the methods and how to interpret results. This will lead to
more intelligent evaluations of chemicals and regulatory decisions about their use.

TSCA has helped foster innovation and competition in the chemical industry.
Modernizing TSCA can help assure that we protect the nation’s interest in a strong
American business of chemistry - and assure that we can continue to innovate,
manufacture and bring to market the products that save lives, protect our children, make
our economy more energy efficient, and reduce greenhouse gas emissions.

These are important considerations that should guide the Subcommittee as it considers
modifications to TSCA. We think it appropriate to focus attention on a few key elements:

,

TSCA does not require EPA to prioritize its activities on the chemicals that warrant
regulatory scrutiny. With a process and criteria clearly established by law, a
privritization system could provide a means to more efficiently address important policy
concems such as children’s health.
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The federal system should assure that manufacturers and users have appropriate hazard,
use and exposure information necessary to make decisions about safe use. It does not
mean that an identical set of information must be available on all chemicals. Rather,
exposure considerations should drive information requirements. This approach would in
general require more information about chemicals where there are exposures to humans
or the environment, compared to those used solely to manufacture other chemicals or in
enclosed processes.

EPA should have the authority to determine the safety of priority chemicals for their
intended uses by using hazard, use and exposure information to assure an understanding
of the risks being considered. A safety assessment is a review of the likelihood of harm,
based on an understanding of both hazard characteristic and exposure considerations.
Chemical safety assessments and decisions that are based only on hazard characteristic(s)
overlook important information and are bad public policy.

EPA should have the authority to share appropriate confidential business information
with state, local and select foreign governments when it is relevant to a decision on
chemical safety and when there are appropriate safeguards against inappropriate
disclosure.

EPA should have the resources consistent with a modernized chemical management
system. Current staff and funding levels at EPA are not adequate to do this work.

The federal chemical management system should promote coordination and cooperation
among scientists in the federal government, industry and academia to help interpret the
data emerging from new scientific techniques and understand the consequences, if any,
for heaith and environmental protection.

All chemical research and testing should be held to the highest standards, regardless of
who conducts it. The federal chemical management system should help establish clear
principles and protocols that help assess the quality of scientific data.

There are important elements of TSCA that should be preserved, notably EPA’s broad
information collection authority.

Appropriate enhancements to the U.S. federal chemical management system should be
cost and resource efficient, and should promote innovation. To be clear, ACC is NOT
advocating the adoption of the European Union’s REACH system. We have an
opportunity to establish a chemical management system that provides greater confidence
for health and environmental protection, in a more effective way.

In short, the American Chemistry Council and its members believe that modernization of the
Toxic Substances Control Act can help promote and achieve key health, environmental and
commercial policy objectives. We look forward to working with you as you begin this important

work.
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Ms. SuTTON. Thank you, Mr. Dooley.
Mr. Delisi.

TESTIMONY OF V.M. DELISI

Mr. DELISI. Good afternoon. It is a pleasure being before this dis-
tinguished subcommittee. My name is Jim DeLisi and I am presi-
dent of Fanwood Chemical located in Fanwood, New dJersey.
Fanwood Chemical is a member of SOCMA, the leading trade asso-
ciation representing the batch and custom chemical industry.

Our industry makes a $60 billion annual contribution to the U.S.
economy and contributes to the chemical industry’s position as the
Nation’s leading exporter. SOCMA supports EPA’s and Congress’s
fundamental goal of protecting health and the environment.
SOCMA members are prepared to do our part in that effort. We are
pleased to have this opportunity to share with you our perspective
on revisiting the Toxic Substances Control Act. As I will explain
today, SOCMA agrees with many that TSCA needs to be revisited
and certain aspects of EPA’s TSCA program could be improved but
a sweeping overhaul like implementing Europe’s REACH is unnec-
essary and would be unwise. Since its enactment, TSCA and its un-
reasonable-risk standard have generally stood the test of time as
a flexible law that has protected human health and the environ-
ment without crippling innovation.

First, I would like to start by saying that any evaluation of TSCA
should consider the contributions the chemical industry has made
in providing the United States with one of the highest standards
of living in the world, even as overall indices of public health and
environmental quality have improved. Secondly, any evaluation
should also take into account the vast amount of data that have
been submitted by our industry to the EPA and to other agencies
such as the FDA, DOT, OSHA, Consumer Products Safety Commis-
sion under other statutes that regulate our industry. Lastly, it
should look at how this balance between protecting human health
and the environment and preserving innovation has been achieved
and how it can be maintained. SOCMA believe this balance has
been and will continue to be achieved by a chemicals policy that
is fundamentally guided by science in a careful assessment of risk.
Data requirements have been driven by the intended and foresee-
able use and disposal of a chemical. This fundamental approach
should be maintained when considering a revised approach to
chemical risk management.

One area of TSCA that has faced substantial criticism is the re-
porting requirements applicable to industry. In particular, many
believe that EPA does not have sufficient authority under TSCA to
request data. SOCMA disagrees with this claim but we do believe
that data gathering is an area worthy of improvement and that we
should reconsider what is the best approach to gathering data and
information on chemicals. In order to do this, Congress should look
at how EPA currently implements TSCA and consider how the pro-
gram could be enhanced.

Before amending TSCA to create new obligations for EPA, Con-
gress should also explore whether EPA can better leverage activi-
ties going on outside of the TSCA program, whether occurring
under federal agencies like FDA or abroad. For example, companies
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are embarking on a massive project to generate standardized test
data for European REACH program. Through collaborative data-
sharing efforts, EPA should be able to take advantage of the work
done for that program just as other countries can leverage the work
conducted here. Why should the United States want to duplicate
testing that is already being conducted? A collaborative approach
should be promoted by Congress.

This leads me to the Chemical Assessment and Management Pro-
gram, better known as ChAMP, the voluntary program to which
the United States committed in 2007 along with Canada and Mex-
ico under the Security and Prosperity Partnership. Through this
program, EPA is prioritizing chemicals by hazard and risk in order
to systematically decide what further action may or may not be re-
quired. EPA is already well down the path of implementing this
program. ChAMP is also addressing the TSCA inventory. EPA has
initiated action to reset the TSCA inventory to more accurately
identify chemicals in commerce. Many people do not realize that at
any given time, significantly fewer than the roughly 80,000 chemi-
cals currently on the inventory are likely to actually be in com-
merce. For example, the last inventory update reported only 6,200
chemicals in commerce during 2005. Admittedly, that does not in-
clude materials produced on a single site at less than 25,000
pounds a year. Nevertheless, this important fact is conveniently ig-
nored by those who try to show that TSCA is inadequate, who
claim that the inventory reflects the number of chemicals in com-
merce and then compare that number to the number of existing
chemicals that have been studied by EPA under section 4.

In closing, SOCMA has pointed out several main areas of TSCA
that are being enhanced and we would urge you to focus your cur-
rent inquiry on how to better implement existing authorities and
activities. SOCMA believe that TSCA will not require a complete
overhaul but could be enhanced by new challenges. Thank you, and
I look forward to taking questions.

[The prepared statement of Mr. DeLisi follows:]
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Good morning Chairman Rush, Ranking Member Radanovich, and Distinguished
Members of the Subcommittee. My name is Jim DeLisi, and [ am President of Fanwood
Chemical, Inc., located in Fanwood, New Jersey. I have been employed by Fanwood
Chemical for over 30 years, and during those years we have specialized in marketing
organic chemical intermediates in North America as well as Europe and South America.
Fanwood Chemical, Inc. is a member of the Synthetic Organic Chemical Manufacturers
Association, or SOCMA, the leading trade association representing the batch and custom
chemical industry. Our industry makes a $60 billion annual contribution to the U.S.
economy and contributes to the chemical industry’s position as the nation’s leading
exporter. SOCMA has over 300 member companies, which are typically small to
medium businesses with fewer than 100 employees and less than $100 million in annual
sales.

SOCMA supports EPA’s — and Congress’s — fundamental goal of protecting human
health and the environment from harmful exposures to chemicals. SOCMA members are
prepared to do our part in that effort. We are pleased to have this opportunity to share
with you our unique perspective on revisiting the Toxic Substances Control Act (TSCA).
As I will explain today, SOCMA agrees with many that TSCA needs to be revisited, and
that certain aspects of EPA’s TSCA program could be improved. But a sweeping
overhaul like implementing Europe’s REACh is unnecessary and would be unwise. It
would not produce major changes in our ability to protect human health and the
environment. But it probably would result in many unintended consequences, such as
delaying the development of new products and hastening the move to offshore
manufacturing, with disproportional impacts on small businesses, such as SOCMA
members. Since its enactment, TSCA and its “unreasonable risk” standard have
generally stood the test of time as a flexible law that has protected human health and the
environment without crippling innovation.

First, I would like to start by saying that any evaluation of TSCA should consider the
contributions the chemical industry has made in providing the United States with one of
the highest standards of living in the world, even as overall indices of public health and
environmental quality have improved. Secondly, any evaluation should also take into
account the vast amounts of data that have been submitted by the industry to EPA and to
other agencies, like the FDA, OSHA and the CPSC, under other statutes that regulate the
chemical industry. Lastly, it should look at how this balance between protecting human
health and the environment and preserving innovation has been achieved and how it can
be maintained.

SOCMA believes this balance has been and will continue to be achieved by a
chemicals policy that is fundamentally guided by science and a careful assessment of
risk. That is, when assessing a chemical, EPA scientists historically have analyzed both
the chemical’s intrinsic hazard properties and the potential routes of exposure in order to
make sound regulatory decisions on whether the chemical poses a risk. Data
requirements have been driven by the intended and foreseeable use and disposal of a
chemical. This fundamental approach should be maintained when considering a revised
approach to chemical risk management.



103

One area of TSCA that has faced substantial criticism is the reporting requirements
applicable to industry. In particular, many believe that the EPA does not have sufficient
authority under TSCA to request data. SOCMA disagrees with this claim, but we do
believe that data gathering is an area worthy of improvement, and that we should
reconsider what is the best approach to gather data and information on chemicals.

In order to do this, Congress should look at how EPA currently implements TSCA
and consider how the program could be enhanced. For example, under TSCA Section
4, EPA has broad authority to issue rules requiring testing of existing chemicals.
SOCMA believes that EPA’s use of this authority needs to be examined. We question
whether it has been implemented to its full potential. EPA also may be able to collect
more data on new chemicals — for example, on exposures to children — through the
Section 5 Premanufacture (PMN) program as it has with existing chemicals under the
amended Inventory Update Rule (IUR).

Before amending TSCA to create new obligations for EPA, Congress should also explore
where EPA can better leverage activities going on outside of the TSCA program, whether
occurring under other federal agencies like FDA, or abroad. For example, companies are
embarking a massive project to generate standardized test data for the European REACH
program. Through collaborative data sharing efforts, EPA should be able to take
advantage of the work done for that program, just as other countries can leverage the
work conducted here. Why would the United States want to duplicate testing that is
already being conducted? A collaborative approach should be promoted by
Congress.

This leads me to the Chemical Assessment and Management Program (ChAMP), the
voluntary program to which the United States committed in 2007, along with Canada and
Mexico, under the Security and Prosperity Partnership (SPP). Through this program,
EPA is prioritizing chemicals by hazard and risk in order to systematically decide what
further action may or may not be required. EPA is already well down the path of
implementing this program. SOCMA believes that ChAMP is an especially worthy
approach to collecting data and should be allowed to continue.

ChAMP is also addressing the TSCA Inventory. EPA has initiated action to reset the
TSCA inventory to more accurately identify chemicals currently in commerce. Many
people do not realize that, at any given time, significantly fewer than the roughly 80,000
chemicals currently on the inventory are likely to actually be in commerce in the United
States. For example, the last Inventory Update Rule (IUR) reported 6,200 chemicals in
commerce during 2005. We note that this excludes exemptions such as polymers, R & D
chemicals and chemicals manufactured under 25,000 Ibs/year. Nevertheless, this
important fact is conveniently ignored by those who try to show that TSCA is inadequate,
who claim that the inventory reflects the number of chemicals in commerce, and then
compare that number to the number of existing chemicals that have been studied by EPA
under Section 4, Section 8(d) or otherwise.
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In closing, SOCMA has pointed out several main areas of TSCA that are being enhanced,
and we would urge you to focus your current inquiry on how to better implement existing
authorities and activities. SOCMA believes that TSCA will not require a complete
overhaul, but could be enhanced to meet new challenges. A rigid approach like Europe’s
REACh is unnecessary and unwise. In order to tackle the chemical assessment
challenges we face in an even more challenging economy, we should maintain a science
based framework, fully implement existing authorities, and maximize programmatic and
collaborative efforts like ChRAMP. Lastly, the TSCA program will need to be adequately
funded and provided with resources to accomplish its mission of protecting human health
and the environment. Thank you, and 1 would be happy to answer any questions you
have.
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Mr. RUusH. Mr. Drevna.

TESTIMONY OF CHARLES T. DREVNA

Mr. DREVNA. Chairman Rush, Ranking Member Radanovich and
the rest of the subcommittee, thanks for having us here. My name
is Charlie Drevna. I am president of NPRA, the National Petro-
chemical & Refiners Association. Our member companies produce
the basic chemicals that are the building blocks of the thousands
of finished products that help make our lives simpler and safer.
NPRA welcomes the opportunity to provide its perspective on the
Toxic Substances Control Act, which is one of the key laws that can
directly affect the marketplace, both for chemicals and for finished
products.

Congress enacted TSCA in 1976 as an effort to categorize and
evaluate the risk that chemicals may pose to humans and the envi-
ronment. NPRA believes that the intent of Congress in crafting the
statute was to construct a scientifically based chemical risk man-
agement program that was protective of human health and the en-
vironment while also allowing the development of products that
will enhance health, safety and the environment. NPRA fully un-
derstands the committee’s desire to examine TSCA’s implementa-
tion and where necessary make the appropriate modifications to
the statute to ensure that its goals and objectives are realized.

We live in an era where global competition and rapid technologic
change now unfortunately coupled with a debilitating financial cri-
sis are calling into question the business and political foundations
upon which our prosperity has rested for decades. NPRA believes
we must ensure the overarching goals of TSCA are achieved while
at the same time promoting innovation in creating life-saving or
-enhancing products, promoting economic growth and strength-
ening American competitiveness in the global marketplace. We are
confident that these goals are complementary, not mutually exclu-
sive, as some would say, and NPRA pledges to work with Congress
and with all stakeholders to ensure the desired outcome.

Recently, several groups have called for a substantial overhaul of
TSCA to make it more like the system recently adopted in Europe,
otherwise known as REACH. While I agree that we could all ben-
efit by first reviewing and then perhaps reforming TSCA and up-
dating certain sections, I do not believe that a wholesale rewrite is
necessary, especially given the fact that systems like REACH are
largely new and untested. We have not yet begun to see what the
impact of REACH will have on chemicals management in the E.U.
or its effect on a European economy. My written testimony further
elaborates on this point.

NPRA believes that a more pragmatic approach to TSCA reform
will result in a better chemicals management system and still
achieve the original intent of Congress. Key areas to explore while
examining TSCA reform include information sharing, information
collection and use, and a statutory recognition of EPA’s own best
practices and timelines for action. For example, EPA could share
confidential business information with other types of government
officials, both domestic and foreign, as long as that information is
afforded the same level of protection required of EPA. NPRA would
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not object to changes in the statute that would allow for better in-
formation sharing.

Another area that could be updated is how EPA collects informa-
tion and prioritizes future work. Under TSCA, EPA is given the au-
thority to collect information on the hazards, potential exposures
and risks of chemicals. However, the statute does not mandate that
the information be collected in any particular order nor does it re-
quire EPA to collect and disseminate the information in a timely
manner. In addition, test rules could be updated to reflect EPA’s
own best practices and specific timelines for action. Test rules
could also institutionalize a tiered, targeted and risk-based ap-
proach, which has proven over time to be the most effective and ef-
ficient chemicals policy.

NPRA urges this subcommittee to consider the approaches used
by Canada and the United States under the Security and Pros-
perity Management Program, otherwise known as ChAMP, and at
EPA it is also undertaking and making significant progress. This
innovative program should be afforded the opportunity to work and
produce the desired results.

The last area I would like to address is EPA resources for TSCA
implementation. While many say the statute is flawed or outdated,
I contend that a lack of sufficient funding has been every bit as big
a problem as any challenge imposed by statutory language. EPA
must be given the resources to appropriately manage chemicals in
commerce.

In conclusion, I believe that if we take a careful, thorough look
at TSCA and the history of its implementation along with the fund-
ing requirements associated with this kind of complex and tech-
nical work, we will find a strong statutory framework. I think if we
work together as stakeholders in a transparent process and give
this effort the time and thought that it deserves, we will end up
in this Nation with a chemicals management system that is unpar-
alleled. I thank you for your attention and the opportunity to be
here today and look forward to your questions.

[The prepared statement of Mr. Drevna follows:]
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Chairman Rush, Ranking Member Radanovich, and members of the Commerce, Trade and
Consumer Protection Subcommittee, NPRA, the National Petrochemical & Refiners Association,
appreciates the opportunity to present its views on “Revisiting the Toxic Substances Control Act
0f 1976.” T am Charlie Drevna, NPRA’s President.

My testimony today will describe the unique role of the petrochemical manufacturing sector
in our nation’s economy. In addition, I will share with you how three decades of science-based,
chemical risk management regulation in the United States have resulted in the development,
marketing and use of hundreds of millions of consumer products derived from petrochemicals in
a manner that is safe for consumers, protective of public health, and good for the environment.

As you may know, NPRA is a national trade association with over 450 members, including
those who own or operate virtually all U.S. refining capacity, as well as most of the nation’s
petrochemical manufacturers with processes similar to those of refiners. The products of NPRA
member companies are the building blocks for thousands of finished products that help make all
of our lives simpler and safer.

I. Introduction

NPRA understands the Subcommittee’s desire to examine the implementation of the Toxic
Substance Control Act (TSCA) and, where necessary, make the appropriate modifications to the
statute to ensure that its important goals and objectives are realized. NPRA supports this desire
and looks forward to working with the Subcommittee on this examination. We consider the
current federal chemicals regulatory framework to be a solid “foundation” for protecting the
health of our customers and the environment, while simultancously allowing for the development

of products to enhance health, safety and the environment. NPRA and our member companies
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support responsibly updating our chemicals risk management regulatory framework to recognize
marketplace and scientific developments over the last several years.

We believe that the above statements are complementary, not contradictory, and that by
working together, sharing information, and appropriating the necessary resources, the task will
be much less cumbersome and much more effective.

1. The U.S. Economy Depends on a Reliable Supply of Materials for Manufacturing

Petrochemicals and their first and second derivatives are the fundamental building blocks that
have enabled the United States to continue its position as an economic world power.
Petrochemicals are used throughout the world of organic chemistry, from fundamental research
in universities and government laboratories, to the commercial chemistries of specialty chemical
producers. With few exceptions, the products of organic chemistry affect every finished good
that is manufactured in the United States or imported into this country -- whether as a raw
material, processing agent or performance additive. From aspirin to asphalt, cosmetics to
computers, seatbelts to soap, and umbrellas to zip-lock bags; these products would not be
possible without petrochemical derivatives and performance additives made from petrochemical
feedstocks. Without petrochemicals and their uses in other manufacturing sectors, our standard
of living would simply not be possible. Our manufacturing and distribution infrastructure
investments over the past decades have provided the entire U.S. manufacturing community with
a consistent and abundant supply of raw materials.

1.  The Science of Chemistry: Chemicals are Fundamental

As previously stated, chemistry affects most, if not all, manufacturing in one form or another.

Like all manufacturing processes, chemistry is bound by the laws of physics and nature. These

physical laws place restrictions on what can and cannot be done when trying to make a chemical
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compound. For instance, a molecule (i.e., a chemical) is made up of atoms (e.g., sodium, carbon,
chlorine, etc.) that are in specific locations or positions on the molecule. In organic chemistry
the goal is to take the atoms from one molecule and move them to locations on another, different
molecule so that the target molecule takes on a specific function or behavior.

The laws of physics dictate if, how and when those atoms can be moved. To achieve certain
critical structural changes, reactive chemicals must be used, and many are by their very nature
hazardous, e.g., toxic, flammable, explosive, etc. In light of these constraints, scientists seeking
to achieve certain chemical changes are left with few alternatives. Where hazardous chemicals
are used, they are regulated by EPA, CPSC, OSHA, DOT and others, and appropriately managed
by professional chemists in universities, government and industry.

The fact of the matter is that scientists cannot produce the materials that make our standard of
living possible without using very specific chemicals. The production of medicine is illustrative
of this point. Producing medicine often requires multiple steps. Each step in the process
carefully moves atoms from one molecule to locations on another molecule. Eventually, the
scientist will obtain the desired chemical that performs a precise medicinal function. The
movement of these atoms, from one molecule to another, is a chemical reaction and can only
take place using certain materials and conditions. The chlorine atom, for instance, when located
on a specific part of a molecule, allows these steps (reactions) to take place. One common
misconception, though, is that any chlorine atom will do. That is not the case. Chlorine atoms
take on different behaviors, or physical properties, depending on the specific atoms to which they
are attached.

For instance, common table salt consists of the sodium (Na) and chlorine (Cl) atoms, which

make up the chemical sodium chloride (NaCl). The chlorine atom used to make medicine,

Figure 1:
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however, often comes from phosgene (COCI2) or phosphorous trichloride (PC13). Phosgene, for
example, has one carbon atom bonded to one oxygen atom and two chlorine atoms (see Figure
1), giving the chlorine atoms in phosgene very specific characteristics that are quite different
from the chlorine found in table salt. The very specific nature of the chlorine atom in phosgene
is critical to its fundamental role in pharmaceutical manufacturing, and minimizes the formation
of unwanted, potentially toxic by-products that would otherwise contaminate the medicine. The
complex chemistry associated with making medicine has well-defined physical boundaries and
requires the use of reactive and toxic chemicals.

IV.  Chemical Risk Management is an Essential Part of Doing Business.

Knowing that some chemicals can be reactive and toxic, vigorous protection of human health
and the environment is imperative and requires appropriate chemical risk management. Even
though most chemicals in commerce are used in industrial applications and never come in
contact with the general public, there is a fundamental need to appropriately manage the risks of
all chemicals throughout their lifecycles.

Like manufacturing, chemical risk management has also evolved over time. Shortly after
creating the U.S. Environmental Protection Agency (EPA) in 1970, Congress realized the need to
give EPA broad authority to protect human health and the environment. Congress enacted
specific statutes focused on specific environmental media, (air, land and water) and crafted the
Toxic Substances Control Act (TSCA) to focus on the production and distribution of chemicals
sold in commerce.

To assure compliance with the wide range of environmental and occupational safety laws and
regulations, many chemical manufacturing companies, including NPRA members, have created

and maintained environmental, health and safety (EH&S) departments to help fulfill their
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obligations under the law. EH&S departments of petrochemical manufacturers quickly
concluded that, if approached in a well-organized, systematic manner, compliance with these
statutory and regulatory requirements would be less difficult. The collective experience of
EH&S professionals world-wide has led to the current evolution in industrial chemical risk
management. This approach has gone beyond the petrochemical industry as the practice had
been adopted by most other major manufacturing sectors, such as electronics, aerospace,
automotive and consumer products.

V. Chemical Risk Management Must Be Appropriate For The Situation and Based on
Sound Science

Effective chemical risk management strives for the balance between doing nothing -- which
is unacceptable -- and zero risk tolerance -- which is neither feasible, sustainable nor desirable.
Prior to the 1970s, society had little concern about industrial chemicals, primarily because it was
assumed that the general public would never come into contact with these types of materials.
Over time we have learned that certain industrial chemicals can be released during manufacture,
use or disposal; in other words, at any point in their life cycle. Thus began a more
comprehensive approach to chemical risk assessment and risk management.

When Congress enacted TSCA, its intent was to provide EPA with broad authority to
regulate chemicals in commerce. However, it was also the intent of Congress to provide a series
of checks-and-balances so that regulatory decisions made under TSCA were scientifically and
economically sound. TSCA charges EPA with the collection of existing health and hazard
characterization information on all chemicals in commerce today, authorizes EPA to require
chemical manufacturers to generate new information on these chemicals, requires manufacturers

to report to EPA accounts of previously undetected hazards and risks, and requires both EPA and
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the manufacturers to manage known risks posed by certain chemicals. The statute also provides
the Agency with an opportunity to review new chemicals prior to their introduction into
commerce.

While TCSA imposes on EPA the duty to protect workers and consumers, as well as the
environment, there are provisions in the statute that reduce the likelihood of arbitrary or counter-
productive decisions. For example, before EPA can require a company to conduct a costly and
intensive toxicity test using laboratqry animals, it must first have a sound basis for requiring the
production of this information. The Agency must find that the substance at issue may pose a risk
or is used in such a way that there may be a potential for substantial exposure to the chemical to
workers or the public. Requiring these findings prior to issuing an order to conduct testing
ensures that the information collected by EPA is necessary for the protection of the public and
the environment. It also sets the framework for a scientifically and economically sound
approach to chemicals management that is tiered, targeted and risk-based.

‘When EPA does find that a chemical presents, or will present, an unreasonable risk, TSCA
provides the Agency with very broad authority to take action to reduce the risk. EPA can require
a company to communicate the risk in a specific manner, place restrictions on how a chemical is
used, ban certain uses and even ban the chemical from the marketplace altogether. Because
Congress gave the Agency such broad authority, it also felt the need to ensure that the Executive
Branch fully understood the potential consequences of its actions. TSCA requires that EPA fully
explore various options to manage the risk, from scientific, economic and social perspectives,
because restrictions and bans can cause far-reaching disruption in the marketplace, including the

availability of essential goods.
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Congress took great care in writing TSCA to assure the protection of individuals and the
environment, while simultaneously preventing the stifling of innovation and the vast benefits that
come with economic prosperity.

VI.  Regulatory Chemical Risk Management has Evelved in the United States

To fully appreciate the evolution of regulatory chemical risk management in the United
States, it is important to look at TSCA in its entirety and resist focusing on individual sections.
The first question that could be asked is why a distinction was made between existing and new
chemicals. (This distinction was not only made in the United States; in fact, it was made by all
nations and regions that established chemical regulation laws in the 1970s.) As enacted, Section
8 of TSCA required EPA to establish an inventory of chemicals that already existed in commerce
and promulgate regulations that required companies to update the health and safety information
on those chemicals periodically. This was to provide a baseline of information that enabled the
Agency to know what chemicals were in the marketplace and in what amounts. Requiring EPA
to conduct risk assessments on the existing chemicals all at once was simply not feasible or cost-
effective because many of the chemicals on the TSCA Inventory were industrial intermediates
used only to make other chemicals in closed systems and under tightly controlled industrial
environments (i.e., the public would never be exposcd to those chemicals). Instead, Congress
added provisions to Section 8 that required companies to keep records of alleged significant
adverse reactions to any chemical and to report any known substantial risk immediately to the
Agency. Congress provided EPA with additional authority under Section 8 to collect existing
information related to hazards and exposures, even if the risks were not fully characterized.

If EPA determined that the existing hazard and exposure information was insufficient to

adequately determine a chemical’s risk, then Congress intended for the information collected
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under Section 8 actions to be used by the Agency to justify requiring companies to conduct
additional testing and submit the studies to EPA under TSCA Section 4. Section 4 of TSCA
gives EPA authority to require companies to conduct specific laboratory tests to augment the
Agency’s risk assessment and risk management activities. Once EPA had sufficient information,
if it determined that the chemical posed an unreasonable risk, the Agency could take action under
TSCA Section 6, which gives EPA very broad authority to take risk management actions, such as
restricting the use of a substance, requiring specific protective measures or even an outright ban
of a material. The caveat, however, is that EPA would have to fully consider the consequences
of its proposed actions, due to potential disruption in the marketplace.

This approach to chemical risk management is straight-forward and makes sense. However,
the implementation phase has not always been so easy. Over the years, EPA has faced
conflicting pressures -- from activists on the one hand, who have wanted EPA to quickly
determine the risks of all chemicals in commerce and take immediate action on those that are
found to present risks, and from the regulated community on the other, which has expressed
concemns about the aggregate costs and cost-efficiency of an overzealous regulatory testing
program. To find a balance between the two interests and maintain a workable and scientifically
sound regulatory scheme, EPA has pursued a tiered, targeted and risk-based approach to
chemicals management. Resources and testing are focused on those chemicals with the greatest
potential to cause harm to the most people. The Agency first implemented this regulatory
concept, in the late 1970s and carly 1980s, in the area of new chemicals, which EPA is required

to review before they enter into commerce.
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TSCA responsibly addresses the issue of new hazard data for chemicals that companies wish
to sell into commerce for good reason.' In the absence of measured data, EPA devised a more
efficient and effective way to quickly review a chemical and decide whether or not the chemical
could pose an unreasonable risk, or if the Agency needed more information to make a sound
judgment. Due to the broad authority given to EPA, the Agency proposed that companies would
submit processing and use-related information on a form, the pre-manufacture notification
(PMN), which would allow agency technical staff to estimate the concentrations to which people
could be exposed. If the estimates indicate a potential for significant exposures, EPA then has
the authority to restrict certain processes and uses until more hazard information is developed to
allow for a more adequate risk characterization. Over time and with the advent of computers, the
Agency has been able to develop software models to assist in conservatively estimating
concentrations of chemicals to which people could be exposed.

In addition to new ways of obtaining potential exposure information, EPA determined that it
was able to enter into enforceable consent agreements with companies, where the manufacturer
and the Agency would agree to an appropriate battery of tests to further characterize a chemical’s
hazards. This hazard information would provide greater clarity on the chemical’s risk to the
general public and the environment. EPA has been quite successful in securing the cooperation
of companies for the submission of hazard information because it was not cost-effective for a
company, under a threat of processing or use restrictions, to adjudicate the matter in court. In
addition, companies that wanted to submit more new chemicals did not want to create a negative

image with the Agency that would be reviewing those new chemicals. Also, EPA chose the

! The intent of Congress was to preserve the high degree of innovation in this country and not significantly raise
barriers of entry into the marketplace, especially for small businesses. It can be readily observed that regions
requiring testing before a chemical can be sold into commerce do not have nearly as many new chemicals
introduced into their regional markets, including new and often safer chemicals that enhance human health and
environmental protection, as do those regions that do not require testing.

10
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reasonable and workable approach to ask for testing in a tiered and targeted manner, which used
exposure information to help determine which tests would be appropriate.

EPA has been successful in obtaining hazard and exposure information for new chemicals.
During the nearly three decades of chemical reviews, Agency technical staff noticed that the
hazard information revealed patterns that could be associated with certain chemicals’ molecular
structures. Scientists in the field of chemistry already knew that certain physical and chemical
properties could be ascertained according to a chemical’s molecular structure. (This is really
what chemistry is all about: predicting the way that molecules behave.) It was reasonable for
Agency scientists to assume that structure-activity relationships (SAR) would hold true for
chemical reactions taking place inside the body. However, even to this day, the chemical
reactions taking place inside the body are not nearly as well-understood as reactions taking place
in a test tube, where most variables can be recognized and controlled.

EPA technical reviewers understood that predicting chemical reactions inside the body -- the
basis upon which the field of toxicology is based -- was in its infancy (and still is when
compared to other natural sciences). The question then became: to achieve protection of
consumers and the environment, how accurate does EPA have to be when characterizing the
hazards of chemicals? If the Agency took a conservative approach sufficient to protect from
unreasonable risks, then the need for scientific certainty would be diminished accordingly.
Conservative approaches use default assumptions, which usually overestimate conditions and
employ protective safety factors. This is why EPA began estimating ranges of toxicity, versus
trying to characterize certain endpoints with exactitude.

Both a June 2005 and January 2009 GAO report to Congress on TSCA questioned the

accuracy of the long-standing models used by EPA to review new chemicals. They failed to

11
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note, however, that the protectiveness of the models is sufficient to achieve their risk assessment
and risk management objectives. With an ever-increasing amount of data from testing programs
and consent agreements under the new chemicals program and existing chemicals program, EPA
has plenty of data to refine its models. Patience is needed, however, because this is not and
should not b;: an overnight process.

The ficld of toxicology is still evolving and the discipline should be afforded the same time
that it took other natural sciences to develop. The constant demand by some that EPA should do
everything at an unreasonably rapid pace, like what will be done under the new European
chemicals policy, is premature and may inhibit the natural evolution of toxicology as a science.
It may also lead to some errant decision-making.

VII. EPA has Faced Challenges When Implementing TSCA, but Has Met Those
Challenges.

While proponents of a dramatic overhaul to domestic chemicals policy have pointed out that
TSCA prevents EPA from carrying out its duties, NPRA believes that the challenges with TSCA
implementation are more due to grossly inadequate funding, outside pressure that results in hasty
regulation and the sequence in which the TSCA tools have been implemented. A thorough and
careful review of the Federal Register and associated dockets reveals tha; in some early risk
management actions, EPA did not, or was not able to do as thorough a job as was necessary. A
review of opinions from related court cases over the years readily affirms this situation,

That is not to say NPRA believes that EPA has not been doing its job well; on the contrary,
when TSCA was passed, chemical risk management was in its infancy, as were certain aspects of
the fields of toxicology, exposure assessment and chemical risk assessment. NPRA belicves that

EPA has been able to successfully develop ways to achieve the objectives and goals of TSCA,

12
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while allowing innovation to foster in the marketplace. In NPRA’s opinion, the main factors
contributing to EPA’s difficulties in implementing TSCA are due more to its choices in the
timing and sequence of Section 4 test rules, and over-reaching bans of uses in Section 6 risk
management actions, versus challenges posed by the statute.

Many proponents of TSCA reform point to one specific case (Corrosion Proof Fittings v.
EPA, 947 F.2d 1201 (5th Cir. 1991)) as proof that TSCA does not provide EPA sufficient
authority to manage risks. EPA was challenged in court because there was a critical need for
asbestos in this particular use (brake linings), no suitable alternatives for asbestos existed in this
application and the Agency did not explore other ways to manage the risk. Just reading the
opinion of the Court of Appeals for the Fifth Circuit, which is clearly written, shows where EPA
could have maximized their chances for success in regulating certain uses of asbestos. If EPA
had taken the appropriate approach towards the risk management of asbestos — concentrating
resources first on those uses that could result in the highest concentrations of airborne particles
and where alternatives could be used ~ they would have been in a significantly better position to
win this case. Instead, the Agency tried to ban a critical use of the substance where there were
no readily available substitutes. Further, EPA did not evaluate other risk management
approaches short of a ban. NPRA is convinced that this is the major factor in why the rule was
successfully challenged in court rather than being indicative of a TSCA shortcoming. NPRA
believes that trying to ban most uses of a substance with readily demonstrable benefits,
especially public health or life-saving benefits, is and should be laborious for the Agency.

The Agency’s difficulties in promulgating test rules have been due less to TSCA statutory
problems than to decisions made by EPA on timing and sequence. In most cases, if the Agency

had chosen to collect use and exposure information under Section 8 first, then reviewed the
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available information, especially pertaining to uses and potential cxposures, the Agency would
not have faced the challenges that it had faced early on when attempting to promulgate test rules.
Since EPA will now be collecting use and exposure information as part of the Inventory updates
from industry, in addition to its use of information collections under other parts of Section 8,
issues surrounding the promulgation of Section 4 test rules should begin to diminish.

After these early experiences in court, EPA has been reluctant to attempt Section 6 and
Section 4 actions. The Agency has stated that the findings for actions under these particular
sections are difficult to make. EPA has recently used its Section 8 authority, however, to
successfully collect the necessary use and exposure information to justify more Section 4 test
rules on the remainder of the high production volume chemicals that have not been voluntarily
tested by industry. The first Section 4 test rule was successfully promulgated several years ago
and the Agency plans to finalize another test rule within the next several months.”

Regarding Section 6, EPA has used collaborative partnerships and stewardship programs to
provide manufacturers along the supply chain with opportunities to voluntarily discontinue
certain products. All cases where the Agency has taken the collaborative approach have resulted
in demonstrable success (e.g., withdrawal of the substance from commerce or a specific
timeframe for withdrawal). In addition, EPA typically follows up with a Section § Significant
New Use Rule, which authorizes the Agency to require companies to submit notifications
{(similar to PMNs) when a company wants to reintroduce the existing chemical back into the
marketplace. EPA considers Section 5 to be an effective risk management tool for existing

chemicals as well as new chemicals.

2 The first HPV test rule was not challenged in court by any chemical company, primarily because EPA collaborated
with industry and did its homework to make the appropriate exposure findings.

14
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In addition to the authorities provided under TSCA, EPA has found that collaboration with
multiple stakeholders is probably the most workable and efficient use of its resources when
assessing and managing the risks of chemicals. The collaborative approach was put to the test in
a dramatic way in the late 1990s, when the High Production Volume Chemical Challenge (HPV
Challenge) was created. EPA asked chemical companies to voluntarily provide a base set of
hazard and environmental fate information for all chemicals manufactured or imported at greater
than 1 million pounds per year in aggregate. The chemical industry stepped up and sponsored
over 2,150 chemicals, either in the U.S. HPV Challenge program or the Organization for
Economic Cooperation and Development (OECD) HPV Programme. The HPV Challenge has
resulted in more publicly available hazard data, in a timelier manner, than any other program in
the world, regulatory or otherwise. For the remainder of chemicals, which were not sponsored,
EPA has begun promulgating Section 8 data call-ins and Section 4 test rules and will continue to
do so until all HPV chemicals are characterized for hazard, exposure and risk.

Building upon the success of the HPV Challenge and coordinating with its colleagues in
Canada, EPA has committed to conducting hazard and risk characterizations on all HPVs and
moderate volume chemicals (MPVs) in commerce as part of the U.S. government commitment to
the Security & Prosperity Partnership of North America.” The name for this initiative is the
Chemical Assessment and Management Program (ChAMP). Under ChAMP, EPA will be able
to prioritize risk assessment and risk management activities for chemicals in a more transparent

and expeditious manner than ever before.

* MPVs are described as chemicals manufactured or imported at quantities between 25,000 pounds and 1,000,000
pounds per year in aggregate, Most chemicals below the 25,000 pound per year threshold are primarily research and
development chemicals and certain fine chemicals, both of which are typically used in tightly controlled industrial
environments.
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There have been calls from some groups to completely overhaul domestic chemicals policy

and follow the European approach to chemicals management. The European Union has just

started to implement new legislation -- Registration, Evaluation and Authorization of Chemicals

(REACH) -- which dramatically overhauls its chemicals policy. It calls for extensive animal and

other testing on chemicals, based solely on the quantities at which they are manufactured or

imported. There are many misconceptions about REACH that must be examined and resolved,

such as:

.

Assertion: REACH relieves the government of the burden of chemical safety and
places it on industry.

Reality: REACH only increases the burden on industry. It does not reduce the
burden on government. No government authority is going to receive a chemical
dossier from industry and take it at face value. Rather, the government authority will
conduct its own risk assessment, based on available information, and render its own
decisions, risk-based or not. This will be just as time-consuming and resource-
intensive under REACH as it is under TSCA. A careful reading of the REACH
statute shows that the authorities must fully evaluate socio-economic considerations
before proposing a restriction or ban, much like what EPA has to do under Section 6
of TSCA. It is only in the decision-making criteria that the two approaches diverge.
Decisions in the U.S. must be based on sound science and full information, while
decisions in the EU can be based on partial science and wherever the political winds
are blowing at that time.

Assertion: REACH will spur innovation in safer chemicals.

Reality: Innovation is a function of spending on rescarch and development and ease of
entry into the marketplace. Little more than a decade ago, the EU decided to require
companies to conduct toxicity and environmental fate testing before a chemical could
enter the marketplace, which has inhibited the development of products in Europe that
could enhance health and the environment. This fact can be verified through the
number of new, and usually safer, chemicals introduced into the European marketplace
(around 2,000 over the past ten years), versus the number of new chemicals introduced
in the U.S. (between 1,200 and 1,500 per year!). Another compounding factor is that
in business, toxicity and other laboratory testing is considered part of research and
development and typically comes out of the R&D budget. That leaves much less
money for new, and often safer, product development.

Assertion: REACH fully considers animal welfare.
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Reality: No matter what the statutory language reads, REACH will have a
devastating impact on animals. It is disingenuous for the European Commission to
require testing for thousands of chemicals, based solely on volume, and claim that it
has fully considered animal welfare.
o Assertion: REACH is the wave of the future for chemicals policy.
Reality: REACH is a regulatory concept that has never been attempted anywhere in
the world, at any time. It is entirely premature to draw any conclusions about REACH
and it is equally untimely to attempt any comparison between REACH and regulatory
programs that have been in effect for decades.

Pursuit of a program like REACH, taken on with the best of intentions for human health and
safety, could very well impair health and safety by denying critical products entry into the
marketplace. It will place unnecessary burdens on industry that will result a significantly higher
cost of doing business in Europe, inhibiting the development of products to enhance our way of
life. The United States should shy away from moving towards this type of program as it explores
modernizing TSCA.

VIIL. Due to Current Economic Uncertainty, Care Must be Taken When Reforming
Chemicals Policy

NPRA understands the Subcommittee’s desire to examine TSCA’s implementation and,
where necessary, make the appropriate modifications to the statute to ensure that its goals and
objectives are realized. In that same vein, however, we are living in an era where global
competition and rapid technological change—now unfortunately coupled with a debilitating
financial crisis—are calling into question the economic constructs on which our prosperity has
rested for decades. NPRA believes that care must be taken to ensure that the over-arching goals

of TSCA — protecting human health and the environment - are achieved while at the same time

promoting innovation, economic growth and U.S. competitiveness in the global marketplace.
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NPRA is confident that these goals are complementary, not mutually exclusive, and NPRA
pledges to work with Congress and all stakeholders to ensure the desired outcome.
IX.  Conclusion

Chemical risk management has evolved and is continuing to evolve in the United States.
EPA is recognized as a world leader in chemicals policy and its opinion is highly valued in the
international community. A thorough study of the TSCA statute clearly reflects that Congress
has given EPA broad authority to regulate chemicals in commerce. The intent of Congress --
protection of human health and the environment while maintaining an appropriate system of
checks-and-balances -- is also clear in both the statute and the Record.

NPRA believes that current chemicals policy has allowed American businesses to survive in
an increasingly competitive marketplace. NPRA also believes that reform of domestic chemicals
policy will necessarily take time and careful deliberation. NPRA urges Congress to consider an

inclusive, transparent process when crafting language to modernize TSCA.
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Mr. RusH. The Chair thanks all the witnesses. I recognize myself
for 5 minutes for the purposes of questioning the panel.

I would like to ask each one of you on the record the same basic
question that I asked the first panel. Do you believe that TSCA
needs to be reformed? Please answer yes or no beginning with Mr.
Denison.

Mr. DENISON. Yes, I do, Mr. Chairman.

Mr. RUsH. Ms. Gerwin.

Ms. GERWIN. Mr. Chairman, my organization has not taken a
public policy position.

Mr. RusH. Cal Dooley.

Mr. DoOLEY. We support modernization and reform, yes.

Mr. RusH. Mr. DelLisi.

Mr. DELIsI. We support revisiting the statute.

Mr. RusH. Mr. Drevna.

Mr. DREVNA. Mr. Chairman, we support the revisiting, then if
necessary the reform. I think it has to be a stepwise process.

Mr. RusH. Mr. Denison, it sounds to me like there are a lot of
problem with this statute. It looks that way to me. Furthermore,
it sounds to me like these are generally problems that cannot be
fixed by having EPA take a different approach to interpreting the
statute or getting a few more staff. At the same time, others have
suggested that the problem here is not really the statute, that the
problem is EPA’s interpretation of the statute. Now, what do you
believe? Do you believe that the statute really needs to be rewrit-
ten or do you think that changes at the EPA will address all these
problems and concerns?

Mr. DENISON. Mr. Chairman, I believe that the problems with
TSCA are fundamentally structural and inherent to the language
with the addition that legal interpretation of those standards has
made matters even worse and has confounded the Congressional
intent, as evidenced in the original statute. But the problems are
structural in that they require such heavy burdens on the agency
in terms of both resources and evidence that they effectively take
provisions that would work if those burdens were not so high and
make them unworkable. For example, the requirement that EPA
must face to require a company to test a chemical is so onerous in
terms of having to first have evidence that that chemical may pose
a risk in order to require information, the catch-22 that was al-
luded to earlier is in operation. Even if that were not there, the
fact that a rule to require testing has to go through full notice and
comment rulemaking and takes many hundreds of thousands of
dollars to develop and 2 to 10 years to develop means that when
we are dealing with tens of thousands of chemicals, we simply can’t
rely on a system that has that level of burden placed on the agency
and that level of resource required.

Mr. RusH. Ms. Gerwin, you mentioned in your testimony about
the difficulties that your company is facing trying to move toward
using safer chemicals, and I applaud your company’s efforts. You
describe tremendous costs that Kaiser Permanente has taken on in
this effort including hiring your own industrial hygienist and com-
ing up with the testing protocols to test the safety of products and
chemicals that you use. This sounds to me like it is a very large
burden that you have assumed. Are you aware of any other compa-
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nies that are doing similar things? Do you think that a smaller
company would be able to do what you have done?

Ms. GERWIN. It is a significant use of our time and resources to
do the kind of testing that we have done, and I think there are
other organizations that take on some similar tasks. I don’t know
of any that actually go to the lengths that we have gone to for so
long. As I had mentioned in my testimony, we have been doing this
for more than a decade, and I think smaller organizations would
find it to be an extreme burden on their resources to try to do the
kind of work that we are doing. So it is an investment on our part
that we are making in order to achieve the goals that we want to
achieve and it represents an organizational burden of time and re-
sources.

Mr. RUsH. Are you aware of any other companies besides Kaiser,
your company, that are doing similar things?

Ms. GERWIN. I am not aware of any organization that is doing
the amount of testing that we are doing but I know that there are
other organizations and some healthcare organizations that are fo-
cusing on single chemicals or single products.

Mr. RusH. The Chair now recognizes the ranking member for 5
minutes of questioning.

Mr. RADANOVICH. Thank you, Mr. Chairman.

I want to welcome the panel and thank you for being here. I
want to preface the discussion that we have by quoting a New York
Times article that was printed on June 30, 2008, and it is regard-
ing the hyperbole of taking on difficult subjects like this. It starts
out by saying “Need press, repeat, green, sex, toxic, cancer, secret
and fat.” Those are the things that get attention on the press, and
the reason I am saying that is because when you start talking
about, a previous witness mentioned the idea of the shower cur-
tains that were a problem emitting odors and it was later on de-
bunked in total because after they went into and found out that
there was nothing behind the accusation that it could be releasing
as many as 108 volatile chemicals, and this is the scary part about
getting into changes like this. Most people here agree that TSCA
needs to be looked at, but what I don’t want to see is a repeat of
the Consumer Products Safety Act where you end up putting an in-
credible burden on industry, raising their costs in association with
this. So again, you know, this is the red flag that needs to go up
when the consideration of the revision of something like TSCA
needs to happen.

I do have a couple of questions. Mr. Denison, when you men-
tioned on the issue of asbestos, was it TSCA that prevented asbes-
tos from—as I understand the regulations that were being sought
after had failed in court. Wasn’t it shoddy workmanship on the
part of EPA that brought that case to the court that ended up pre-
venting the listing of asbestos?

Mr. DENISON. Congressman, it absolutely was not. EPA spent
more than a decade and millions of dollars developing that regula-
tion. It amassed, as I said, a 45,000-page record of documentation.
What the court found was on several levels that the agency had not
examined every possible alternative to asbestos in every possible
use of asbestos on the market, and if you read that court decision
and the analyses that have been done of it, you find very quickly
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that the amount of work that the agency would have had to have
done to have met the statutory requirements as interpreted by the
courts was simply impossible to reach.

Mr. RADANOVICH. Let me read the court decision. It says, “We
note that of all the asbestos bans, the EPA did the most impressive
job in this area both in conducting its studies and in supporting its
contention that banning asbestos products would save over 102
lives. Were the petitions only questioning the EPA’s decision to ban
fl}"liction products like brake pads, we would be tempted to uphold
the EPA.”

Mr. DENISON. Well, in that particular case, I am not familiar
with that particular passage but I think what they were saying
was that the standard of evidence that was required under the
statute was only met according to the court in that one area. That
doesn’t mean that that is the only area that EPA looked at the
risks or looked at the benefits but that is how high the bar was.

Mr. RADANOVICH. Thank you, Mr. Denison.

One of the other questions, I want to repeat this throughout this
hearing because I think it needs to be a mantra, the previous wit-
ness had mentioned the awful accident in Bhopal, India. I fail to
see any part of TSCA that had anything to do with that accident
or where that law came into it but you bring up these sexy things
that get press and you alarm people and it opens the door to regu-
lations that can be not really done surgically to make a law better
but it brings it in with a meat cleaver and makes a mess out it.
So that is the caution that I want to make, that is, if we move for-
ward in regulation that it works for everybody and it keeps a legiti-
mate, good industry and allows them to continue to thrive.

So with that, Mr. DeLisi, I would like to ask you a question. I
come from the point of view that managing risk is not as simple
as removing risk but rather gets into the business of risk-risk
tradeoffs. Could you please tell me if you agree with this risk-risk
tradeoff concept as it relates to the regulation of chemicals, for ex-
ample, maybe formaldehyde?

Mr. DELIsI. Absolutely. Frankly, I would not want to be a regu-
lator that had to try to make some of these decisions, but when you
replace a chemical, you need to understand completely what the
tradeoffs are and some of the things that have been suggested for
replacement, things like benzene, I mean, if you don’t have benzene
you don’t have Tylenol. So there needs to be a careful study of the
tradeoffs that are being made, things like tires. We all understand
the risks. Tires can explode. I was on the New Jersey Turnpike
yesterday and a truck lost a tire that exploded. We face that every
day. So we all face risk tradeoffs in our lives every day and also
involved in the chemical industry too.

Mr. RADANOVICH. Thank you, sir.

Mr. Chairman, I see that I am over time so I would request one
more round of questioning.

Mr. RusH. The chairman is committed to a second round of ques-
tions for those members who can’t complete their line of ques-
tioning in the 5-minute time.

Mr. RApANOVICH. Thank you so much, Mr. Chairman.

Mr. RusH. The Chair now recognizes Ms. Schakowsky of Illinois.

Ms. ScCHAKOWSKY. Thank you, Mr. Chairman.
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First let me apologize to the panel for not being in the room for
your testimony. I think as Mr. Dooley is well aware, that won’t pre-
vent me from asking questions, even if it should.

Mr. Denison, this is directed to you. Actually, they all are. As we
have heard from several members today, everybody supports the
use of good science I think it is instructive to the committee to be
aware of the recent observations of a committee of the National Re-
search Council. In a 2006 report entitled “Toxicity Testing for the
Assessment of Environmental Agents,” the committee stated,
“TSCA authorizing EPA to review existing chemicals for toxicity
and exposure information on them is typically so incomplete that
it does not support the review process. The basis for establishing
priorities and requiring testing for industrial chemicals in the
United States has not progressed much over the last 20 years.” I
am wondering if you agree with this assessment of the scientific ex-
perts.

Mr. DENISON. Congresswoman, I do very much. I believe the Na-
tional Academy was one of the first to sound the alarm about the
lack of data way back in the mid-1980s and pointed out that TSCA
was failing even then to generate the information needed to base
good scientific decisions about chemicals on and that report that
you alluded to just 2 years ago simply says that we have not made
much progress in the intervening 2 decades in terms of tackling
that basic problem. The Academy has also issued a set of reports
over the last few months on risk assessment as managed by the
Environmental Protection Agency and it has found that there are
major problems with the assumptions that EPA uses and with the
lack of ability for EPA to recognize that people are exposed to mul-
tiple chemicals at the same time, not just one chemical at a time.

So I think the good science mantra that we hear here is abso-
lutely a need that requires TSCA reform because TSCA is not
using the best science, and I think that we have an opportunity
here to bring our chemicals management program into the 21st
century in terms of using the best science out there to drive these
decisions. So the notion that good science is only practiced by in-
dustry somehow or that this is a one-sided issue is not the case.

Ms. ScHAKOWSKY. This all may have come up already in testi-
mony, so were we to do in a perfect world the kind of review that
is necessary, it wouldn’t just be chemical-by-chemical review, we
would also be looking at the cumulative effect and the interactions
as well?

Mr. DENISON. That is right. We are exposed to multiple chemi-
cals from multiple sources all at the same time and yet our assess-
ment methods and our way of going about getting data on chemi-
cals one at a time does not lend itself to elucidating the question,
what is the impact of all of that cumulative and aggregate expo-
sure? So there is a lot of new science going on here that could begin
to answer that question. We need to incorporate that best science
into the way EPA assesses chemicals.

Ms. ScHAKOWSKY. We worked a lot in this subcommittee and
committee on the Consumer Products Safety Commission Improve-
ment Act, and I have hear some suggest that we shouldn’t worry
about levels of a particular chemical in a particular product such
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as phthalates in rubber duckies because it is far too low to have
any impact. How are we to respond to that kind of charge?

Mr. DENISON. Well, it is a very good question. I think the empha-
sis that the associations at this table just made on the need to look
at use of chemicals and making decisions about them I hardly en-
dorse. The problem has been that we have done a very lousy job
as a Nation in understanding what we can be exposed to and how.
The phthalates in plastics, the brominated flame retardants used
in our furniture are all chemicals that for decades we were told
there would be no human exposure to those chemicals. They abso-
lutely would stay put and we would never be exposed to them. We
have found out how wrong those assumptions were. So I think part
of the reason why I call for much more comprehensive information
about chemicals including the use of chemicals, because I agree
that is very important, is because without that information, we
make wrong assumptions that prove wrong only decades later
when essentially the entire human population has been exposed to
those chemicals and we still don’t know what the risks are.

Ms. SCHAKOWSKY. Well, this is a new area of jurisdiction for our
subcommittee that we look very much forward to working on. I
thank all of you for your input and testimony.

Mr. RusH. The Chair now recognizes Mr. Sarbanes.

Mr. SARBANES. Thank you, Mr. Chairman.

Thank you all for your testimony. I am trying to understand how
TSCA is viewed from sort of different quarters, and I imagine there
are some people who would say that it is a joke. If you were just
at lunch with somebody, Mr. Denison, and they said oh, yeah,
TSCA, you know, that regulates chemical safety, would you, well,
that is really kind of a joke or would you say it is an open secret
that it doesn’t really do much, or do you say well, that is a reason-
ably good statute that just needs some upgrading and overhauling?
Just kind of put it in a vernacular for me.

Mr. DENISON. Congressman, I think I would probably aim toward
the middle of the three statements that you made. I think it is
largely an open secret that this policy has not been sufficiently pro-
tected, that EPA has not been able to get the information it needs
and has not been able to act on that information when it does hap-
pen to obtain it. So I don’t know that it is a joke. I think the intent
at the time and the policy statements in TSCA are very solid. The
problem has been that it simply has not delivered on the promises
it made, and I think that is inherent in the statute that has not
been looked at for essentially 3 decades. So we have to go back and
figure out why it didn’t work and fix those structural defects.

Mr. SARBANES. Let me ask you about REACH because a couple
people have alluded to that, some with a sense of alarm, and I
would ask anyone on the panel to speak to this. Is REACH too far,
is that overreaching to go to REACH? I mean, how much of a bur-
den would that really represent? Describe that burden in terms of
there might be an initial period of assimilating the new standards
but presumably over time you can make the gathering of informa-
tion, the presentation of safety data and other things part of the
course of your operations such that it would not be so burdensome.
And I don’t know that REACH is the answer. It just that it has
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been invoked a couple of times as a standard either to be concerned
about or to reach for. So again, anybody can speak to that.

Mr. DELIsI. I would like to make a couple of comments on that.
First, many of the things that have been discussed this morning
and this afternoon are not regulated by TSCA. There was a lot of
discussion this morning about exposure to biocides and insecticides
and things like that, which are regulated under FIFRA, not under
TSCA, and my understanding from my friends in the ag chemical
industry is, there are broad reviews being undertaken on a whole
swath of ag chemicals under the FIFRA statute. There was some
reference this morning to some cleaning products and some con-
sumer goods. I don’t think TSCA was ever envisioned to be in-
volved in that. That is the Consumer Products Safety Commission
and other places where things are reasonably well regulated.

REACH is a significant overreach because of the deadlines and
the way things are put together under REACH and the so-called
substance information exchange forums. When the E.U. proposed
REACH, they expected to have somewhere around 30,000 products
and 300,000 pre-registrations. What they ended up with is 2.5 mil-
lion pre-registrations of 150,000 products. Until the world gets a
chance to see if REACH can work, 3 or 4 years from now we may
all be sitting here saying REACH is an outstandingly good way to
regulate chemicals and be recommending it to Congress and EPA
to look at it, but I think the E.U. needs a chance to test it and see
if it works. There are many of us that believe it is going to have
a substantial detrimental effect on the E.U. economy all the way
up the line.

Mr. DooOLEY. Congressman Sarbanes, I would just encourage the
committee—Stu Eisenstadt has submitted a statement for the
record that deals with REACH and I encourage you to read it. It
includes some of the information that Mr. DeLisi also addressed,
but I would also encourage the committee to look not only at
REACH but look at the Canadian system that they are currently
putting in place because they are somewhat different, and I think
they are instructive in terms of how we think we can be most effec-
tive in modernizing our TSCA system.

One of our concerns about REACH is, is that it doesn’t really em-
brace a prioritization system. You know, we always are going to
have to recognize that, you know, a regulatory agency such as EPA
is going to have limited resources. We ought to be targeting those
resources and focusing our greatest concern on those chemicals
that are chemicals of concern, that might be those that are per-
sistent, that are biocumulative and that we ought to also then have
a prioritization where you are going to require more information
from my member companies when you have these high chemicals
of concern, which REACH doesn’t address effectively. The Cana-
dian system takes a much different approach where they have ana-
lyzed about 23,000 different chemicals. They identified 4,000 or so
that we ought to be focusing most of our attention on. When we
are talking about modernizing TSCA, we think that has to be one
of the fundamental components of it. You know, let us set up a sys-
tem where we are providing more information and data out there.
Let us identify those chemicals which we should be most concerned
with in terms of the health risks. Let us ensure that EPA has the
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resources and the ability to make a safety assessment of those
chemicals that are going into the marketplace because ultimately,
you know, my manufacturers, my companies want to ensure that
Kaiser has the confidence in the products that they are using and
they are going to have the confidence when they are assuring that
the private sector is providing the right information and EPA and
the regulatory process is doing the appropriate science-based as-
sessment of the safety of those products.

Mr. SARBANES. Thank you.

Mr. DENISON. Could I briefly address that, Congressman?

Ms. SCHAKOWSKY [Presiding]. Yes.

Mr. DENISON. REACH is a reality. It is in place and it changes
the dynamic of many of the issues we are talking about as we look
at TSCA reform. So most of the chemical industry is global in na-
ture and many of the companies represented by the associations at
this table do business in Europe. They are already going to have
to comply with REACH. They are going to have to develop the data
that it requires. That makes our lift that much easier. You know,
we don’t have to reinvent the wheel, and I totally agree with Mr.
Dooley, we shouldn’t be out there testing chemicals that have al-
ready been tested in Europe. So I think REACH, regardless of how
good or bad a model people think it is, it changes the entire chem-
ical global economy in a way that has to be recognized and has to
be taken into account in terms of how we think about TSCA re-
form. The idea of getting to all of the chemicals in commerce which
REACH is trying to do I think is fundamentally where we need to
go. How fast we can get there and how we do it and how we
prioritize that, those are all great areas for discussion. But we have
to get to that point.

Ms. SCHAKOWSKY. My friend, Mr. Stearns from Florida.

Mr. STEARNS. Thank you, Madam Chair.

Mr. DelLisi, is it unfair to say that since the World Trade Organi-
zation will make it very tough to ban articles in commerce, if we
ban chemicals in the United States, the manufacturers of those
chemicals in the United States will go somewhere else, but the
products for which the chemicals were made will still wind up
being sold in the United States, and if so, why?

Mr. DELIsI. Basically the United States consumer will look for
the best value they can get, and if you take a chemical out of com-
merce in the United States that produces a product that the con-
sumer wants to buy and they can get the same finished product,
the same finished article from India, China or Korea or anyplace
else, that material will find its way to the United States market
and the United States will have lost the ability to produce that
product and the WTO would make it very difficult to ban the im-
portation of that article as long as there was no exposure to that
particular product.

Mr. STEARNS. Do you want to add to that, Mr. Drevna?

Mr. DREVNA. I would like to add one thing to that and maybe
augment it a bit, and again, you know, I think we are all sitting
at the table, and the first panel, I think we don’t disagree on a lot.
It is how we get there that is the important thing and do it the
right way. But in follow-up to Mr. DeLisi’s comment, if you don’t
make the finished product, if you don’t have the chemical here, you
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are not going to make the finished product here, and if you start
going down the food chain, so to speak, you are not going to have
the building blocks made here either, my members, the petro-
chemical producers. So if we don’t do this right, we will be ceding
our entire manufacturing base to foreign suppliers. So these are
the kinds of things I think that Ranking Member Mr. Radanovich
was speaking about, that whatever we do, let us do it right. From
the industry side here, we are not sitting here saying don’t do any-
thing to TSCA, leave us alone, you have beaten us up over the last
30 years. No, we are not saying that at all. We all have the same
objective, I hope, because if not, we shouldn’t even be here. But let
us make sure we do it right so from Mr. Denison’s side of the table,
and I don’t want to put sides on this thing, that we get to where
he and his group want to go but we still maintain a strong manu-
facturing base and employment in this country. And again, they
are not mutually exclusive.

Mr. STEARNS. Mr. DelLisi, small- and medium-sized companies,
can they do the REACH themselves?

Mr. DEL1sI. It is almost impossible. The setup under REACH, all
the testing work has to be done in so-called substance information
exchange forums, many of which have more than 4,000 or 5,000
members, and so what is happening is that consortia are being
formed to do some of the testing and in many instances the con-
sortia are being controlled by very large European companies and
sometimes they are not allowing U.S. and other producers equal ac-
cess to the data. It is going to be very, very difficult to figure out
how small- and medium-sized companies can survive under
REACH-like requirements.

Mr. STEARNS. Maybe we can talk about, I guess REACH is just
starting in Europe. Can you tell me the laboratory capacity in Eu-
rope maybe after REACH went into effect? Has this allowed the
European chemical manufacturers to innovate with better or safer
chemicals or more carbon emission-friendly efforts like alternative
energy or green energy? What is the status here?

Mr. DELis1. Well, it has been widely published that most, if not
all, the laboratory capacity in Europe is being diverted to REACH
testing requirements, and in fact a lot of the laboratory capacity all
over the world is being diverted to that and so it is not doing other
kinds of things that may or may not have a better result.

Mr. STEARNS. So you are saying basically they are not innovating
and they are not necessarily providing safer chemicals, they are
just complying with all the regulations?

Mr. DELIsI. There is only a limited amount of resource to put
into R&D activities and a lot of it right now is being diverted into
REACH.

Mr. STEARNS. So if that happened in the United States, do you
expect the same thing to happen here that is happening in Europe?

Mr. DELis1I. Undoubtedly.

Mr. STEARNS. Is your contention that the main difference be-
tween REACH and TSCA is not section 6(c) requirements to con-
sider other factors but rather whether sound, high-quality and re-
peatable science underpins the regulation rather than unsubstan-
tiated research or gaps in the data? A very contorted question. The
main difference between REACH and TSCA.
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Mr. DELISI. The main difference between REACH and TSCA is,
there is no grandfathering under REACH and so it requires com-
plete testing data sets to be done on everything that is going to
continue to be in commerce regardless of the inherent hazards or
known on the products. So it is requiring the redoing of an awful
lot of effort that is reasonably well known by industry.

Mr. STEARNS. Mr. Drevna, do you want to comment on that too?

Mr. DREVNA. Well, you know, I only go to say that, you know,
and I will agree with Mr. Denison, if it is already done, why dupli-
cate it, and to force that on every manufacturer in the United
States will cause paralysis.

Mr. STEARNS. Thank you, Madam Chair.

Ms. SCHAKOWSKY. My friend, Ms. Sutton, the Representative
from Ohio, is next.

Ms. SuTTON. Thank you, Chairwoman Schakowsky.

Mr. Denison and all of you, it has been alluded to here today,
and I think that most Americans would be shocked that asbestos
is not currently banned. I think that they would be surprised to
learn that. A week or so ago we had a hearing in another area but
I am noticing a pattern here, and it dealt with the tainted peanut
butter that has resulted in a salmonella outbreak across this coun-
try killing people where I live, and we learned then, or I know be-
cause I knew it because we introduced a bill last year to give the
FDA mandatory recall authority, which people were likewise
shocked to understand that our government didn’t have the author-
ity to recall things when they know that there is a problem, that
it is voluntary, that we expect companies to just do what is in the
best interest of the American public and perhaps sometimes they
live up to that more than others. Certainly some do, some obviously
do not.

And then you come and tell us about the issue of formaldehyde
in plywood, and I just have to get more information about this. You
made a reference to the United States becoming a dumping ground
for unsafe products and you used the example of the plywood com-
ing in from China, plywood that does not even reach standards
that allow it to be utilized in China or Japan or other parts of the
world, but it is coming to the United States. A