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S. 1009, THE CHEMICAL SAFETY
IMPROVEMENT ACT

WEDNESDAY, NOVEMBER 13, 2013

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON ENVIRONMENT AND THE ECONOMY,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 10:18 a.m., in room
2123 of the Rayburn House Office Building, Hon. John Shimkus
(chairman of the subcommittee) presiding.

Members present: Representatives Shimkus, Gingrey, Pitts, Mur-
phy, Latta, Cassidy, McKinley, Bilirakis, Johnson, Tonko, Pallone,
Green, DeGette, Capps, McNerney, Dingell, Barrow, and Waxman
(ex officio).

Staff present: Nick Abraham, Legislative Clerk; Charlotte Baker,
Press Secretary; Jerry Couri, Senior Environmental Policy Advisor;
Brad Grantz, Policy Coordinator, Oversight and Investigations;
David McCarthy, Chief Counsel, Environment and the Economy;
Brandon Mooney, Professional Staff Member; Andrew Powaleny,
Deputy Press Secretary; Chris Sarley, Policy Coordinator, Environ-
ment and the Economy; Jacqueline Cohen, Democratic Senior
Counsel; Greg Dotson, Democratic Staff Director, Energy and Envi-
ronment; and Caitlin Haberman, Democratic Policy Analyst.

Mr. SHIMKUS. I would like to call the hearing to order.

We want to welcome our two Senators. First, I will do—we will
do our opening statements, and then we will give you yours and
then—and we will begin. I recognize myself for 5 minutes.

OPENING STATEMENT OF HON. JOHN SHIMKUS, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF ILLINOIS

Today we hold our fourth hearing of 2013 on the Toxic Substance
Control Act. We welcome our witnesses, including a couple of
former House guys; Senator Vitter and Senator Udall, as well as
Jim Jones, Assistant Administrator of the EPA, and some of the
important stakeholders in this discussion.

Until more recently, TSCA was one of the least understood Fed-
eral environmental laws, but it is one of the most important envi-
ronmental protections laws that we have. It governs chemical sub-
stances, mixtures and articles from the time they are invented, all
the way through the stream of commerce.

Our hearings have been very instructive. They have given us a
chance to dig into the nuts and bolts of this complex body of law.
Among other aspects of the law, we studied approval of new chemi-
cals, regulation of existing chemicals, protection of confidential
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business information, and the value of a seamless integrated U.S.
market for chemicals and products that contain them. We have got-
ten the perspective of learned experts in the practice of TSCA law,
former EP officials experienced in what works and what doesn’t
work in the law’s administration, State environmental control offi-
cials, downstream product manufacturers, and citizen activists.

As we will hear firsthand in just a few minutes, a lot of thought
and hard work has also gone into TSCA on the other side of the
Capitol. Earlier this year, Senator Vitter and the late Senator
Frank Lautenberg, with strong bipartisan support, introduced Sen-
ate Bill 1009, the Chemical Safety Improvement Act. Its reform, if
enacted, will represent the most sweeping set of changes to TSCA
since the Ford administration.

We are eager to learn what aspects of this proposal brought such
a diverse set of supporters together. We hope this administration
and our panel will tell us what they see as the best attributes of
the legislation. We also hope to entertain suggestions on how to
make it better.

Writing legislation as complex and as important as modernizing
TSCA is not easy, but implementing it may be even tougher. Con-
gress can give EPA both the authority and direction to carry out
everything in a new TSCA, but we just can’t assume that the Agen-
cy has the resources to accomplish all of it, nor that they will get
it done in a short period of time of enactment. That is why we need
some guidance from Jim Jones, who manages the chemical regula-
tion for the EPA. Mr. Jones, we hope your help won’t end with to-
day’s hearing. The same goes for stakeholders, and not only the
ones we will hear from today. We need your help in understanding
the real world implications of any legislation we might consider. No
one, whether on this side of the dais or on the witness table, has
all the answers, but that doesn’t mean we don’t need you to give
us all of your input.

And, finally, thanks to all the members of the subcommittee for
your thoughtful work this year on TSCA. Have you noticed that our
hearings have not been debates across the aisle, but rather non-
partisan efforts to understand the current law? At times, I have
learned as much from questions from Mr. Tonko or Ms. DeGette,
and the answers witnesses give them, as I have from my own bril-
liant questions that I have offered.

Let us continue to embrace that same spirit as we begin to ex-
plore whether we can make Federal chemical management policy
better, and allow the United States to lead the global—the globe
in manufacturing smarter public health protection and innovation.

[The prepared statement of Mr. Shimkus follows:]

PREPARED STATEMENT OF HON. JOHN SHIMKUS

Today we hold our fourth hearing of 2013 on the Toxic Substances Control Act.
We welcome our witnesses, including a couple of former House guys, Senators Vitter
and Udall, as well as Jim Jones, Assistant Administrator of EPA, and some of the
important stakeholders in this discussion.

Until more recently, TSCA was one of the least understood Federal environmental
laws, but it is one of our most important environmental protection laws. It governs
chemical substances, mixtures, and articles from the time they are invented all the
way through the stream of commerce. Our hearings have been very instructive.



3

They’ve given us a chance to dig into the nuts and bolts of this complex body of
law.

Among the aspects of the law, we've studied:

e Approval of new chemicals,

e Regulation of existing chemicals,

e Protection of confidential business information, and

e The value of seamless, integrated U.S. market for chemicals and products that

contain them.

We’ve gotten the perspective of:

e Experts in the practice of TSCA law;

e Former EPA officials experienced in what works and what doesn’t work in the

law’s administration;

e State environmental control officials;

e Downstream product manufacturers; and

e Citizen activists.

As we’ll hear first-hand in just a few minutes, a lot of thought and hard work
has also gone into TSCA on the other side of the Capitol. Earlier this year Senator
Vitter and late-Senator Frank Lautenberg with strong bipartisan support intro-
duced S. 1009, the Chemical Safety Improvement Act. Its reforms, if enacted, would
represent the most sweeping set of changes to TSCA since the Ford administration.

We'’re eager to learn what about this proposal brought such a diverse set of sup-
porters together. We hope the administration and our stakeholder panel will tell us
what they see as the best attributes of the legislation. We’re also open to sugges-
tions on how to make it better.

Writing legislation as complex and as important as modernizing TSCA is not easy.
But implementing it may be even tougher. Congress can give EPA both the author-
ity and direction to carry out everything in a new TSCA, but we can’t just assume
that the agency has the resources to accomplish all of it, nor that they’ll get it all
done in a short period of time after enactment.

That’s why we need some guidance from Jim Jones who manages chemical regula-
tion for EPA. And, Mr. Jones, we hope your help won’t end with today’s hearing.

The same goes for stakeholders, and not only the ones we’ll hear from today. We
need your help in understanding the real-world implications of any legislation we
might consider. No one, whether on this side of the dais or at the witness table,
has all the answers, but that does not mean we don’t need you to give us all of your
input.

And, finally, thanks to all the members of this subcommittee for your thoughtful
work this year on TSCA. Have you noticed that our hearings have not been debates
across the aisle, but rather non-partisan efforts to understand current law? At times
I've learned as much from questions by Mr. Tonko or Mrs. DeGette, and the an-
swers witnesses have given him, as I have from my own.

Let’s continue to embrace that same spirit as we begin to explore whether we can
make Federal chemical management policy better and allow the United States to
lead the globe in manufacturing, smarter public health protection, and innovation.

Mr. SHIMKUS. With that, I yield back the balance of my time, and
I yield 5 minutes to Mr. Tonko, the ranking member of the sub-
committee.

OPENING STATEMENT OF HON. PAUL TONKO, A REPRESENTA-
TIVE IN CONGRESS FROM THE STATE OF NEW YORK

Mr. ToNkO. Thank you, Mr. Chair, and good morning. I am
pleased to be here today for this important hearing on the Chem-
ical Safety Improvement Act. It is a pleasure to welcome Senator
Vitter and Senator Udall here to discuss their perspectives on
TSCA, TSCA reform, and report on their ongoing efforts to rec-
oncile the interests of the many constituencies who have a deep
stake in chemical issues. It is not an easy task.

This is our subcommittee’s fourth hearing on TSCA. There seems
to be general agreement by all parties that the current law simply
is not working. Current law does not give the Environmental Pro-
tection Agency the tools or the resources the agency needs to imple-
ment an effective toxic chemical program, but general agreement
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on these observations is no guarantee of agreement on the best way
to address these problems. And it appears we still have some dis-
agreement about which aspects of TSCA are in need of revision.

The public does not have confidence in this law or EPA’s imple-
mentation of it. Industry’s assertion that its products are safe is
simply not good enough. Because the Federal law is ineffective,
States have stepped in to address specific chemical risks. State ac-
tion provides an essential backstop to Federal law, but individual
State actions do not provide a uniform safety guarantee to all of
our citizens, and they do not provide national standards and regu-
latory certainty to industry.

So where do we go from here?

The bipartisan initiative represented by S. 1009 offers us an op-
portunity for broad participation in the effort to reform TSCA, and
that is what we need; broad participation in this effort. Because
chemicals are such a part of our daily lives, we all have a stake
in this effort. This bill does not yet address many of the current
law’s shortcomings. In some respects, it takes us backward by pre-
empting States’ ability to act, for example.

There is no need for a State preemption. If this proposal provides
EPA with the tools to protect all of our citizens, including those
who are the most vulnerable; children and our elderly, there will
be far less call for individual State action, but States should retain
their rights to act in the best interests of their citizens, and to ad-
dress specific State concerns when, indeed, it is necessary.

I am concerned about retaining the unreasonable risk standard
from current law when it has not proven to be a sufficient basis
for Agency action over the past 37 years.

EPA cannot evaluate the potential risk or relative safety of
chemicals without sufficient information. The fact is we still have
many chemicals circulating in commerce for which we have little
health and safety information, and even less about their behavior
in the environment. This problem stems from several weaknesses
in the current law, which this legislation only partially addresses.
We need a Federal chemical law that provides adequate protection
of public health and the environment, and that promotes continued
innovation in our chemical industry.

The Chemical Safety Improvement Act does not yet achieve the
right balance between these important goals, but with additional
work it could. We have a very knowledgeable and experienced
group of individuals here today who will offer constructive sugges-
tions to this subcommittee about how to proceed.

Thank you for being with us this morning. I look forward to
hearing your views on the Chemical Safety Improvement Act, and
your recommendations for creating what needs to be an effective
chemical safety law.

Thank you, and I yield back.

Mr. SHIMKUS. Gentleman yields back his time. The Chair now
seeks anyone need time on the majority side. Seeing none, the
Chair now recognizes the chairman emeritus, Mr. Dingell, for 5
minutes.
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OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI-
GAN

Mr. DINGELL. I thank you for holding this hearing. This is a val-
uable act, and I am much appreciative to you.

We need to know what is going on with regard to TSCA, the
Toxic Substances Control Act. It is long past time to reform this
law. EPA has not been able to tackle even the most dangerous of
chemicals and substances, and we may need to find a way to fix
this problem.

There has been only a few successes of TSCA since it was signed
into law by my good friend from Michigan, former member of this
body, our good friend, President Gerald Ford. During the House
floor debate on TSCA, I was successful in proposing an amendment
to phase out the use of PCBs. That, I think, and six other sub-
stances are about all that TSCA has been able to remove from the
trade.

We are finding out today what kind of negative effects PCBs
have on the food chain, human health, wildlife and water quality.
Frankly, it is very bad, and they remain a part of the chain even
though they have been long removed. My amendment was sup-
ported by industry and by the environmentalists, and was adopted
by a voice vote. Those kinds of things are possible to do, and I
would note that we think that industry and the others who are con-
cerned with these matters can work together, and I hope that this
committee will give them the chance so to do.

The most recent change to TSCA happened only a few years ago
when I was chairman of the committee, and when we passed the
Mercury Export Ban Act. I have here a letter from 2007 penned by
the National Mining Association and Natural Resources Defense
Council, the American Chemistry Council, the Environmental
Council of State, and McLaren Institute in support of that legisla-
tion, and I ask unanimous consent that it be inserted in the record.

Mr. SHIMKUS. Without objection, so ordered.

[The information follows:]
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THE ARERICAN AFSONRDE

October 23, 2007

The Honorable John Dingell

2328 Rayburn House Office Building
U.S. House of Representatives
Washington, DC 20510

Re: HR 1534
Dear Chairman Dingell:

HR 1534, the “Mercury Export Ban Act of 2007”, which bans the export of surplus mercury into
global commerce, was reported out of Subcommittee on August 2, 2007. At that time, a
bipartisan commitment was made to seek resolution of the outstanding concerns regarding the
bill before consideration by the full Committee.

The undersigned organizations have since participated in the ensuing discussions and negotiated
in good faith to produce an amendment to HR 1534 to be offered at full Committee (amendment
dated October 22, 2007 (4:36pm)) which addresses our individual concerns, advances our shared
objective of reducing global mercury pollution, and reflects good public policy.

Specifically, the negotiated version of HR 1534 establishes a practical and workable domestic
framework for sequestering the elemental mercury prohibited from export under the legislation.
To develop this framework, our organizations worked diligently and collectively to reach
consensus, each of us agreeing not to raise related mercury matters which may have prevented a
successful outcome. Therefore we hope the Committee will acknowledge the compromises
made and pass our consensus language without further changes.

In closing, the undersigned organizations support the negotiated version of HR 1534 and urge its
passage.

Sincerely,

Frances G. Beinecke, President R. Steve Brown, Executive Director
Natural Resources Defense Council Environmental Council of States
Jack N, Gerard, President & CEO Arthur E. Dungan, President
American Chemistry Council The Chlorine Institute, Inc.

Kraig R. Naasz, President & CEO
National Mining Association

cc: Members of the Energy and Commerce Committee
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Mr. DINGELL. And I thank you for that.

The reason I suggest this is it shows that we can work together
where there is the will, and your leadership, I hope, will provide
us that necessary requirement.

My point here is that any overhaul of TSCA must include broad
support from industry, environmental and conserver groups. From
the time that we passed the Clean Air Act amendments of 1977,
this committee has held frequent hearings over the next 13 years
until we ultimately passed the Clean Air Act amendments of 1990.
An interesting story about that was, somebody said, Dingell, what
a great thing you did in getting this bill through the House in 13
hours. I said, yes, it only took me 13 years to do it. But the harsh
fact of the matter is these things take a lot of hard work, and a
lot of time and a lot of cooperation.

I think industry and others who have concerns on this, con-
sumers and environmentalists, are willing to work together, and
your leadership, I think, will be of enormous value in achieving
that great goal.

There has been much debate on the—in the Senate about the leg-
islation before us, and I am pleased to see that we have two of our
former colleagues from the Senate over here to discuss these mat-
ters with us. Before supporting any legislation, however, I would
hope that the broad support that we saw from the Mercury Export
Ban in 2007, and for TSCA in 1976, will be available.

I do look forward to today’s hearings, and I commend you, and
I hope that we can find compromises that will gain not just the 218
votes on the House floor, but will come closer to the unanimity that
we have seen on other legislation that has come out of this com-
mittee, including the Clean Air Act, which we passed by an over-
whelming majority with, I think, less than 10 votes against it. So
I hope that we can work together. The task will be difficult. The
problem is very complex, and I think the challenge is great, but I
am hopeful that the members of the committee can pull together
on this, your leadership will be successful, and that we will accom-
plish the great goal of cleaning up the mess that we have on TSCA,
and seeing to it that it works with the other problems that we have
in connection with Clean Air, Superfund and all the other difficul-
ties that we confront.

I thank you for your courtesy to me, Mr. Chairman.

Mr. SHIMKUS. Gentleman yields back his time. Now the Chair
would like—again, wants to welcome our former colleagues from
the House, now U.S. Senators, back to the House side and to the
Energy and Commerce Committee room. This has been an issue
that has been going on for many years, and Senator Vitter and I
sat down 3 years ago, and—when he started working with Senator
Lautenberg on this. So we are glad to have you present, and I
would recognize each of you 5 minutes. That is not a hard time.
And then we will dismiss you and we won’t put you up to questions
from your former colleagues. Who knows what they would ask.

So with that, we would like to recognize Senator David Vitter
from Louisiana for 5 minutes.
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STATEMENTS OF HON. DAVID VITTER, A UNITED STATES SEN-
ATOR FROM THE STATE OF LOUISIANA; AND HON. TOM
UDALL, A UNITED STATES SENATOR FROM THE STATE OF
COLORADO

STATEMENT OF HON. DAVID VITTER

Mr. VITTER. Thank you very much, Chairman Shimkus and
Ranking Member Tonko and all the members for this invitation.
Senator Udall and I are really excited to be here to talk about our
work, particularly over the last few months, to ensure that S. 1009,
the Chemical Safety Improvement Act, which I had the real honor
and pleasure of introducing with Frank Lautenberg, continues to
improve, and ultimately gets us to where we need to be so that fi-
nally, after 37 long years, we modernize and repair the badly-out-
dated Toxic Substances Control Act.

Today’s hearing is a huge step in the right direction, and I know
it is continuing your work, the fourth hearing that you have had
on this important topic, and I am really excited to see your work
and see it dovetail with our work.

The Lautenberg-Vitter Bill, which is currently co-sponsored by a
very bipartisan and politically-diverse quarter of the U.S. Senate,
was the product of extensive negotiations, and I believe it exempli-
fies solid positive bipartisan compromise and good policy. But while
we were putting together the bill initially, certainly, Frank Lauten-
berg and I never thought we had perfect legislation. And so that
is why I have been honored to partner with Senator Udall since
Frank’s passing, to strengthen S. 1009, and we have committed
ourselves to meeting with anyone interested in achieving signifi-
cant bipartisan TSCA reform.

After a long hearing, for instance, in July in our Senate com-
mittee, and countless hours of meetings, we fully recognize the
issues that have been raised, some legitimate, some not, with the
Lautenberg-Vitter Bill. And I think it has made—been made abun-
dantly clear, but I will certainly say it again, and I know Senator
Udall agrees, anyone interested in achieving meaningful bipartisan
compromise to ensure TSCA reform protects all Americans in all 50
States, not just a small segment of the population, or the financial
interests of some particular constituency, anyone who has those in-
terests has a welcome seat at the table. And I am confident that
by working with Senator Udall and interested stakeholders, the
EPA, all of you, other members, co-sponsors of S. 1009 and others,
will achieve a final version that not only enhances business cer-
tainty and creates a strong Federal chemicals management system,
but also sets meaningful deadlines and protects the most vulner-
able among us, effectively screens all active chemicals in commerce,
and guarantees Americans access to private rights of action and
legal remedies, and makes certain that EPA has the tools nec-
essary to ensure the chemicals that we are all exposed to are in-
deed safe.

Now, as I said, anyone interested in a meaningful, substantive
result and bipartisan compromise is welcome to a seat at the table,
but I do want to urge that the Lautenberg-Vitter Bill, which was
the product of a lot of hard work and real compromise itself, is the
core and the foundation that we build from. Frank himself called
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that compromise an historic step that would “fix the flaws with
current law.” Vice President Biden referred to our efforts as a “bi-
partisan breakthrough.” In a statement from Senator Lautenberg’s
widow, Bonnie, she remembered, “Frank told me that this bill
would be bigger and could save more lives than his law to ban
smoking on airplanes.” And in her words, “passage of this bill
would be a wonderful cap to his career and testament to his leg-
acy.”

So S. 1009 is Senator Lautenberg’s legacy bill, and I hope we
work hard to improve it, take up any significant legitimate issue.
We have been doing that through my work with Senator Udall, but
in doing that, I hope we do not go back, quite frankly, to failed pre-
vious efforts that were completely stuck-in-the-mud on partisan
lines. And so, again, I want to urge us to stick to this core as we
improve it and pass it into law.

I would be remiss not to mention the work that went into achiev-
ing this compromise with Frank, because it didn’t happen over-
night, didn’t happen without a lot of work and a lot of give-and-
take from both of us. He was a very talented legislator committed
to making the world a better place. I enjoyed arguing and negoti-
ating and working with him. Frank’s wife, Bonnie, was there to
take pictures the day Frank and I shook hands on the core pivotal
agreement, and again, I am really pleased and honored that Sen-
ator Udall and I have partnered carrying on that work and that
legacy to get it across the finish line.

Again, I want to thank each and every one of you for all of your
work on TSCA, I know it has been ongoing, and specifically for this
hearing as part of that continuing conversation.

Thank you for the invitation.

Mr. SHIMKUS. Thank you. And the Chair now recognizes Senator
Udall. And, sir, you are recognized for 5 minutes.

STATEMENT HON. TOM UDALL

Mr. UpALL. OK. Thank you very much for the invitation to be
here today, and I really in particular want to thank Chairman
Shimkus and also Ranking Member Tonko.

We—Senator Vitter and I both appreciate this opportunity. And
let me just, at the beginning, just say what a pleasure it has been
working with Senator Vinner—Vitter and all of the stakeholders to
try to center-in on something that we think can get through the
Senate, and also I hope will be received over here with some kudos
and applause.

S. 1009, the Chemical Safety Improvement Act, has been the cen-
ter of a lot of debate and discussion in the Senate since its intro-
duction. When I first cosponsored the legislation, I did so for two
reasons; one, I believed the bill addressed some of the key flaws in
TSCA, and that has been noted here. There have been a number
of flaws there. And I was very moved by the spirit of bipartisan
compromise led by Senator Frank Lautenberg and Senator Vitter
in an area where the two parties are often very far apart.

My staff and I and Senator Vitter’s staff have spent many
months since the introduction, working on this legislation and
working with the various stakeholders. S. 1009 is not perfect, and,
as introduced, has some key problems that need to be addressed.
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As Senator Lautenberg’s successor, as chairman of the Senate Sub-
committee on Superfund, Toxics and Environmental Health, I re-
spect the criticism the bill is receiving, and I strongly believe sev-
?rf\l key areas must be addressed for this legislation to be success-
ul.

Chairwoman Boxer held a hearing on this issue earlier this year
which delved into these issues. I applaud this committee for taking
similar action.

I think many of these problems are unintentional, but many in
the environment and health community believe these issues mean
this legislation should not move forward as-is, and given the fact
that we are talking about one of the most ineffective laws on the
books, that is worth noting. I agree that we should not pass S. 1009
as introduced, but I am, and will continue to be, optimistic about
the incredible bipartisan spirit around finding reform and pro-
tecting our families from dangerous chemicals.

As the subcommittee chair, I want to develop and pass legisla-
tion that safeguards our citizens. S. 1009 has a number of strong
elements of needed reform, as well as problems. We can, building
off of that, and that is why I have committed so much time to
working with Senators of both parties to improve this bill so that
it could move forward and be something we can all be proud of.

Through the—through that process, I have come to appreciate
how big a challenge this is. After all, TSCA’s own fatal flaws have
not been fixed in decades. Nevertheless, I believe we are up to the
challenge.

Here are the big three issues with the current Senate bill that
we are working on. Number one, ensuring that the EPA will have
the tools it needs to protect citizens from dangerous chemicals, and
to ensure that EPA will be able to review the known 84,000 chemi-
cals. This means getting the prioritization and deadlines right,
along with specifically protecting vulnerable populations. Second,
we must make sure to protect private rights of action, to hold com-
panies responsible, and ensure they don’t cut corners. As a sub-
committee chair and supporter of justice for victims, it is not my
intent to preempt private claims. That has been stated publicly by
myself and by Senator Vitter. Further changes are absolutely nec-
essary to make this intent clear throughout the bill. And finally,
we must make sure to protect the right of States to safeguard our
citizens.

On that last point, let me take a moment to say to Ranking
Member Waxman and members of the California delegation that
the chair of our committee, Barbara Boxer, has been a tireless ad-
vocate for the State of California and our country. I appreciate the
leadership she has shown to protect citizens from dangerous chemi-
cals, and I believe that California and other States play a critical
role in lifting up health and safety standards for our country.

As this committee proceeds on its own deliberations of how to re-
form TSCA, I would word—urge you to work together as we are
working together, and I am sure you will. I think it would benefit
us all to work together on a bipartisan and bicameral basis. TSCA
has been a failed environmental law for decades. We have a his-
toric opportunity before us. Success is far from certain, but it would
be a shame to waste it.
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And thank you again, Chairman Shimkus. Pleasure to be over
here with my former colleagues, and we look forward, Senator
Vitter and I do, on working with you on this piece of legislation.

Mr. SHIMKUS. I want to thank you both for coming over. We ap-
preciate the efforts you have made so far, and really the bipartisan
approach is going to be critical in moving anything, and we look
forward to working with you as we move through this process. So
thank you again. You are dismissed, and we will then seat our sec-
ond panel.

So, as stated in my opening statement, we would like now to wel-
come and thank you for coming, the Honorable Jim Jones. You
are—he was the Assistant Administrator, Office of Chemical Safety
and Pollution Prevention, with the United States Environmental
Protection Agency.

Sir, you have 5 minutes. We are not hardcore on the time. This
is a very important issue, and we look forward to your opening
statement.

STATEMENT OF JAMES JONES, ASSISTANT ADMINISTRATOR,
OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVEN-
TION, ENVIRONMENTAL PROTECTION AGENCY

Mr. JONES. Good morning, Chairman Shimkus, Ranking Member
Tonko, and other members of the subcommittee.

Thank you for inviting me to—for the opportunity to discuss re-
form of the chemicals management laws of the United States.

I think we all agree on the importance of ensuring that the
chemicals manufactured and used in this country are safe. With
each passing year, the need for TSCA reform grows, and this ad-
ministration believes it is crucial to modernize and strengthen the
Toxic Substances Control Act to provide EPA with the necessary
tools to achieve these goals.

EPA is encouraged by the interest in TSCA reform, indicated by
the introduction of several bills in recent years, the bipartisan dis-
cussions underway, and today’s hearing which marks the fourth in
a series of hearings on TSCA reform before this subcommittee.

Many stakeholders share common principles on how best to im-
prove our chemicals management programs. EPA is committed to
working with each of you and other members of Congress, the envi-
ronmental community, the chemical industry, other stakeholders
and the public to improve and update TSCA.

As you know, chemicals are found in almost everything we use
and consume. While they are essential for our health, wellbeing
and prosperity, it should be equally essential that they are safe.
Compared to 37 years ago when TSCA was passed, we have a
much better understanding of the environmental impacts, path-
ways of exposure and health effects that some chemicals can have,
especially on children and other sensitive populations.

TSCA gives EPA jurisdiction over chemicals manufactured, proc-
essed or distributed in the United States; however, unlike laws ap-
plicable to drugs and pesticides, TSCA does not have a mandatory
program that gives EPA the authority to conduct a review to deter-
mine the safety of existing chemicals. In addition, TSCA places
challenging legal and procedural requirements on EPA before we
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can require the generation and submission of data on the health
and environmental effects of existing chemicals.

While TSCA was an important step forward when it passed in
1976, it has not only fallen behind the industry it was intended to
regulate, it has also proven an inadequate tool for providing the
American public with the protection they rightfully expect from ex-
posure to harmful chemicals. When TSCA was enacted, it grand-
fathered-in, without any evaluation, about 60,000 chemical in com-
merce at the time.

It has also proven challenging to take action to limit or ban
chemicals that have been determined to pose significant health con-
cern. For example, in 1989, after years of study, EPA issued a rule
phasing out most uses of asbestos in products. Yet, in spite of near-
unanimous scientific opinion, a Federal court overturned most of
this action because it found the rules had failed to comply with the
requirements of TSCA. In the past 37 years, the EPA has regulated
only 5 chemicals under Section 6 of TSCA, which gives the EPA the
authority to ban harmful chemicals.

While EPA is committed to using the tools available under
TSCA, we believe it should be updated and strengthened to ensure
that EPA has the appropriate tools to protect the American public
from exposure to harmful chemicals. It is crucial that any updates
to TSCA include certain components.

In September of 2009, the administration announced a set of
principles to help guide the discussion to update and strengthen
TSCA. These include providing the agency with the tools to quickly
and efficiently obtain information from manufacturers that is rel-
evant to determining the safety of chemicals. The EPA also should
have clear authority to assess chemicals against a risk-based safety
standard, and to take risk management actions when chemicals do
not meet the standard.

On April 15, Senators Lautenberg, Vitter and others introduced
S. 1009, the Chemical Safety Improvement Act. While EPA has not
yet developed a formal position on the bill, we offer the following
observations in light of the Agency and the administration prin-
ciples. As stated in the principles, legislation should provide EPA
with authority to establish risk-based safety standards that are
protective of human health and the environment. The EPA should
have clear authority to take risk management actions when chemi-
cals do not meet the safety standard, with flexibility to take into
account a range of consideration, including children’s health, eco-
nomic costs, social benefits and equity concerns. The principles fur-
ther indicate that clear, enforceable and practicable deadlines
should be set for the Agency to review and make decisions on
chemicals, in particular, those that might impact sensitive popu-
lations, and provide a sustained source of funding for implementa-
tion. Administrative requirements should add demonstrable value
to the process beyond existing law and requirements. Legislation
should provide the EPA with tools to ensure the protections put in
place are carried out, and provide a level playing field for compa-
nies that comply.

We understand the concerns raised by many stakeholders regard-
ing the appropriate role for States in addressing the risks of chemi-
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cals to which their citizens are exposed, and EPA stands ready to
provide technical assistance on this important issue.

Mr. Chairman, thank you again for your leadership on TSCA re-
form, and I will be happy to answer questions that you or members
of the committee have. Thank you.

[The prepared statement of Mr. Jones follows:]
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Good morning Chairman Shimkus, Ranking Member Tonko, and other members of the
Subcommittee. Thank you for the opportunity to discuss reform of chemicals management in the

United States.

I think we all agree on the importance of assuring chemical safety, restoring public confidence in
the safety of chemicals used in everyday products, and providing global leadership in chemicals
management. The Administration therefore believes it is crucial to modernize and strengthen the
Toxic Substances Control Act (TSCA) to provide the EPA with the tools necessary to achieve

these goals. With each passing year, the need for TSCA reform grows.

We are encouraged by the interest in TSCA reform indicated by the introduction of several bills
in recent years, that bipartisan discussions are occurring, and that hearings on TSCA related
issues are being held. For example, today marks the fourth in a series of hearings on TSCA
reform before this subcommittee. Many stakeholders share common principles on how best to

improve our chemical management programs. The EPA is committed to working with the
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Congress, members of the public, the environmental community, the chemical industry, and

other stakeholders to improve and update TSCA.

Chemicals are found in most everything we use and consume, and can be essential for our health,
our well being, and our prosperity. It should be equally essential that chemicals are safe.
Compared to 37 years ago when TSCA was passed, we have a better understanding of the
environmental impacts, exposure pathways, and health effects some chemicals can have —
especially on children. A strong reauthorization measure would enable us to significantly

improve the effectiveness of TSCA.

TSCA gives the EPA jurisdiction over chemicals manufactured, processed, or distributed in the
United States. Unlike the laws applicable to drugs and pesticides, TSCA does not have a
mandatory program that gives the EPA the authority to conduct a review to determine the safety
of existing chemicals. In addition, TSCA places challenging legal and procedural requirements
on the EPA before the agency can require the generation and submission of data on the health

and environmental effects of existing chemicals.

TSCA was an important step forward in 1976. But over the years, not only has TSCA fallen
behind the industry it is intended to regulate, it has also proven an inadequate tool for providing

the protection against chemical risks that the public rightfully expects.
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When TSCA was enacted, it grandfathered in, without any evaluation, about 60,000 chemicals in
commerce that existed in 1976. The statute includes challenging requirements that the EPA must
fulfill in order to compel companies to provide toxicity data needed to address gaps in
understanding chemical risks. As a result, in the nearly 37 years since TSCA was passed, the
EPA has only been able to require testing on just a little more than 200 of the more than 84,000

chemicals listed on the TSCA Inventory.

It has also proven challenging in some cases to take action to limit or ban chemicals that the EPA
has determined pose a significant health concern. For example, in 1989, after years of study and
nearly unanimous scientific opinion, the EPA issued a rule phasing out most uses of asbestos in
products. Yet, a federal court overturned most of this action because it found the rule had failed
to comply with the requirements of TSCA. In the last 37 years, the EPA has regulated only five

chemicals under Section 6 of TSCA.!

While the EPA is committed to using the tools available under existing law, TSCA should be
updated and strengthened, including providing the appropriate tools to protect the American
people from exposure to harmful chemicals. It is crucial that any update to TSCA include certain

components,

! Ban on manufacturing, processing, distribution in commerce and use of PCBs; ban on manufacture,
processing, distribution in commerce of fully halogenated chlorofluoralkanes for aerosol propellents; ban on
storage and disposal of dioxin contaminated waste at one facility in Arkansas; limit on certain uses of
metalworking fluids; and ban on hexavalent chromium chemicals in comfort cooling towers.
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In September 2009, the Administration announced the Essential Principles for Reform of
Chemicals Management Legislation, attached below, to update and strengthen TSCA. These
include that the agency should have the tools to quickly and efficiently obtain information from
manufacturers that is relevant to determining the safety of chemicals. The EPA also should have
clear authority to assess chemicals against a risk-based safety standard and to take risk
management actions when chemicals do not meet the standard. The principles further state that
both chemical manufacturers and the EPA should assess and act on priority chemicals, both
existing and new, in a timely manner. This means that the EPA should have authority to set
priorities for conducting safety reviews on existing chemicals based on relevant risk and
exposure considerations. Clear, enforceable and practicable deadlines applicable to the agency
and industry should be set for completion of chemical reviews, in particular those that might

impact sensitive populations.

At the same time the principles to update and strengthen TSCA were announced, the agency
affirmed that, while the legislative reform process is underway, we are committed to using the

current authority under TSCA to the fullest extent to protect human health and the environment.

On April 15, Senators Lautenberg, Vitter, and others introduced S. 1009, the Chemical Safety
Improvement Act. While the EPA has not yet developed a formal position on the bill, we offer
the following observations in light of the attached principles. As stated in the principles,
legislation should provide the EPA with authority to establish risk-based safety standards that are

protective of human health and the environment. The EPA should have clear authority to take
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risk management actions when chemicals do not meet the safety standard, with flexibility to take
into account a range of considerations, including children’s health, economic costs, social

benefits, and equity concerns.

The principles further indicate that clear, enforceable, and practicable deadlines should be set for
the agency to review and make decisions on chemicals, in particular those that might impact
sensitive populations, and provide a sustained source of funding for implementation.
Administrative requirements should add demonstrable value to the process beyond existing law

and requirements.

To maximize the transparency of the information underlying these safety decisions, legislation
should discourage unwarranted Confidential Business Information (CBI) claims. Manufacturers
should be required to substantiate their claims of confidentiality. Legislation should provide the
EPA with tools to ensure that protections put in place are carried out and provide a level playing
for the companies that comply. We understand the concerns raised by many stakeholders
regarding the appropriate role for states in addressing the risks of chemicals to which their
citizens are exposed, and the EPA stands ready to provide technical assistance on this important

issue.

Mr. Chairman, thank you again for your leadership on TSCA reform. I will be happy to answer

any questions you or other members may have.
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APPENDIX: Essential Principles for Reform of Chemicals Management Legislation

The U.S. Environmental Protection Agency (EPA) is committed to working with the Congress,
members of the public, the environmental community, and the chemical industry to reauthorize the Toxic
Substances Control Act (TSCA). The Administration believes it is important to work together to quickly
modernize and strengthen the tools available in TSCA to increase confidence that chemicals used in
commerce, which are vital to our Nation’s economy, are safe and do not endanger the public health and
welfare of consumers, workers, and especially sensitive sub-populations such as children, or the
environment.

The following Essential Principles for Reform of Chemicals Management Legislation (Principles) are
provided to help inform efforts underway in this Congress to reauthorize and significantly strengthen the
effectiveness of TSCA. These Principles present Administration goals for updated legislation that will
give EPA the mechanisms and authorities to expeditiously target chemicals of concern and promptly
assess and regulate new and existing chemicals.

Principle No. 1: Chemicals Should Be Reviewed Against Safety Standards That Are Based on
Sound Science and Reflect Risk-based Criteria Protective of Human Health and the Environment.
EPA should have clear authority to establish safety standards that are based on scientific risk
assessments. Sound science should be the basis for the assessment of chemical risks, while recognizing
the need to assess and manage risk in the face of uncertainty.

Principle No. 2: Manufacturers Should Provide EPA With the Necessary Information to Conclude
That New and Existing Chemicals Are Safe and Do Not Endanger Public Health or the
Environment.

Manufacturers should be required to provide sufficient hazard, exposure, and use data for a chemical to
support a determination by the Agency that the chemical meets the safety standard.  Exposure and
hazard assessments from manufacturers should be required to include a thorough review of the
chemical’s risks to sensitive subpopulations.

Where manufacturers do not submit sufficient information, EPA should have the necessary authority and
tools, such as data call in, to quickly and efficiently require testing or obtain other information from
manufacturers that is relevant to determining the safety of chemicals. EPA should also be provided the
necessary authority to efficiently follow up on chemicals which have been previously assessed (e.g.,

requiring additional data or testing, or taking action to reduce risk) if there is a change which may affect
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safety, such as increased production volume, new uses or new information on potential hazards or
exposures. EPA’s authority to require submission of use and exposure information should extend to
downstream processors and users of chemicals.

Principle No. 3: Risk Management Decisions Should Take into Account Sensitive Subpopulations,
Cost, Availability of Substitutes and Other Relevant Considerations

EPA should have clear authority to take risk management actions when chemicals do not meet the safety
standard, with flexibility to take into account a range of considerations, including children’s health,
economic costs, social benefits, and equity concerns.

Principle No. 4: Manufacturers and EPA Should Assess and Act on Priority Chemicals, Both
Existing and New, in a Timely Manner

EPA should have authority to set priorities for conducting safety reviews on existing chemicals based on
relevant risk and exposure considerations. Clear, enforceable and practicable deadlines applicable to the
Agency and industry should be set for completion of chemical reviews, in particular those that might
impact sensitive sub-populations

Principle No. 5: Green Chemistry Should Be Encouraged and Provisions Assuring Transparency
and Public Access to Information Should Be Strengthened

The design of safer and more sustainable chemicals, processes, and products should be encouraged and
supported through research, education, recognition, and other means. The goal of these efforts should be
to increase the design, manufacture, and use of lower risk, more energy efficient and sustainable
chemical products and processes.

TSCA reform should include stricter requirements for a manufacturer’s claim of Confidential Business
Information (CBI). Manufacturers should be required to substantiate their claims of confidentiality. Data
relevant to health and safety should not be claimed or otherwise treated as CBI. EPA should be able to
negotiate with other governments (local, state, and foreign) on appropriate sharing of CBI with the
necessary protections, when necessary to protect public health and safety.

Principle No. 6: EPA Should Be Given a Sustained Source of Funding for Implementation
Implementation of the law should be adequately and consistently funded, in order to meet the goal of
assuring the safety of chemicals, and to maintain public confidence that EPA is meeting that goal. To that
end, manufacturers of chemicals should support the costs of Agency implementation, including the

review of information provided by manufacturers.
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Mr. SHIMKUS. Thank you. Now I will recognize myself for the
first 5 minutes for the starting of questions.

So, again, welcome.

Does Senate Bill 1009, in your opinion, strengthen EPA’s ability
to prevent dangerous new chemicals or those with inadequate in-
formation from entering the market?

Mr. JoNES. Yes, Congressman. To clarify, the existing statute
does not require EPA to make an affirmative finding of safety for
a new chemical, as 1009 requires an affirmative finding on the part
of the EPA before a new chemical can enter the market. As it re-
lates to data generation, interestingly, my attorneys have read the
bill to provide EPA with the ability to require the generation of
data if necessary to make a finding.

There are other stakeholders who are not reading that provision
the same way, which to me is an indication that there may be a
need for clarification around that.

Mr. SHIMKUS. Thank you. Do you consider Senate 1009 an im-
provement over current law for EPA to address hazards and risk
of chemical substances in American commerce?

Mr. JONES. So, you know, as we heard from Senator Udall, TSCA
is perhaps one of the most poorly implemented environmental stat-
utes, and so the way in which we look at the bill isn’t is it better,
is it—does it allow us to achieve our stated objectives of safe chemi-
cals in the United States. And in that respect, under that standard,
which is the way I am attempting to look at it, I think that there
are some shortcomings, as we heard from Senator Vitter, that I
would be happy to talk about as well.

Mr. SHIMKUS. Many witnesses have testified before our com-
mittee on the strengths and successes of existing TSCA, Section 5,
provisions for new chemicals, and new uses of existing chemicals.
Notwithstanding Senate 1009 makes changes to Section 5, do you
consider these changes appropriate?

Mr. JoNES. I think it is surprising to most people that we do not
need to affirmatively determine safety before a chemical enters the
market, so I think that that change is an important one, that the
Agency affirmatively say, yes, this chemical is safe before it enters
the market.

Mr. SHIMKUS. Could these changes negatively impact innovation
in the United States?

Mr. JoNES. When people talk about innovation, which we are
very sensitive to at EPA and try to facilitate it, I don’t think they
think of it as innovation of unsafe things. So I don’t view a require-
ment that the Agency affirmatively determine something meets a
safety standard as impacting innovation in a negative way. I actu-
ally think it will facilitate innovation, because innovation should be
around safe things.

Mr. SHIMKUS. Right. I appreciate that. Further, some witnesses
have talked about EPA needing more information on chemicals.
Section 4 of Senate 1009 provides the EPA authority to order devel-
opment of data and information on chemicals. Is this a tool the
Agency currently has under Section 4 of TSCA today?

Mr. JoNES. Thanks, Mr. Chairman. That is actually one of the
real highlights of the introduced bill. Right now, the Agency, if we
wanted a company to generate health and safety data for a chem-
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ical, we need to go through a rather complex rule-making process,
which also requires us to make certain findings that creates some-
what of a catch 22. We have to have a sense that there is a prob-
lem before we require the generation of this data, and the rule-
making themselves can take up to 5 years, if not longer.

So order authority, the ability to, without going through that
elaborate process, is a huge improvement, and it is an authority
that we have in our pesticides program right now.

Mr. SHIMKUS. And you answered it in the last question—the pre-
pared questions I have is, order authority would be helpful in this
venue, as you just testified.

Mr. JONES. Very much so.

Mr. SHIMKUS. Let me ask two other questions based upon your
opening statement.

When you say equity concerns, what do you mean?

Mr. JONES. So sometime, well, actually, whenever you are pro-
tecting in a regulatory decision, or otherwise, it is important to un-
derstand where the protections occur. It is also important to under-
stand where do the costs fall. Are the costs being borne by a broad
segment of society, a narrow segment of society, are the benefits
being enjoyed by a very narrow segment of society, or a broad seg-
ment of society? And so it is understanding where the costs and the
benefits of a decision may fall. Understanding what they are.

Mr. SHIMKUS. We kind of need a little more work on that because
I think, for me, the basic premise is are we producing chemicals
that are safe. So that I would think a safe chemical would be good
for everybody in the production process and for the consumers, but
I will get more briefings on that.

When you define sensitive populations, what do you mean by
that?

Mr. JoONES. Well, so that can be an equity concern. So that by
looking at what we expect that we are going to be looking at high-
ly-exposed individuals, wherever they may be

Mr. SHIMKUS. In the workplace or

Mr. JONES. In the workplace

Mr. SHIMKUS [continuing]. Outside the fence of the facility, is
that what we are talking about?

Mr. JoNES. Whoever is highly exposed to the chemical that we
are looking at, or the use that we are looking at. And we also mean
it to include are there certain parts of the population that may be
biologically more sensitive. So a child or an infant may have dif-
ferent sensitivities than an adult, an elderly individual may have
different sensitivities than a teenager. And so we look at both the
highly exposed, who is getting more exposure than the average,
and are there individuals or groups that may have greater sensi-
tivity than the average.

Mr. SHIMKUS. Great. Thank you very much. My time has ex-
pired. The Chair now recognizes Mr. Tonko for 5 minutes.

Mr. ToNKO. Thank you, Mr. Chair, and thank you, Administrator
Jones, for your guidance.

Now, the American people have relied on EPA and the Toxic
Substances Control Act to protect them against the dangers of toxic
chemicals, but EPA has faced significant challenges in banning or
restricting toxic chemicals under TSCA, even in cases where the
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risks are widely recognized and understood, such as is the case of
asbestos. So EPA’s first principle of TSCA reform from 2009 reads,
and I quote, “chemicals should be reviewed against safety stand-
ards that are based on sound science, and reflect risk-based criteria
protective of human health and the environment.”

Some have suggested that EPA should consider the cost to the
chemical industry and others when setting a safety standard. That
would mean that somehow EPA would have to factor in the cost
of reducing the public’s exposure to harmful chemicals when deter-
mining whether exposure to a chemical is safe.

Would an approach that requires consideration of cost and deter-
mination of the safety standard comport with EPA’s principle?

Mr. JoNES. Thank you, Representative Tonko. The administra-
tion principles speak both to science-based safety standards, and
then in risk management, the Agency having the flexibility to con-
sider other factors such as costs, so that when we are looking at
how to mitigate a risk, those cost considerations can play into the
ultimate decision making. And those concepts are both captured in
the administration principles.

Mr. TONKO. So based on science and cost?

Mr. JoNES. That is right.

Mr. ToNkO. We are looking at both. Historically, TSCA has ap-
plied an unreasonable risk standard. This standard has been inter-
preted to require cost consideration in setting standards, and it
was one of the key problems that led to the tragic failure to phase-
out use of asbestos. Is that correct?

Mr. JoONES. I think that not just in the unreasonable-risk stand-
ard itself, but many of the other requirements within Section 6, in-
cluding the least burdensome requirement. Those two phrases, and
a lot of other language around it, required what I would consider
to be paralysis by analysis. So much analysis, you could never actu-
ally finish the work. And those conspired to get in the way of EPA
in the asbestos context, and I would argue since then of being effec-
tive with Section 6.

Mr. ToNKO. So the bill we are considering today continues to use
the legal standard of unreasonable risk. I am concerned that con-
tinuing to use this standard invites the use of the traditional inter-
pretation which leaves EPA, as you made mention, paralyzed. Is
this a fair concern?

Mr. JONES. It is interesting, Congressman. There are a number
of people in the stakeholder community, and they—in my conversa-
tions, they don’t fall out in terms of, you know, one group versus
another, but there are some parties who believe unreasonable risk
can only be read to mean a cost benefit balancing. There are others
who believe that it is all of the language around it that will matter
ultimately. And so I think it is important to have that dialog to
come to consensus so everyone agrees, whatever words are being
used, there is a common understanding.

That being said, I do believe that 1009 also has other language
in it, beyond unreasonable risk, that has a similar effect as the
least burdensome requirement which requires a seemingly endless
amount of analysis on the part of the Agency before we can ever
move forward. So I think that that is important to address as well.
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Mr. TONKO. And so in your view, we could end up with an ade-
quate standard if we make it clear that EPA should abandon the
historical interpretation of unreasonable risk?

Mr. JONES. You know, I—interesting—I fall within the camp,
thinking that the statute can clearly define unreasonable risk, but
you need to use enough words that you counter the case law that
exists out there right now, and the way in which the term is used
within existing TSCA, but it is very important that whatever is
done, that people agree about what the interpretation is, and not
be in a position where people look at the same two words and think
it means two different things.

Mr. ToNKO. So would it be easier to simply use a new standard
that doesn’t have the baggage associated with the phrase unreason-
able risk?

Mr. JONES. Well, that would be one way to do that.

Mr. Tonko. OK. Given the history of litigation under TSCA, stat-
utory language on cost consideration and the safety standard must
be completely clear. I commend the administration for its clear
principle on this matter, and look forward to ensuring that any bill
we produce is consistent with the administration’s position, other-
wise we will have a lot of explaining to do to the victims of asbestos
and other toxic chemical exposure.

There is also a lot of talk about resources, as you talked about
putting more and more into the standards that need to be met and
reviewed. In your opinion, where are we at with the resource issue
in order for the Agency to comply with the implementation?

Mr. JONES. So one of the administration’s principles is that there
be a sustained source of funding for the EPA. Under existing fund-
ing, we would be limited in how much progress we could make in
any period of time. We would think that a sustained source of fund-
ing would involve something above and beyond what currently ex-
ists for EPA. I think there are some models out there we could look
to.

Mr. ToNKO. Thank you very much, Administrator Jones.

Mr. JONES. Thank you.

Mr. SHIMKUS. Gentleman’s time has expired. Chair will now rec-
ognize the gentleman from Georgia, Mr. Gingrey, for 5 minutes.

Mr. GINGREY. Mr. Chairman, thank you.

Administrator Jones, I have got—actually I have got four ques-
tions for you, and I will start.

Were Senate Bill 1009 enacted tomorrow, what would be the sta-
tus of the regulations or guidance under current law? Would EPA
need to reissue new regulations for regulatory matters that are al-
ready settled under current law?

Mr. JONES. Thank you, Congressman.

So I believe that existing regulations would carry on as they are.
I think guidance, we would need to look case-by-case to each guid-
ance to see whether or not a new law, such as 1009, would require
us to make any modifications to conform with a new statute. But
regulations would carry on as they are currently drafted.

Mr. GINGREY. Great. Thank you. And the second question, how
could activities currently underway at EPA, as an example, identi-
fication of work plan chemicals and progress in conducting risk as-
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sessments of them, be integrated into S. 1009 in a manner that
does not disrupt or delay current TSCA work?

Mr. JONES. I believe that the existing—introduced Bill 1009 al-
lows the agency to designate the compounds that we are already
working on, workplan chemicals and other chemicals for which we
have prioritized, which are about 80-plus, as high priority right
from the get go. So right from the beginning, they would become
high priority chemicals under the current draft.

Mr. GINGREY. In your view, does the knowhow, experience and
capability of the United States in regulating chemicals compare to
other nations?

Mr. JONES. Yes, well, just so you understand, my experience in-
cludes about 20 years working in the pesticides program and then
in this capacity as well. Pesticides are chemicals and, in the pes-
ticide context, we have a very strong statute that requires us to
evaluate every chemical and have been able to effectively do that,
so I think we have some of the best knowhow, experience and
knowledge in the world as it relates to chemicals. I think what we
are struggling with in this context is a statute that makes it dif-
ficult to apply that experience to the chemicals under TSCA.

Mr. GINGREY. And my last question, and I have got, gosh, 2-1/
2 minutes, I may be able to yield back some time.

The United States is currently exploring a free trade agreement,
as you know, with the European Union. Do you see any potential
impact of those trade talks on domestic chemicals regulation?

Mr. JONES. That is a very good question. What I would say about
that is that my organization and myself will participate with
USTR, largely through USTR, on those kinds of discussions. What
we try to do at EPA is to identify areas where there may be unnec-
essary barriers to trade, while ensuring that existing health and
safety standards in the United States are maintained.

And so sometimes you may identify a barrier, but it is not going
to get changed because we have domestic laws that would prevent
it, but there are times when you can identify a problem that can
be harmonized without changing the domestic safety standards in
the United States.

And so that is the sweet spot that we are looking for. Whether
we will find any in that context is, I think, too early to determine,
but that is how we will approach the issue.

Mr. GINGREY. Could this free trade negotiation influence chem-
ical risk assessment policy in the United States and should it? I
mean that is really the meat of the question. They do things dif-
ferently, obviously.

Mr. JONES. Yes, that is a very good question. The Obama admin-
istration has been very clear that we are taking a risk-based ap-
proach to chemicals management in the United States. That is
what we do under existing law, it is what we are advocating in a
reformed TSCA. I don’t see any scenario where we would move
away from that. It is a pretty core principle of the administration.
It has also been the principle of the U.S. Government for many ad-
ministrations.

Mr. GINGREY. Well, that is

Mr. JoNES. I think it would be kind of unusual for us to move
away from that.
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Mr. GINGREY. That is very reassuring, Administrator Jones.

Thank you very much, and I yield back 30 seconds.

Mr. SHIMKUS. Gentleman yields back the time. The Chair now
recognizes the ranking member, full committee, Mr. Waxman, for
5 minutes.

Mr. WAXMAN. Thank you, Mr. Chairman.

Mr. Jones, thank you for testifying today. I would like to explore
two issues with you about this bill. One is the issue of deadlines
associated with effective Agency action, and the other is preemp-
tion of State requirements.

Let us start with the deadlines issue.

You testified that in the last 37 years, EPA has only been able
to require testing on a little more than 200 of the more than 84,000
chemicals listed on the TSCA Inventory. That means that not even
one percent of chemicals have been tested for safety in nearly four
decades.

I think the American people would see this as disappointing.
They are counting on the Agency to ensure chemicals are ade-
quately tested, but this history demonstrates that the law is not
working the way it needs to.

That is why, in my view, it is critical that legislation to reform
TSCA include meaningful deadlines to ensure that chemical re-
views are completed on a timely basis.

Does the bill, Mr. Jones, that we are examining today adequately
address this issue? Will it ensure that there are meaningful dead-
lines to address this huge backlog?

Mr. JONES. Thank you, Congressman Waxman.

I don’t believe that it does. The bill does require EPA to set dead-
lines, but it gives us unlimited ability to change those deadlines.
So, in effect, I don’t believe as a matter of law there are meaningful
deadlines in the statute. I will say, as you well know from the Food
Quality Protection Act which you had a big hand in, there were
very clear deadlines about what EPA had to do. We had to look at
all pesticides used on food within 10 years, and during a 10-year
period we evaluated them all, actually, 99 percent, and met the
deadline—

Mr. WAXMAN. Yes. I am interested in that because this com-
mittee passed that bill. In fact, I worked with Chairman Bliley and
Chairman Dingell. It was a strong bipartisan-supported bill. It re-
quired pesticide residues on food to be safe for infants and children.
It included deadlines for hundreds of chemicals to be reviewed. And
you are in charge of both——

Mr. JoNES. That is right.

Mr. WAXMAN [continuing]. The TSCA issue and the 1996 law. So
you have had the experience with deadlines that were very con-
crete. Did it affect the Agency’s implementation of the law?

Mr. JoNES. I think it is why we met the deadline. From 1996 to
2006, we met that deadline for 99 percent of the 10,000 food use
tolerances in the United States, from 1996 to 2006 under TSCA,
which has currently no deadlines. We

Mr. WAXMAN. Yes.

Mr. JONES [continuing]. Didn’t evaluate a single existing chem-
ical during that

Mr. WAXMAN. Yes.
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Mr. JONES [continuing]. Period of time.

Mr. WaAxMAN. Well, 400 pesticide chemicals under the Food Qual-
ity Protection Act over 10 years have been reviewed, which com-
plies with all the law’s deadlines, and I congratulate you for that.
At the same time, EPA completed no reviews under TSCA because
there were no deadlines. I think that speaks very favorably for put-
ting deadlines in the legislation.

Now, let me turn to the question of preemption. Over the years,
many States have acted to protect the public from the dangers of
toxic chemicals. They have removed toxic chemicals from consumer
products, they have banned developmental toxins from toys, and
they have even worked to regulate chemicals that act as powerful
greenhouse gases.

Under this bill, Mr. Jones, EPA is required to determine whether
a chemical is a “high priority” or a “low priority” for review. And
once this determination is made, State rules are preempted. Isn’t
that correct?

Mr. JONES. New State requirements would be preempted after
EPA makes a determination a chemical is a high priority or a low
priority.

Mr. WaxMAN. OK. Now, in fact, the California EPA has identi-
fied dozens of State laws and regulations that may be preempted
under this approach. But determining something is a “high pri-
ority” for review is only the beginning of the process. It could take
many years for EPA to adequately address a “high priority” chem-
ical. And without meaningful deadlines, we could have important
State public health protections preempted while Federal action lan-
guishes indefinitely. Isn’t that the case?

Mr. JONES. That is correct.

Mr. WAXMAN. The preemption as you see it is only prospectively,
so existing laws would not be preempted?

Mr. JONES. There is—I am sorry. There are actually two provi-
sions; one is for existing requirements. Existing State requirements
are preempted when EPA makes a safety determination. A safety
determination is just our view of the risks of the compound; it is
not the regulation of the compound. So you could have an existing
State requirement be preempted once EPA has made a safety de-
termination, but before EPA ultimately regulated it.

Mr. WAXMAN. And that could be years.

Mr. JONES. Well, there are no deadlines, so——

Mr. WAXMAN. Yes.

Mr. JONES. Yes, years.

Mr. WaxXMAN. Well, thank you very much for your testimony and
your answering these questions. I think it drives us to look at this
need for a bill with strong deadlines, and get this job done.

Thank you, Mr. Chairman.

Mr. SHIMKUS. Gentleman yields back his time. Chair now recog-
nizes the gentleman from Pennsylvania, Mr. Murphy, for 5 min-
utes.

Mr. MurpHY. Thank you, Mr. Chairman. Sir, thank you for being
here.

First of all, I want to say I am pleased we are having this hear-
ing and moving forward with much-needed debate. There are some
important provisions in the Senate bill to protect public health,
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while allowing companies to continue to innovate, and I am sup-
portive of the Federal standard rather than the complexity in the
50-State statute. And one issue I want to raise is language in here
related to articles. The bill says imported or exported articles will
need to say whether they contain high-priority chemicals. This
could require an extensive review—applied outside of the U.S. for
articles we import, and this could be an extensive burden so it is
something we need to look at in the future.

Mr. Jones, a couple of things in your testimony. On page 5, you
refer to social benefits. What does that mean?

Mr. JONES. So how the benefits of the action are captured, and
as a %eneral matter, they relate to the health benefits that are gen-
erated.

Mr. MURPHY. And you mention health too. I just wondered how—
is social different from health?

Mr. JONES. As a general matter, I don’t think that it would be.

Mr. MurpHY. OK, I wanted to be clear because that means dif-
ferent things to us. So, all right. Also, you referred on page 6 to
sound science. Certainly, that is something this committee advo-
cates a great deal. How do you define sound science, however? Is
that something that is based upon refereed journals from sci-
entists—respected scientists, is that something that the EPA puts
out, is it something that its committees are appointed with political
appointees——

Mr. JONES. Right.

Mr. MURPHY [continuing]. How do you determine sound science?

Mr. JONES. The Agency has actually got a fair amount of guid-
ance that it has that describes the characteristics of what we want
our science to include, which I would be happy to provide to the
committee. As a general matter though, it includes that—we are
looking at all the available information, and that we are relying on
peer review to help make sure that our assessment of that science
holds up.

Mr. MurPHY. I see. Appreciate it, and I hope we can make sure
there is wording in the bill that defines that too. Let me ask this
then, how long would the EPA take to accomplishing the following
tasks in the Senate bill, assuming adequate staffing and funding.
This is in S. 1009. First of all, sorting chemicals at the high and
low priorities.

Mr. JONES. So the initial cut around that, actually the Agency
did before this bill was introduced, and that took several months
to identify perhaps the 250 highest priority chemicals. So the sort-
ing activity of finding what we think are the highest priorities does
not take that long.

Now, that being said, we were looking at about—a subset of
about 1,200 chemicals for which there was a meaningful data set.
At the end of the day, we would be required to sort a much larger
universe than that, but that being said, the sorting activity itself
is one that does not particularly take a long time.

Mr. MurpHY. OK. How long would it take you to complete the
first safety assessment?

Mr. JONES. So we think as a general matter, it is about a 2- or
3-year process to be doing a chemical safety assessment, depending
on the complexity of the chemical.
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Mr. MURPHY. And how about completion of most safety assess-
ments?

Mr. JONES. Well, the numbers we are dealing with here in—
under TSCA are so extraordinarily large, which is why I think that
efforts to reform TSCA really focus in on and set some priorities
so that you are focusing on those things that have the potential to
have the greatest risk.

And so, depending on how you want to define most of the chemi-
cals, it would certainly inform how one would try to answer that.

Mr. MURPHY. So then this begs this question, because it is so im-
portant that the manufacturers have some important data on this
too, but how long would it take you to publish the first regulations
imposing restrictions on a chemical?

Mr. JONES. So after having a safety assessment and safety deter-
mination, which we think can happen contemporaneously, it would
be about 3 years for a final regulation for a chemical that had been
assessed.

Mr. MURPHY. And how about deciding restrictions for the most
risky chemicals?

Mr. JONES. Well, it is about—the—3 years.

Mr. MURPHY. Three years for—then either way?

Mr. JONES. Yes.

Mr. MurpHY. Can you elaborate a little bit what would go into
that, making these determinations about your regulations of the
most risky chemicals?

Mr. JoNES. With respect to what is the assessment like, or how
do we ultimately determine whether risk management is nec-
essary?

Mr. MURPHY. Maybe what the assessment is like.

Mr. JONES. So the assessment is basically we are going to look
at all of the data that is available around hazard, whether the
chemical elicits some kind of an adverse effect in animals. Humans
being who we are trying to protect, but it is usually the laboratory
animals that...

Mr. MURPHY. Would you have ongoing communication with the
manufacturers with this? And I think it is very—it is extremely
helpful if you have an open communication, not surprising them,
but open discussions, honest discussions as to what the scientific
base——

Mr. JONES. In the last year and a half or so, we have begun to
do some safety assessments, and we try to make it open and avail-
able to everyone. I will say manufacturers tend to participate more
than others, but it is open to everyone. And so if they have data
that is useful to the safety assessment, they are encouraged to
bring it to us

Mr. MurpHY. OK.

Mr. JONES [continuing]. Make sure that we have it.

Mr. MUrPHY. Thank you.

Mr. JONES. So we will

Mr. MuURrPHY. I yield back.

Mr. SHIMKUS. Gentleman’s time expired. Chair now recognizes
the gentleman from Texas, Mr. Green, for 5 minutes.

Mr. GREEN. Thank you, Mr. Chairman, for holding this hearing.
It is our fourth on TSCA reform before our subcommittee this year,
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and I am optimistic our committee can find a bipartisan path to re-
authorization, and we address the concerns of most, if not all, of
the stakeholders, and I look forward to the process.

I would like to also thank Senators Udall and Vitter for joining
us this morning earlier, as well as Assistant Administrator Jones,
for the work they have done to move this issue forward.

Mr. Jones, in your professional opinion, does the safety standard
in Lautenberg-Vitter strengthen the EPA’s ability to regulate
chemicals over the present safety standard?

Ms. JONES. Thanks, Congressman Green. I think that there are
some issues with the way in which the safety standard in 1009 is
drafted, but the principle one that I see is that it requires a degree
of analysis of the alternatives to the chemical that you are focusing
on that could find EPA in a potentially an endless analytical loop.
So that meeting those procedural requirements of evaluating all of
the alternatives, the risks and the benefits of all of the alter-
natives, may find us in a situation where we can’t finish on the
chemical that we are focusing on, and that is actually built into the
safety standards, so I think that that is the principle problem that
we see.

Mr. GREEN. Well, and I know there are a number of other ques-
tions. I would hope that we could sit down and work that out be-
cause, obviously, the EPA is the enforcement agency, but we want
to make sure the law is both easily dealt with, both for everyone
involved in it. So I look forward to using our resources together to
deal with it.

Are some of the challenging and legal procedure requirements
encountered under TSCA, in quoting your testimony, fixed in the
Lautenberg-Vitter Bill? If so, were these challenges addressed in
1009?

Mr. JONES. I think that the issue that was most effectively ad-
dressed in the Lautenberg-Vitter bill is the inability the agency has
had to easily require the generation of health and safety data. I
think that has been the aspect of the bill that has most moved the
ball forward. As I had mentioned earlier, I think that the removal
of the least burdensome requirement that many focus on under
TSCA has instead been replaced by a different kind of burdensome
requirement, and I think that the deadlines—the lack of deadlines
will meaningfully impair the Agency’s ability to succeed in the way
that I think that the drafters intended.

Mr. GREEN. OK. Do you believe the infants, children and preg-
nant women, and other vulnerable populations, would be protected
more under Lautenberg-Vitter than current law?

Mr. JONES. The Lautenberg-Vitter Bill does require that EPA
consider sensitive populations in our safety assessments, which is
not required under existing TSCA. It doesn’t require us to consider
them in our safety determinations or risk management, so there is
a movement towards that direction in Lautenberg-Vitter.

Mr. GREEN. Under current law, can you explain what happens
when a new chemical comes on the market? Does the manufacturer
need EPA OK first?

Mr. JONES. They need us to not say no. So they don’t need us
to affirmatively say yes, they need us to not say no. And the Lau-
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tenberg-Vitter Bill rectifies that by requiring EPA to affirmatively
say yes.

Mr. GREEN. OK. And you find—if—do you have to find that a
chemical is safe before allowing it on the market?

Mr. JONES. We are not required to make that finding.

Mr. GREEN. OK. Would the Lautenberg-Vitter Bill address that
issue?

Mr. JONES. Yes, that is——

Mr. GREEN. OK. How would S. 1009 change current law that pro-
tects confidential business information, and I know we have dealt
with this on our committee a lot of times. Is it—would it require
companies to refresh their requests for information protection?

Mr. JoNES. The principle change is that it would allow EPA to
share confidential business information with State, local, emer-
gency response officials, which is currently prohibited.

Mr. GREEN. OK. How does it meet—make sure that the govern-
ment officials, including States, get access to the needed informa-
tion while still protecting those business secrets from competitors?

Mr. JONES. So——

Mr. GREEN. Is that protected in 1009?

Mr. JoNES. That is right. It would require the recipient, the
State or local responder, to agree to maintain the confidentiality
before receiving the information.

Mr. GREEN. Some of the witnesses that will follow you suggest
EPA cannot get information to prioritize chemicals, yet I noticed
new Section 4(e)(3)(B) allows EPA to ask the public for information
that is reasonably ascertainable. Does that section allow EPA to
collect information that is reasonably ascertainable to make
prioritized—prioritization decisions?

Mr. JONES. It does, but there is also a provision that allows us
to require the manufacturers to generate the data without going
through a rule-making activity.

Mr. GREEN. OK. And again, Mr. Chairman, I am out of time but
I look forward to us working with EPA and the drafting, and to
make sure we know we are all on the same page, literally.

Thank you for your time.

Mr. SHIMKUS. Gentleman’s time expired. Chair now recognizes
the gentleman from Ohio, Mr. Latta, for 5 minutes.

Mr. LATTA. Well, thank you very much, Mr. Chairman. Thanks
for holding this hearing this morning, and thank you very much for
being here. We really appreciate your testimony, and the discussion
that we are having today.

Just again to kind of—where I am coming from. I represent a
district that has 60,000 manufacturing jobs, and it is also unique
in that I also represent the largest number of farmers in the State
of Ohio. So I have parallel things going on out there. And so when
I am out at home and this issue comes up, people really want to
know what is happening in Washington, and especially where EPA
would be going.

And if I could ask you just a couple of questions real quickly.
One is, do you believe that the categories that this bill creates for
new chemicals will or could negatively impact specialty chemical
manufacturers?
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Mr. JONES. The new chemical provisions, Congressman, is that
what you are—-

Mr. LATTA. Right.

Mr. JoNES. I don’t believe so. I believe that we will be able to
make decisions in a timely manner under the Lautenberg-Vitter
bill on new chemicals.

Mr. LATTA. And again, could you define that timely manner?

Mr. JONES. So the current requirement is that we evaluate com-
pounds within 90 days. If we see a problem, we need to inform the
submitter. Under the Lautenberg-Vitter bill, that 90 days remains.
We have the ability to extend it by 90 days or two periods of time,
but it shouldn’t exceed another 90 days. So we are still talking
about very short periods of time for our review of new chemicals.

Mr. LATTA. OK. And can you also discuss EPA’s confidential
business information improvements, and how are those working?

Mr. JONES. So we are working very hard to do what I think of
as the government’s role as it relates to confidential business infor-
mation, which is to ensure that we are asking the question, is this
claim eligible for confidential business information treatment. His-
torically, we have been somewhat passive which, if someone had
asserted it, we basically would just accept that. We are now doing
our part, which is to make sure that an assertive claim actually
meets the statutory criteria around that. And over the last several
years, we have successfully removed over 1,000 claims that have
been made just because they were not warranted by the statute, or
the manufacturer, when they went back and looked at their files,
they didn’t think the claim was necessary anymore. So some of it
has been us doing more work, some of it has been us working with
the manufacturers to ensure that they were keeping their files ac-
curate related to their CBI claims.

Mr. LATTA. And also when you reviewed the bill, would those im-
provements be consistent with the bill?

Mr. JONES. Generally, they would be. There is a grandfathering-
in of CBI claims that—one that was made before the bill would
pass would be considered to be CBI that would potentially impact
some of this cleanup effort that I am referring to.

Mr. LAaTTA. OK. And also, how do you believe the coordination
has been between the EPA and the TSCA Interagency Testing
Committee?

Mr. JONES. So historically, it has not been particularly active, in
that other agencies are not big users of that committee, whereby
they are able to ask us to generate health and safety data for their
purposes. The bill allows that activity to continue in the future. It
would be interesting—I really can’t predict how much other agen-
cies would be feeling more empowered to ask EPA to use its au-
thorities to require companies to generate health and safety data
for their purposes, but it is definitely an authority in the Lauten-
berg-Vitter Bill.

Mr. LATTA. OK. And finally, if I could, I know there have been
some questions that other members have asked about how you
have defined certain words that have—that were in your testimony.
On page 4, you talk about that, as stated in the principles, legisla-
tion provides the EPA with authority to establish risk-based safety
standards. How would you define that risk-based safety standards?
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Would you see the stakeholders being involved, how would you
see—come to that definition?

Mr. JONES. So we would definitely involve stakeholders in that—
I will give a few examples based on implementation of other stat-
utes. The EPA would consider, for a chemical that was a quantified
carcinogen, that the calculated risk of that compound not creating
more than a 1 in a million chance of increasing cancer risk to be
a health-based safety standard, where we have identified in a
quantifiable way in that case the level at which we believe is pro-
tective, based exclusively on a health and safety consideration. So
that would be an example of one. It doesn’t mean under this bill
we would say that the number, but we would include dialog with
stakeholders to say, here is an example, do you think this is the
appropriate health-based safety standard? Should it be 1 in a mil-
lion, 1 in 100,000, 1 in 10 million, before we ultimately came down
ondwhat we thought was the appropriate health-based safety stand-
ard.

Mr. LATTA. Well, thank you very much. And, Mr. Chairman, I
see my time has expired, and I yield back.

Mr. SHIMKUS. Gentleman yields back his time. Chair now recog-
nizes my colleague from Colorado, Ms. DeGette, for 5 minutes.

Ms. DEGETTE. Thank you very much, Mr. Chairman. Mr. Jones,
we appreciate you coming today. And, Mr. Chairman, I really ap-
preciate you holding this hearing. We have been hammering away
at this for some number of years, and I actually think, with the
Senate bill and with this committee’s efforts, we may be productive.
So, yes, let’s keep our fingers crossed.

Mr. Jones, one thing we have been talking about is one of the
problems with the current act is that roughly 60,000 existing
chemicals were grandfathered-in in 1976, and as you testified,
there is no criteria to trigger an independent EPA review of an ex-
isting chemical. So under the Senate bill, all the existing chemicals
in commerce would be identified and prioritized for further evalua-
tion. I want to talk to you about—a little bit about that this morn-
ing.

I think given the number of chemicals that are out there, and the
subset of chemicals that are actually used in commerce, we all sup-
port prioritizing EPA action that might pose a serious risk, but in
order for prioritization to work, EPA needs to have the information
to make the informed decisions on how to prioritize it.

So as I understood your answers to Mr. Green’s questions, for ex-
isting chemicals, if the EPA wants to trigger some kind of a review,
theﬁf ?have got to promulgate a rule before they do that, is that
right?

Mr. JONES. Under current law, that is correct.

Ms. DEGETTE. Yes, and then under—as what—1009 what would
happen would be, as a threshold, the EPA would be directed to re-
Vievy? the safety of all existing chemicals in commerce, is that cor-
rect?

Mr. JONES. That is correct.

Ms. DEGETTE. And so that sounds good, but if the EPA is going
to review all of those chemicals, they are going to need to get a lot
of data that they don’t currently have. Is that right?

Mr. JoNES. That is correct.
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Ms. DEGETTE. And so I guess what I want to ask you is, under
the current drafting of S. 1009, is there a minimum set of informa-
tion the EPA will have for each chemical so they can decide how
to review and prioritize it for action?

Mr. JONES. We think that we will very likely tailor the data that
we are interested in having for a safety assessment based on some
of the characteristics of the chemical. So, for example, chemicals
that are persistent bioaccumulative and have some toxicity, we
would require a lot more data for, health and safety data, than for
a chemical which our—the evidence that we have based on models
that we used, predicted it as likely to be of lower toxicity. So we
would probably tailor the data we would like to see for our assess-
ments based on characteristics that we know.

Ms. DEGETTE. Now, in the bill itself, is there actually any stand-
ard set for the data that you would use or obtain, or is—would—
are you just left to decide that for yourselves?

Mr. JONES. The bill as drafted gives the Agency quite a bit of dis-
cretion as to what data it would want to compel generation of.

Ms. DEGETTE. And does it lay out what criteria the Agency
would use to decide which—or—you see what I am saying? It is
like there are so many chemicals out there

Mr. JONES. Yes. It gives the criteria for the order in which we
prioritize things as high.

Ms. DEGETTE. OK. Now, S. 1009 also changes the requirements
for entry into commerce of new chemicals. It is my understanding
that maybe as 80 or 90 percent of new chemical applications cur-
rently contain no data on potential impacts to human health. Is
that correct?

Mr. JONES. That is correct.

Ms. DEGETTE. So under current law, the EPA wouldn’t be mak-
ing an affirmative decision about a new chemical’s safety before it
enters the market, is that correct?

Mr. JONES. That is correct.

Ms. DEGETTE. Under S. 1009, the EPA must make a decision
about the likely safety of a new chemical, is that right?

Mr. JoNES. That is correct.

Ms. DEGETTE. But will the EPA have data about the new chemi-
cals to accurately make the safety determination?

Mr. JONES. So we expect that there will be, for many situations,
the models that we use to predict hazard will allow us to make
such determination—Ilikely to meet the safety standard determina-
tion for many chemicals. There will be some chemicals which, when
we use predictive models, they are going to raise enough concerns
that we are going to want to see health and safety data generated.

Ms. DEGETTE. OK. Well, I appreciate you—I appreciate that an-
swer, but I am a little concerned because it seems a little bit vague,
and I think that is one of the areas of this bill we can really work
on, is setting clearly what data the EPA needs to be given for cer-
tain classes of chemicals. So I look forward to working with you
and also with the committee on those issues.

Thanks.

Mr. SHIMKUS. Gentlelady’s time has expired. The chair now rec-
ognizes the gentleman from West Virginia, Mr. McKinley, for 5
minutes.
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Mr. McKINLEY. Thank you, Mr. Chairman, and again, thank you
for the—once again continuing this discussion.

Mr. Jones, two questions for you. The first is, will, in your anal-
ysis of the Vitter bill, did—will it require an expansion, will it need
more FTEs, anything along that line to be able to carry out the
new mission?

Mr. JONES. In the absence of additional resources, the number of
chemicals we would be able to move through the process will defi-
nitely be meaningfully constrained.

Mr. McKINLEY. Will be what?

Mr. JoNES. Meaningfully constrained. The number will be small-
er than I think most people would hope.

Mr. MCKINLEY. So the answer to the question, are we going to
have—are you going to need more FTEs?

Mr. JoNEs. It is likely that additional FTE would be necessary
to achieve the kind of numbers, I think, that generally people
would expect from the Agency.

Mr. McKINLEY. OK. Secondly, is the—some of the criticism of the
existing bill and the Vitter language is about the burden placed on
EPA to express the need before they make the request to the com-
panies to fulfill that assessment. Can you share with us the value
of vgl‘?ly the EPA should make the first step in determining the
need?

Mr. JONES. The need for health and safety data?

Mr. McKINLEY. Yes. Right.

Mr. JONES. So the Agency is pretty well equipped, and we are
also coming at it with the simple desire to understand health and
safety. So we have got both the—well, largely, we have the sci-
entific expertise to be able to judge whether or not health and safe-
ty data is necessary, and what kind to make a safety determina-
tion.

Mr. McKINLEY. So if—again, I—that—be more specific with that.
So I am just trying to understand that. So—because some are say-
ing they don’t think you should make the first step, the company
should provide that chemical and their product data. Do you think
it best for you to first make the—make your own analysis to deter-
mine that there is still a need——

Mr. JONES. The

Mr. McKINLEY [continuing]. Before you ask them to produce it?

Mr. JONES. Yes, I think that we have got a pretty sophisticated
way of understanding where we need information and where we
don’t. And as I was answering the question to Congresswoman
DeGette, we are able to do it in a way that is tailored to the chem-
ical and the issues that the particular chemical expresses. And so
I think in many ways, it can be the most efficient way for the
Agency to identify we need this data but not that data.

Mr. McKINLEY. OK. And maybe to add one last in the little time
I have left. I think I heard it—the question but I wasn’t sure I
heard the answer again, and that is, with the passage of this,
this—you really think that this is an improvement for health safety
and for children, pregnant women, we—on and on and on. This is
going to be an improvement over what we have now?

Mr. JoNES. Well, as I said in answer to the first time that ques-
tion was asked, that the way in which we are trying to think about
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it is does this give us the tools to ensure safe chemicals in the
United States, and as I pointed out, I think that there are a num-
ber of areas which are meaningful deficiencies that would need to
be addressed before we could say that this bill will give us the tools
we need to ensure safe chemicals in the United States.

Mr. McCKINLEY. So—and the bottom line here, you think this
really is an improvement?

Mr. JONES. I think it needs some improvement.

Mr. McKINLEY. OK, it still needs to be worked. OK, and I am
OK with that, but I just wanted—are we—if it is moving in the
right direction to make sure that it is an improvement over what
we have now.

Mr. JONES. There are aspects that are moving in the right direc-
tion, and there are aspects that are not.

Mr. McKINLEY. OK. Thank you very much.

Mr. SHIMKUS. Will the gentleman yield? Will the gentleman
yield?

Mr. McKINLEY. Yes.

Mr. SHIMKUS. Let me follow up on just two quick questions.

Part of the 85,000 list of chemicals, there are some that are no
longer in commerce or in manufacturing processes, and those—you
could be—probably easily drop them off, isn’t that true?

Mr. JoNES. Well, interestingly, we would have to go through a
process to drop them off, and as a general matter, manufacturers,
even if they are not making the chemicals, like them on the list be-
cause at some point in the future, they want to bring that into
their production, for whatever marketing reasons they have, they
can do that if it is not on the list.

Mr. SHIMKUS. But under the new law, if passed as-is, they are
still going to be looked at then. The whole idea is to get through
this list in some time.

Mr. JoONES. Under 1009, it actually creates two lists. One is an
active list, things that are actively in commerce, and one is an inac-
tive list, things that are no longer in commerce.

Mr. SHIMKUS. Right.

Mr. JONES. Manufacturers can go from inactive to active by no-
ticing EPA.

Mr. SHIMKUS. Let me ask another question. Is there a difference
between chemicals that go actually into consumer consumption or
handling, versus chemicals that are involved just in the manufac-
turing process that stays within the walls of a facility?

Mr. JONES. The way in which we evaluate them is very different,
but we have jurisdiction over both. We evaluate them very dif-
ferently. One is, we are looking at the exposures that a consumer
would get, and the other, we are going to look at what happens in
the workplace to the worker if the worker is exposed.

Mr. SHIMKUS. Great, thank you. And the Chair now recognizes
the gentlelady from California, Mrs. Capps, for 5 minutes.

Mrs. CApPS. Thank you, Mr. Chairman, and thank you, Mr.
Jones, for your testimony here and your statement here, and your
position at EPA.

Many stakeholders have raised concerns about the need to pro-
tect vulnerable populations. That is my concern in talking with you
during my 5 minutes. Any system needs modernization. TSCA, I
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am sure, can use it too, but an essential component is to really ad-
dress how vulnerable populations will be affected.

Any reform, for example, of this statute that fails to adequately
protect children or pregnant women would be a terrible failure.
Vulnerable populations do include infants and children, the elderly,
the disabled and anyone living in a close proximity to a chemical
facility. The National Academies of Science, in their 2009 report
called Science and Decision—Decisions, recommended that vulner-
able populations should receive special attention at every stage of
the risk-assessment process. S. 1009 makes only two references to
subpopulations. Vulnerable populations are not addressed in the
safety standard, and are not required to be considered in the safety
determination. This strikes me as a glaring oversight. Even using
the problematic terminology of this bill, a chemical should not be
deemed to meet the safety standard if it poses an unreasonable
risk to a vulnerable subpopulation.

So I have a couple of yes/no questions to ask you, because I hope
you agree with this. Do you think a chemical that poses an unrea-
sonable risk to a subpopulation should be able to pass the safety
standard under a reformed TSCA?

Mr. JONES. No.

Mrs. Capps. And to follow up, as a general matter, should a
chemical that poses a serious or substantial risk to a vulnerable
subpopulation be considered acceptable under a reformed TSCA
safety standard?

Mr. JONES. No.

Mrs. Capps. Well, I thank you for that. That puts you on the
record there. Turning now to the risk-management decisions that
will be taken when a chemical does not meet the safety standard
under a reformed TSCA.

Mr. Jones, should risk-management actions under a reformed
TSCA ensure that unreasonable risks, including those to vulner-
able populations, are addressed?

Mr. JONES. Yes.

Mrs. CAPPS. And should risk-management actions under a re-
formed TSCA ensure that a serious or substantial risk to a vulner-
able population should be addressed?

Mr. JONES. Yes.

Mrs. CAPPS. Partly in answer to a previous question—well, let us
put it this way: The Senate made some progress in their legisla-
tion. Are there some areas that we could improve upon that you
would like to highlight in less than 2 minutes?

Mr. JoNES. Sure. Thank you for that. And I am only in this posi-
tion because of the fine education I got at the University of Cali-
fornia, Santa Barbara. And thank you for

Mrs. CAPPS. Thank you very much. That doesn’t hurt your stand-
ing in my eyes.

Mr. JONES. So we think that the kinds of improvements that are
necessary to get this bill to the place where we think it gives us
the tools we need to ensure safe chemicals in the United States are
along the following. That there need to be meaningful deadlines on
the Agency, that the safety standard should be clear and under-
stood by all parties as to being a risk-based safety standard. The
kind of analysis that we have gotten bogged down because of the
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least burdensome requirements under existing TSCA shouldn’t be
replaced with additional analysis that does not add a lot of value
to the ultimate decision making. And I also think that there needs
to be a balanced approach to preemption, which I currently don’t
think the bill achieves.

Mrs. CAPPS. Thank you. Thank you very much for that summary.

Mr. Chairman, I am a strong supporter of reforming TSCA, in
addition to wanting us to pay special attention to this particular
witness, just because where he received his education.

I do have some serious concerns about the bill before us today.
The Senate language does not require the protection of vulnerable
populations in the safety standard or in the risk-management deci-
sions, and I think that is a fundamental flaw that would affect
each of us in our congressional districts. Any TSCA reform bill this
committee considers should ensure that the most vulnerable among
us are protected, and this protection is real and effective. So I look
forward to having this committee continue to work on this par-
ticular issue.

Thank you.

Mr. SHIMKUS. I thank my colleague. I—just to note that right
now, there is no—in current law, there is no vulnerable population
comment, but in the Senate bill I think it is listed at least twice.
So there is some movement in the—in that direction.

The Chair now recognizes the gentleman from—I am trying to
find here, gentleman from Florida, Mr. Bilirakis, for 5 minutes.

Mr. BILIRAKIS. Thank you, Mr. Chairman. I appreciate it very
much. Thank you for holding this hearing as well.

I would like to ask a question. Should Congress require a min-
imum number of chemicals to be acted on each year?

Mr. JONES. That is a great question, Congressman. The benefits
of having a minimum number of chemicals is that you can feel that
there is forward progress being made all of the time. The downside
to it is that, in the absence of meaningful resources, you can find
the Agency in a situation where it can’t meet the statutory require-
ments, or the way in which it does so is to by working on easier
chemicals, which is not really, I think, what the objective is of set-
ting priorities, that we would be working on the more complicated,
difficult compounds first. So there are definitely some pros and
cons to including a minimum number of chemicals.

Mr. BILIRAKIS. OK, thank you. Some question that Senate Bill
1009 does not require adequate data to prioritize chemicals. Does
Senate Bill 1009 give the EPA authority to seek additional data
and info? How do you read Senate Bill 1009?

Mr. JONES. So that is a good question as well. I think that there
is a disagreement amongst some of the people reading the bill as
to whether or not we have the ability to require the generation of
health and safety data if it is not already a high priority chemical.
We read the bill to allow us to be able to do that. I think the fact
that there are people reading the same words and coming to a dif-
ferent answer to that question is another example where it might
be useful to seek clarity on that point.

Mr. BiLIRAKIS. All right, thank you very much. Next question,
would Senate Bill 1009 allow the EPA to assess the safety of
chemicals that are persistent bioaccumulative and toxic, and re-
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quire risk management for those that fail to meet the safety stand-
ard?

Mr. JONES. The bill allows the Agency to do that, but—not create
the explicit requirements to give any priority to persistence or bio-
accumulation, but it certainly allows the Agency to evaluate them
and take risk management if warranted.

Mr. BiLIRAKIS. Thank you. Thank you for your response.

And I yield back.

Mr. SHIMKUS. Gentleman yield to me——

Mr. BILIRAKIS. Yes.

Mr. SHIMKUS [continuing]. For a quick—so risk is defined as haz-
ard plus exposure. Is that how you define it?

Mr. JONES. Hazard times exposure. Yes, hazard times exposure.

Mr. SHIMKUS. So define for me the difference between substan-
tial and unreasonable. So if you have substantial risk, OK, we
know what risk is, we know what unreasonable risk, so what are—
I guess that is two adjectives, but I mean what is the difference
between those two?

Mr. JONES. I actually think it really depends on all of the other
words that are used in the statute to describe what the Agency is
required to find. I don’t believe unreasonable risk, those two words
by themselves, mean that the Agency has to conduct a cost benefit
analysis. I do believe the courts have said those words used in con-
junction with a lot of other words create the requirement of a risk
benefit balancing, but the words themselves I don’t think mean, to
the layperson or anybody who can read the dictionary, means cost
benefit. But it is a lot of the words that are used in conjunction
with the actual standard that, I think, gives it its full meaning.

Mr. SHIMKUS. Great, thank you. The Chair now recognizes the
gentleman from California, Mr. McNerney, for 5 minutes, who has
been waiting very patiently.

Mr. McNERNEY. Waiting and listening, Mr. Chairman. Thank
you.

Mr. Jones, in your testimony, I believe you stated that S. 1009
requires affirmative standards. Would you please elaborate on that,
especially regarding enforcement, how those affirmative standards
would be enforced in the new law?

Mr. JONES. Thank you. That comment reflects specifically to the
new chemicals provision in 1009. Under existing law, the Agency,
when a new chemical is submitted, we have 90 days to evaluate it,
and only if we identify a problem are we able to work with the
manufacturer to prevent it from being introduced into commerce.
Under S. 1009, it requires the Agency to make an affirmative find-
ing of meeting the safety standard before the manufacturer can
move that chemical into commerce.

Mr. McNERNEY. OK. That is a good thing, I think.

Mr. JONES. I would think so, yes.

Mr. McNERNEY. You also stated that in S. 1009, the language
would make it as difficult as the unreasonable risk or least burden-
some language in TSCA to enforce rules as it has been for TSCA
with asbestos. Can those—can that language be modified in your
opinion to remove some of those barriers, and make it reasonable
to enforce?
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Mr. JONES. For any of the issues that we have identified, the
devil is always in the details, but I think that changes could be
made in a way that would not send us into an endless amount of
analysis before we could ultimately make protective decisions.

Mr. McNERNEY. Well, who would you recommend that the com-
mittee consult with on that language?

Mr. JoNEs. I think it is important to have all stakeholders. I
mean obviously you can’t have literally all stakeholders, to be
bringing all people to the table, as I think you get the best outcome
and you can get a common understanding of what—the words you
are using are the words everybody believes that they mean.

Mr. McNERNEY. OK. Well, to change the subject a little bit. The
European Union has made significant progress on some of the
60,000 chemicals that have been grandfathered. Is that correct?

Mr. JONES. The European Union, which has a very different
model, has definitely made some progress in the universe of chemi-
cals sold in Europe.

Mr. MCNERNEY. Would S. 1009 allow you to—the EPA to collabo-
rate with the European Union on identifying some of those, and
classifying some of those chemicals?

Mr. JONES. We definitely would be able to collaborate. I think the
fundamental problem we and the Europeans are dealing with as it
relates to that collaboration is they have required manufacturers to
generate a lot of health and safety data, and the European Union
under their rules cannot share that information with us. They have
to have the company’s permission. The companies find themselves
in a situation where they negotiated agreements across multiple
companies, and unless everybody agrees, they can’t give us the in-
formation. And so I am hard-pressed to know what U.S. domestic
law could do to actually break that log jam. I think we have to

Mr. MCNERNEY. OK.

Mr. JONES [continuing]. Work something out, not under law, but
with manufacturers to figure out how to get access to that treas-
ure-trove of health and safety data.

Mr. McNERNEY. OK. That is a good answer. Regarding resources,
if S. 1009 becomes law, would the Agency need greater resources
to carry out the various rule makings laid out in the bill?

Mr. JONES. I think where we would run into issues with expecta-
tions, expectations of, I assume, the Congress and certainly I think
of the American public, is that the number of assessments we
would be able to do under existing resources would probably, for
most people, be considered to be inadequate. So to change that, we
would need resources. I do think there are models out there that
involve the industry financing that are used in the FDA and our
pesticides program that are worth looking at.

Mr. MCNERNEY. So in S. 1009, there aren’t any dedicated fund-
ing sources?

Mr. JONES. No, there are not.

Mr. MCNERNEY. So that could be interpreted as one of the weak-
nesses in that law—in that proposed law?

Mr. JONES. One of the administration principles is there be a
sustained source of funding, and that is not addressed in the bill.

Mr. McNERNEY. OK, thank you.

Mr. Chairman, I yield back.
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Mr. SHIMKUS. Gentleman yields back his time. The Chair now
recognizes the gentleman from Pennsylvania, Mr. Pitts, for 5 min-
utes.

Mr. PirTs. Thank you, Mr. Chairman.

Mr. Jones, in our first hearing, witnesses stated that EPA need-
ed specific statutory authority for chemical prioritization. Is that
important?

Mr. JoNES. Thank you, Congressman. I think it is important be-
cause there are so many chemicals in commerce that it is impor-
tant to direct the Agency to focus on those that may present risks
earlier in the process rather than later. And in the absence of that,
you could see wily bureaucrats, of which I am one, working on easy
things because we can do a lot of easy things. So I think being di-
rected to work on those things that are the highest priority is a
very important thing when you have a universe that big.

Mr. PrrTs. Does S. 1009 require that chemicals be prioritized?

Mr. JONES. Yes, it does.

Mr. PrrTs. Does S. 1009 allow EPA to consider potentially vul-
nerable subpopulations in making decisions to prioritize chemicals
for review, and in subsequent safety assessments and determina-
tion?

Mr. JONES. In safety assessments, we are required to consider
vulnerable populations. That is not required of safety determina-
tions or—in the priority setting. We are not prohibited, but it is not
required for the other two.

Mr. Prrrs. S. 1009 lays out framework requirements for
prioritizing existing chemicals, gathering, testing data and infor-
mation, conducting safety assessments and making safety deter-
minations. Does a reformed TSCA need to set these requirements
out as four separate steps?

Mr. JoONES. The bill has a lot of what we were referring to as
framework requirements, we think we counted a total of about 17.
I think it is possible to collapse a number of the frameworks down,
and not lose some of what the drafters intended. Most were draft-
ed—making it more streamlined and straightforward.

Mr. PrrTs. S. 1009 has provisions requiring that EPA sort chemi-
cals for review as either a high or low priority. Should there be
more categories than just high or low priority?

Mr. JONES. I don’t see a huge amount of value in adding another
category other than high or low.

Mr. PI1TTS. Are you concerned that you cannot seek judicial re-
view of the prioritization screening decisions?

Mr. JoONES. That is a very good question. I think it runs counter
to generally how we run the government, that an Agency action
that ends all other downstream consequences is unable to be chal-
lenged. So a high-priority decision—when we do that, downstream
things have to happen. And so it doesn’t bother me that that is not
subject to judicial review, because the downstream thing ultimately
will. A low priority under 1009 actually stops all action. EPA at
that point is done. No more work. Stop. That to me is a final Agen-
cy action, and although I would like to think all of our final Agency
actions shouldn’t be—no one should be bothering us about them,
I—as a matter of good government, I think that it is important to
allow people who disagree with a final Agency action to seek review
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of that in an appropriate judicial proceeding. And so I think that
having a law not be subject to judicial review is not a good place
for the government to be in.

Mr. PiTTS. And managing the many chemicals that you need to
review, how long do you expect this process to take, both to
prioritize and schedule for assessment?

Mr. JoNES. The prioritization process I think will happen, the
initial one, very quickly. The initial assessments will happen with-
in a couple of years. I think it will be many years before we have
evaluated all the high priority chemicals.

Mr. PirTs. OK, thank you, Mr. Chairman.

Mr. SHIMKUS. Gentleman yields back his time.

Chair now recognizes the gentleman from Louisiana, Mr.
Cassidy, for 5 minutes.

Mr. CassiDy. Mr. Jones, I apologize if someone else has asked.
I had to step out.

To prove safety by the first—to prove that something is not at
risk, you have to prove a negative. It is very difficult to prove a
negative. How do you prove a negative?

Mr. JONES. So we rely on analytical tools that often include data,
often include models. So if something does not express hazard, it
is impossible for it to have risk, if something doesn’t——

Mr. CAssipy. Now, that is—now, let me ask, because we had a
hearing about the risk of something for breast cancer. It is a big
concern of mine. My wife is a breast cancer surgeon, and I am a
physician, so we were on a vacation so we pulled down the lit-
erature, and there is a body of literature for this particular chem-
ical, that it could cause breast cancer, but—and somebody did a re-
gression analysis and goes, you have got to be kidding me. There
is obesity, alcohol, cigarette use, family history, and here is a very
marginal effect that may or may not. But the witness was passion-
ately and quite emotionally declaring that this particular chemical
had an impact upon breast cancer.

So I guess I would come back to no risk at all may be in the eye
of the beholder, right, or of the interest group or whatever. In that
situation, what does this law allow you to do?

Mr. JoNES. Well, it would require us to assess the risk of that
chemical, and make a determination as to whether or not that risk
met a safety standard.

Mr. CassIDY. I guess what I am after, the safety standard seems
a nebulous thing to me.

Mr. JONES. So—yes.

Mr. CassiDY. And so, again, this advocacy was just so passionate
in their emotion, even though the retrogression analysis showed
that the effect was nonexistent or minimal, if it existed. It just
couldn’t be teased out. So would that—would this nebulous stand-
ard say, listen, best science shows that it is obesity, family history,
alcohol and cigarettes. This marginal effect we can’t prove so we
move on, or we just say, no, we have to say this is not safe?

Mr. JONES. We have a pretty long record of how we calculate
risk, and what we view to be risks that are beyond negligible. They
involve using standards such as the increased lifetime cancer risk
of a substance, they include calculations that we use for other
kinds of effects where we look for a certain margin of exposure be-
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tween the exposure level and when adversity occurs, and there is
a general understanding about how we——

Mr. Cassipy. So I think, I gather, that industry would be able
to look at a basically kind of common-law standard, if you will,
something that this—it isn’t nebulous, you are telling me, but there
is something they could look at and say, below this threshold, we
know we are OK?

Mr. JONES. That is correct.

Mr. CAssiDY. Then let me also ask, I was struck once in some
hearings we had that the EPA’s current method of analysis does
not take into account a threshold effect, that they extrapolate all
the way down, if we know this level really causes damage, but we
know at this level it is in the environment, and common exposure
doesn’t cause damage. I am a doc, aflatoxin is a great example of
something we are all exposed to, but it is only above the threshold
has a problem, EPA, as I gather, does not take that into account.

Mr. JoNES. The vast majority of the chemical assessments we do
are based on the threshold model that you are describing. A rel-
atively small number, in particular, those that are carcinogens,
where there has not been demonstrated the threshold that you are
describing, we use the model that you are describing. That is a rel-
atively small number of chemicals.

That being said, we have gotten some advice from the NAS to
begin to think about how to use models other than the threshold
model that I just described. But right now, the vast majority of
chemical assessments that we do rely on the threshold model that
you are describing.

Mr. Cassipy. OK, I had a little bit of a different impression, so
I am reassured regarding that.

The subpopulation groups also seem to be something which is,
you know, going to be difficult to define. I know that there are al-
ways two or three standard deviations out, somebody with a ge-
netic predisposition to, fill in the blank. And it may be an environ-
mental exposure will fill in the blank. You with me? Take type 1
diabetes.

Mr. JoNES. Um-hum.

Mr. CassIiDY. There seems to be a genetic component, but some
interaction with the environment. How would you ever—it almost
seems like if you really chase that out, you are always going to find
some subpopulation with a genetic exposure which, combined with
the environmental, is problematic.

I know you have thought about this. What are your thoughts?

Mr. JONES. So there are either a couple of things that we have—
I like to give the example of what we have done in our pesticide
program, which is a similar requirement around significant, highly
exposed and vulnerable populations. We have literally identified
the populations that we look at in terms of age, and we look at
children at six-month intervals when they are very young, and
then we go to 1l-year intervals, and then we go to, you know,
women of childbearing age and those over 50. And we also do it by
race and ethnicity. And so we have defined them, we have taken
comment on that, and it is then widely understood here are the
populations below the general population that we are going to look
at for every assessment that we do.
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I would expect that we would do something similar here. They
may not be the exact same subgroups that we would look at, but
we would go through a process of identifying them and asking the
public to give us feedback on it. The other thing is that we, as a
general matter, use an uncertainty factor to capture the general
variability within the population as it relates to intraspecies sensi-
tivity.

So that tenfold factor we use to try to broadly capture that phe-
nomenon. When there is information that leads us to believe that
for a specific effect, something beyond that 10 is necessary, then we
use that to inform our assessment.

Mr. Cassipy. I will finish by saying your testimony is very reas-
suring, but I remember reading the National Academy of Science’s
report on your formaldehyde report, and they really felt like the
conclusions of the report were not based—were not supported by
the data which had been amalgamated, thinking specifically of tu-
mors in the nasal laryngeal area in rats, and yet EPA kind of
swore by it.

So thank you for your testimony, and I yield back.

Mr. SHIMKUS. Don’t you hate these real smart members of Con-
gress who ask these—make us all look bad?

So last but not least, my colleague from the great State of Geor-
gia, Mr. Barrow, for 5 minutes.

Mr. BARROW. Thank you, Mr. Chairman. Thank you, Mr. Jones,
for being here today.

I know that the EPA hasn’t yet taken a position on S. 1009 all
together—in its all together, but I want to see if we can’t draw
some comparisons between current law and the proposal, and just
get some 1idea where we can find some—for example, are there any
areas of the bill that, in the opinion of the EPA, are better than
current law?

Mr. JoNES. Yes. Mandating the Agency evaluating existing
chemicals is a non-trivial improvement over the existing law. That
is not something we are required to do right now. Giving the EPA
the ability to require manufacturers to generate health and safety
findings, using order authority, is dramatically more efficient than
the process that we have under the existing law. And then the re-
quirement that EPA make an affirmative finding for a new chem-
ical before it enters commerce, I think is also a pretty significant
improvement.

Mr. BARrROW. Flipside, any areas of the proposed legislation that
in your opinion are worse than current law?

Mr. JONES. Yes, I will say that the preemption provision is dra-
matically less—I think at the end of the day would be less protec-
tive than the current preemption under TSCA.

Mr. BARROW. I am kind of reminded of Lincoln’s comment about
liberty, you know, the sheep praises the shepherd for driving the
wolf away from his neck, and the wolf condemns him for the same
act. Clearly, we need a new word of liberty, you know, new agree-
ment on what it means. So I want to talk about protection in this
context, the interplay between Federal and State regulations that
is a real major policy issue we have to deal with.

One concern that I have is if funding for the big regulator, the
national regulator, the EPA, is either chronically inadequate so
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that the regulator is malnourished, or is highly sporadic as a result
of politics, ranksmanship and shutdown or what have you. The con-
cern I have is whether or not we will have effective regulation if
we preempt State, and the only regulator who is left on the scene
is unable to do his job. I have a concern about that, but I also have
a concern about, you know, the regulator wanting to do its job. You
know, a regulator that doesn’t want to do its job is like going bird
hunting and having to tote the dog. But a regulator that can’t do
its job is like going bird hunting without the dog. I am not sure
which is better. Each is equally ineffective as far as the customer
and the taxpayer is concerned.

So help me understand, in your experience, what has been the
benefit of the current regime of dual State and Federal regulations
on the one hand, and what has been the cost of the current regime,
and how would you suggest we go forward?

Mr. JONES. I think the benefit is a good part of why we are here;
that because the Federal law is ineffective, States have stepped
into the breach and have been doing the work necessary to protect
the people in their States, which has created an incentive on the
part of the industry, in my view, to raise the bar of the Federal
law so that States don’t feel compelled to step into the breach, be-
cause the Federal Government is ensuring the safety of their citi-
zens. I think that is the

Mr. BARROW. You described the ideal or optimal role of the State
regulator as being a pride toward better action, better regulation
nationwide is how you describe it.

Mr. JoONES. Um-hum.

Mr. BARROW. As being basically a driving force for getting——

Mr. JoONES. I think that they have been the driving force in the
chemical space that has been basically the only regulation.

Mr. BARROW. Aren’t you—don’t you share the concerns though of
others though that if you do have a nationwide standard, if the reg-
ulator is malnourished or underfunded, that that could be a prob-
lem as well, they can’t keep up with the demand? So you don’t
want to replace something bad with something that——

Mr. JONES. No, exactly.

Mr. BARROW [continuing]. Does not exist.

Mr. JONES. It is a challenging dynamic that you are trying to ul-
timately achieve, where the absence of action on the Federal Gov-
ernment doesn’t mean nobody gets protected, that it keeps—the po-
tential threat of that happening keeps people like me on top of our
job, moving the ball forward, which also creates the dynamic where
the States feel like they don’t feel like they need to regulate be-
cause it is going to be taken care of at a national level. And I think
that is very

Mr. BARROW. We should understand—you can understand that
even if you are doing a good job at the national level, there could
be some States you just want to regulate a whole lot more?

Mr. JONES. That absolutely I think would be the case.

Mr. BARROW. And the problem we have is not the fact that we
have two regulators in any given one place.

Mr. JONES. Right.
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Mr. BARROW. We only have 51 regulators as far as the country
as a whole is concerned. You recognize the challenge and burden
that is to industry.

Mr. JONES. That is right, and I think that that is the flipside of
the—that is why I think it has been so hard for people to come to-
gether to figure out what is exact—what is that sweet spot there.
It is untenable to try to sell a product in the United States, and
you need to meet 51 or 57 different requirements. At the same
time, you don’t want to leave everybody unprotected because people
here are not able to get their job done, or don’t have the tools to
get their job done. And trying to find that sweet spot, I think is
very challenging.

Mr. BARROW. Thank you. With my—with that, my time is up.

Mr. SHIMKUS. Gentleman yields back his time.

And I—just a point. I think there are only like four States who
really have the capability or are involved in this space, versus the
other ones that aren’t. And when we had ECOS testifying, many
States had no capability to do this intensive evaluation. So I just
throw that in.

Mr. Jones, a delightful testimony. I usually don’t say that very
often. Great job. I think you could see from the interest by mem-
bers present that there is a desire to try to get this right, and find
the sweet spot, and I hope we can continue moving forward. You
are a great credit to the Agency, and we thank you for joining us.
And we dismiss you and ask the final panel to come forward.

We would like to welcome the third panel here, and many of you
have been sitting in the room for a couple of hours now, so we ap-
preciate your diligence and we look forward to your testimony. I
think the first two panels went real well, and we look forward to
yours.

So I will just do the introductions as your opening statements are
called for. It is great to welcome back Cal Dooley, former colleague,
now President and CEO of the American Chemistry Council. Obvi-
ously, your full statement has been submitted for the record. You
have 5 minutes.

STATEMENTS OF CAL DOOLEY, PRESIDENT AND CHIEF EXEC-
UTIVE OFFICER, AMERICAN CHEMISTRY COUNCIL; ERNEST
ROSENBERG, PRESIDENT AND CHIEF EXECUTIVE OFFICER,
AMERICAN CLEANING INSTITUTE; RICHARD A. DENISON,
SENIOR SCIENTIST, ENVIRONMENTAL DEFENSE FUND;
DEAN C. GARFIELD, PRESIDENT AND CHIEF EXECUTIVE OF-
FICER, INFORMATION TECHNOLOGY INDUSTRY COUNCIL;
ANDY IGREJAS, DIRECTOR, SAFER CHEMICALS, HEALTHY
FAMILIES; AND WENDY E. WAGNER, JOE A. WORSHAM CEN-
TENNIAL PROFESSOR, UNIVERSITY OF TEXAS SCHOOL OF
LAW

STATEMENT OF CAL DOOLEY

Mr. DOOLEY. Thank you, Chairman Shimkus, and Ranking Mem-
ber Tonko, and all the members of the committee. I appreciate this
opportunity to be testifying on behalf of the American Chemistry
Council, our member companies, as well as 800,000 men and
women who work every day in the business of chemistry.
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ACC and our member companies are absolutely committed to the
modernization and the reform of TSCA that will enhance the public
confidence in the safety of our chemicals, and allow our industry
and our customer base throughout the value chain to continue to
be on the forefront of developing innovations that improve our ev-
eryday lives.

You know, some of you were in attendance at a hearing that this
committee had in 2010 on a bill that was introduced to reform
TSCA by Congressman Waxman. If you were here at that hearing,
it was actually one that was fairly contentious, and Richard
Denison and I were passionate defenders of our constituencies, but
unfortunate, you know, that contentious dialog we had there was
a reflection of what—the failure to find a common ground or a bal-
anced approach to a comprehensive TSCA reform. It is unfortunate
over the last few years, even on the Senate hearings where Mr.
Denison, representing EDF, and I have testified, we were also very
polarized and very contentious in some of our dialog. And that was
a reflection of the failure for Republicans and Democrats to come
together to find a balanced comprehensive reform to TSCA that
could secure bipartisan support.

You know, that all changed just this last year when, thanks to
the leadership of Senator Lautenberg and Senator Vitter, they
brought together diverse constituencies to work out some of our dif-
ferences, and develop not a perfect bill by either of our perspec-
tives, or any of our perspectives, but develop a balanced approach
that could provide for meaningful improvements to TSCA regula-
tions. And it was really that balanced approach that was also
groundbreaking in that we were able to develop the support of 25
members of the U.S. Senate, equally split, well, 12 to 13, between
Republicans and Democrats. Again, unprecedented. And I really
appreciate the work that this committee has done to try to find
ways which we can build upon the progress that was achieved in
the Senate, because our industry, and the value chain at large, has
also increased their support in TSCA reform, because it is not only
the chemical industry, it is the information technology industry,
there is actually now an alliance of about 100 different associations
representing everyone from the retail federation to toy manufactur-
ers to automobile manufacturers, technology, semiconductors, that
have all come together to support the CSIA, because they see it as
a balanced and a meaningful reform of the existing TSCA legisla-
tion.

Also unprecedented is not only industry, but you also have orga-
nized labor that has joined in support of TSCA reform. You have
the electrical workers and IBW, the North American Building
Trades, the machinists, aerospace, transportation, and the iron-
workers have also joined in support.

So the message here is is that, you know, something that is posi-
tive is happening here. We have also heard in some of the com-
ments of Jim Jones as well as Administrator Gina Jackson that the
CSIA really does set the foundation for meaningful progress to see
reform of TSCA today. It is also, I think, important that when you
look at the comments by former Administrator Christine Todd
Whitman, and Charlie Auer who was manager of the TSCA Pro-
gram under President Bush, as well as Steve Owens who was
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President Obama’s appointment that had jurisdiction over TSCA
reform, that have also came and support and endorse CSIA. And
they did so because they recognize that they address many of the
problems that they had concerned with implementation of TSCA.
It requires a systematic evaluation of all grandfathered chemicals
for the first time. It prioritizes chemicals for EPA reviews so chemi-
cals with the greatest need get the first and greatest attention. It
gives EPA more efficient authority and ability to get the data that
they need to make the determinations, and it requires EPA to
make more information available to the public, a leading goal of en-
vironmental advocates and industry alike.

You know, we recognize at ACC that there are some members in
the NGO community that would like to see some reforms and some
modifications of the existing law, but when we look at the 5 issues
that they surfaced early on, we think that those can be addressed
in a meaningful and appropriate way that can build and improve
upon CSIA, but does not, I guess, disrupt or create an imbalance
in this coalition that could put us back into the gridlock that has
been characterized in our ability, or our lack of ability, to achieve
TSCA reform over the past better part of 37 years.

You know, I will be pleased to respond in detail to a lot of the
questions you have, but my message here is, is that, you know, this
bill isn’t viewed by being perfect by industry, and I know Dr.
Denison will say it is not viewed as perfect by the Environmental
Defense Fund, but all of you that are serving in Congress today,
just like I served for 14 years, know that there are very few perfect
pieces of legislation from one constituent’s interest. The only way
we are going to see progress in enacting TSCA reform is it is going
to take a balanced, comprehensive approach, and I hope that we
use the CSIA as that foundation. I know that there are opportuni-
ties to make those modest and marginal reforms that will address
some of those legitimate issues, but we have to be concerned of the
delicate balance that we have in place here, and assure that we
don’t disrupt that.

[The prepared statement of Mr. Dooley follows:]
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Chairman Shimkus, Ranking member Tonko, thank you for the opportunity to testify on behalf
of the American Chemistry Council, our member companies, both large and small, and the
nearly 800,000 men and women who work every day in the business of chemistry. ACC and
our members are committed to modernizing TSCA to enhance public confidence in the safety of
chemicals and to allow our industry to continue to deliver the innovations that improve the

quality of our everyday lives.

My last appearance before this committee to discuss TSCA in 2010 had left me with little hope

that the common ground needed to make reform a reality could emerge.
But what a difference a few years can make.

The bipartisan Chemical Safety Improvement Act (CSIA), introduced by the late Senator Frank
Lautenberg and Senator David Vitter, supported by equal numbers of Republican and Democrat
co-sponsors, has kick-started a sincere and serious effort to reform chemical regulation. Senators
Lautenberg and Vitter deserve enormous credit for their ability to secure concessions from all
stakeholders in the development of this compromise legislation, and I commend this committee

for advancing the important work they started last May.

Support for TSCA reform has grown dramatically. For many years, TSCA received little
attention from anyone other than chemical manufacturers. But today, industries from electronics
producers, big box retailers, auto makers, toy manufacturers and nearly 100 others, all
understand that more effective chemical regulation is good for their customers, and therefore,

good for them. They are urging passage of the CSIA.

americanchemistry.com® 700 Second St., NE | Washington, DC 20002 | (202) 2497000 5"2
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Organized labor including the Electrical Workers, the Building Trades Unions, the Machinists
and Aerospace Workers, the Transportation Division of SMART-Union, and Iron Workers have
weighed in supporting the CSIA. They are joined by local chapters of various unions in
Maryland, Montana, Missouri, New Mexico, New York, Pennsylvania and Virginia, each with

the message that the CSIA is good for America’s workers.

Mainstream environmental groups like the Environmental Defense Fund have acknowledged that
the CSIA represents our very best chance for reform. Even EPA Administrator Gina McCarthy

has said that we have a window of opportunity that we should not allow to close.

The CSIA has attracted support from such disparate quarters because this delicately crafted
compromise will enhance public safety while preserving the ability of American manufacturers
to develop new, life-changing innovations, compete in the global marketplace and create new
opportunities in communities across the country. This much needed balance has eluded us in past

reform proposals.
The CSIA will address numerous long-standing concerns about chemical regulation, including:

¢ Requiring a systematic evaluation of grandfathered chemicals for the first time;

e Prioritizing chemicals for EPA review so chemicals with the greatest need get the first
and greatest attention;

* Giving EPA more efficient authority to demand further testing and additional data from
chemical manufacturers;

¢ Requiring EPA to make more information available to the public, a leading goal of

environmental advocates and industry alike.

americanchemistry.com” 700 Second St., NE | Washington, DC 20002 | {202) 249.7000 \"Q
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Despite the significant improvements embedded in the current version of the bill, I understand
that the NGO community has five primary issues they would like addressed: attention to
sensitive subpopulations; preserving state authority to regulate chemicals; EPA’s ability to

restrict chemicals; data requirements; and deadlines.

We believe that these concerns are manageable and may be based on misperception or

misunderstanding.

For example, the CSIA makes clear that sensitive subpopulations must be considered in the
safety assessment process and any intended use that would expose these groups would again be

weighed during the final safety determination.

The CSIA preserves the majority of state authorities and chemical laws, including California’s
Proposition 65, and will have no effect whatsoever on state water or pollution programs. But it
also creates a more coherent, unified national approach to chemical regulation, which is

desperately needed.
The bill will make it easier for EPA to take action to manage chemical risks.

Incentives for manufacturers to provide sufficient health and safety information are baked in to

prioritization process.

And deadlines will exist, but they will be established by EPA based on the task at hand rather

than arbitrarily prescribed in the legislation.

We believe that with a true commitment to reform on both sides, these issues can be addressed.
But, it’s important to realize that the CSIA is already the product of extensive negotiation and

compromise. We support efforts to find common ground, and believe it is achievable, but any

americanchemistry.com® 700 Second St., NE | Washington, DC 20002 | (202) 249.7000 \52
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effort to continually move the goal posts will undermine the trust that has been established thus

far and could prevent progress for years to come.

We are hopeful that with continued leadership from this committee and from bipartisan leaders
in the Senate we can seize this truly unique opportunity to pass legislation that is important to the

tives of American families and the success of American manufacturers.

With that, I’d be happy to take questions.

americanchemistry.com® 700 Second St., NE | Washington, DC 20002 | (202) 249.7000 552
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Mr. SHIMKUS. Gentleman’s time expired.
Chair now recognizes Mr. Ernie Rosenberg, President and CEO
of the American Cleaning Institute.

STATEMENT OF ERNEST ROSENBERG

Mr. ROSENBERG. Thank you, Chairman Shimkus, Ranking Mem-
ber Tonko, members of the subcommittee. My name is Ernie Rosen-
berg, thank you, and I am the President and CEO of the American
Cleaning Institute.

Our member companies have facilities in the Congressional dis-
tricts of two thirds of the subcommittee membership, and the—our
members’ products are in every home in the country.

Strengthening the Toxic Substances Control Act is a top priority
for our member companies. That is why I am here today. A
strengthened TSCA has the potential to promote consumer and en-
vironmental protection, while enabling innovation for new and im-
proved products. That is why we support the Chemical Safety Im-
provement Act.

This legislation provides a strong roadmap for action in the
113th Congress. We commend the bipartisan efforts that led to the
development of this measure, and especially the work of the late
Senator Frank Lautenberg and Senator David Vitter. Twenty-five
Senate Republicans and Democrats are cosponsors of what is truly
bipartisan legislation.

A lack of confidence in TSCA has prompted States, local jurisdic-
tions and businesses to restrict certain chemicals. These actions,
unfortunately, create a regulatory and business climate that is
driven by perceived safety concerns, not by sound science.

Allow me to highlight three important reasons for strengthening
TSCA. First, a credible Federal program is crucial to having both
a national market and improve public confidence in EPA’s regu-
latory program. Second, TSCA must account for ongoing improve-
ments in scientific methods and processes being developed by uni-
versities, the government and industry. This information must be
considered by EPA when making safety assessments and deter-
minations. Third, TSCA has fostered innovative chemical develop-
ments in the United States. We must ensure that this continues in
the years ahead. Cleaning product manufacturers are leaders in
the development of green chemistries that have led to significant
energy savings, water savings and reductions in waste generation
in the United States. The development of concentrated laundry and
household cleaning products allows products that pack greater
cleaning power in much smaller packaging to provide the benefits
I have mentioned, and this represents just a few of the innovative,
convenient and greener products that are available to consumers
today. TSCA’s new chemicals program encourages speed to market
for such innovative products because of the rigorous and flexible
way the law addresses this task. EPA relies on the strong inter-
action between government industry to make this happen, and has
since the—since I was the manager of the program at the very be-
ginning. The Chemical Safety Improvement Act preserves the effi-
ciencies in the new chemicals review process, which are widely ac-
knowledged to work well and are critical to innovation. To remain
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innovative, we need strong protection for confidential business in-
formation.

A strengthened TSCA can and must be risk-based, and must
be—must use the best science. EPA must be able to get the infor-
mation it needs to make an informed chemical assessment and
risk-management decisions. The Chemical Safety Improvement Act
strengthens TSCA. It removes barriers to EPA data gathering and
regulatory actions. I would call upon EPA to evaluate the safety of
chemicals already in use, and enable the EPA to identify and act
on chemicals that may pose significant safety concerns.

EPA’s enhanced ability to obtain data would encourage industry
to provide health and safety information to the Agency without reg-
ulatory delays, and with fewer demands on Agency resources.

CSIA also allows more data to make—be made available to the
public. For the law to be credible, this is critical. It would also open
up lines of communication between the States and EPA, and allow
EPA to share information with them, including confidential busi-
ness information, something TSCA does not currently allow. CSIA
would allow EPA to meet its regulatory obligations, and restore
confidence in the Agency’s ability to do so.

For the law to become more credible, changes to TSCA must be
practical, achievable and workable.

ACIA again thanks you for the opportunity to testify today, and
I look forward to your questions.

[The prepared statement of Mr. Rosenberg follows:]
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ACI supports the Chemical Safety Improvement Act (S. 1009), a bipartisan framework for strengthening TSCA.
ACI companies have facilities in two-thirds of the districts of the Subcommittee membership.

ACI urges Congress and policymakers to ensure that updates to TSCA result in a credible and workable program
for the EPA and industry, and allows EPA to meet its regulatory obligations without unduly delaying or burdening
innovation. The U.8. chemical management system must be risk-based and use the best science so as not to
waste or misdirect resources. Improvements in the law should reflect recent progress in science and technology
and advance further innovations. A modernized TSCA has the potential to promote even greater innovation in
the development of evermore sustainable cleaning products. CSIA accomplishes these goals.

The modernization of TSCA is important to the cleaning products industry in three areas because a -

1. Robust and credible federal program is crucial to the national uniformity that industry requires, Without
this, our ability to be responsive to concerns that may be raised about chemicals in cleaning products —
especially those concerns not based on reliable science — is significantly hampered.

2, Modernized TSCA is important to account for scientific developments and advances that allow important
information developed by industry to be incorporated into chemical safety assessments and
determinations.

3. Strengthen TSCA has the potential to promote the kind of innovation that our members consistently use
in developing and creating more effective and sustainable cleaning products.

Protection of Confidential Business Information (CBI): TSCA must continue to provide robust, effective
and predictable CBI protection. This will provide industry confidence that they will be able to reap the benefits of
their expenditure of both time and resources in research and development leading to the creation of more
sustainable products. Limits on the ability of industry to preserve CBI and prevent illegitimate use of intellectual
property would discourage innovation and hinder the introduction of safer chemical alternatives.

Speed to Market of Innovation: New products and greener chemistries get to U.S, consumers as fast as
innovation allows because of the efficient method TSCA provides to accomplish this task. The TSCA
premanufacture program is a better constructed process than any command and control regime which demands
reams of data, irrespective of any health or safety concern. Hallmark features of the program that set the U.S.
system apart from other regimes around the world include minimal delays, robust interactions between
government and industry, and data flows all designed to meet key health and environmental goals.

CSIA Strengthens TSCA: The CSIA directs EPA to systematically evaluate the safety of existing chemicals in
use, and enables EPA to identify and act on chemicals that may pose safety concerns in their intended use. CSIA
would allow more data on chemicals and Agency safety assessments to be made available to the public while
respecting legitimate CBI; require rigor in CBI substantiation; and, will open up lines of state and federal
government communication on issues of chemical safety. CSIA will preserve the efficiency of the current review
process for new chemicals. CSIA would also provide needed uniformity on chemical management, and will
encourage information data flows to better inform chemical assessment and risk management decisions.

¥ ACIis the trade association representing the $30 billion U.S. cleaning products market. ACI members include the formulators of soaps,
detergents, and general cleaning prod used in household, ial, industrial and institutional settings; ies that supply

i di and finished packaging for these products; and oleochemical producers. ACI and its members ave dedicated to improving health
and the quality of Jife through sustainable cleaning products and practices. Our mission is to support the sustainability of the cleaning
products industry through research, education, cutreach and science-based advocacy, More information can be found at
www.cleaninginstitute.org

1331 L Street NW, Suite 650 & Washington, DC 20005 202.347.2300
www cleaninginstitute.org
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Introduction & Background

Chairman Shimkus, Ranking Member Tonko, and Members of the Subcommittee on
Environment and the Economy, | am Ernie Rosenberg, President and CEO of the American
Cleaning Institute™ (ACT). On behalf of the home of the U.S. cleaning products industry, 1
appreciate the opportunity to appear before the Subcommittee to provide testimony. ACI
welcomes the bipartisan interest of the Subcommittee in the modernization of this important law.
ACI companies have facilities in the congressional districts of two-thirds of the Subcommittee

membership.

The American Cleaning Institute Supports the Modernization and Strengthening of our
Nation’s Premier Chemical Management Law

ACI and its members support the modernization and strengthening of TSCA. ACI has called for

strengthening TSCA for several years before the recent Congressional efforts to amend the law.

! ACl is the trade association representing the $30 billion U.S. cleaning products market. ACI members
include the formulators of soaps, detergents, and general cleaning products used in household,
commercial, industrial and institutional settings; companies that supply ingredients and finished
packaging for these products; and oleochemical producers. ACI and its members are dedicated to
improving health and the quality of life through sustainable cleaning products and practices. Our mission
is to support the sustainability of the cleaning products industry through research, education, outreach
and science-based advocacy. More information can be found at www.cleaninginstitute.org

1331 L Street NW, Suite 650 > Washington, DC 20005 < 202.347.2900
www.cleaninginstitute.org
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ACI is committed to efforts to enhance public confidence in the federal management of
chemicals through the strengthening of TSCA. We recognize that consumers have an increasing

awareness of chemicals used in everyday products.

ACI members are developers of innovative products which have improved performance and
convenience and have delivered significant energy, water, and waste reducing technologies to
consumers. A modernized TSCA has the potential to promote even greater innovation in the
development of evermore sustainable cleaning products. These products provide essential
benefits to consumers while protecting human health and the environment. The sustainability
mission for ACI is to benefit society and improve quality of life through hygiene and cleanliness
— and by driving sustainability improvements across our industry and throughout the supply
chain. From cold water washing to efficiencies in cleaning product and packaging delivery,
many of our members are building sustainability platforms across their businesses and
throughout their supply chains. Chemical innovations help bring these sustainable products to
our lives. With leadership from our member companies, ACI sustainability initiatives are
demonstrating transparency by reporting aggregated environmental metrics data using sound
science and outreach to show how cleaning products and ingredients enhance health and quality
of life, and communicating ways in which consumers can use these products safely and

responsibly.

Our industry supports S. 1009, the Chemical Safety Improvement Act (CSIA). We welcome the
bipartisan development of this measure, and particularly the efforts of the late Senator
Lautenberg (D-NJ) and Senator Vitter (R-LA), in crafting a compromise bill and obtaining

bipartisan Senate co-sponsorship. ACI has been, and expects to continue to be, an active
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participant in bipartisan engagements to advance the modernization of TSCA. The CSIA

presents a valuable framework and roadmap for improvements to TSCA.

Our industry has been working with companies and trade associations up and down the value
chain, among others, for some time on updating the law. Common ground has been established.
Some of the most basic principles for updating TSCA include:

¢ The need to reflect the scientific advances made since the 1976 enactment of TSCA and

to allow greater data sharing so that public health and environmental health interests are
protected.

¢ Retention of the law’s risk-based principles (which permit risk management decisions to
be founded on a consideration of both hazard and exposure criteria), while enabling EPA
to review and assess the safety of chemicals in a prioritized fashion.

e Encouraging innovation by ensuring speed to market for new products, growing jobs,
and permitting our industry to compete in the global marketplace while protecting
confidential business information.

The Modernization of TSCA is Key to Domestic and U.S. Global Chemical Leadership

The modernization of TSCA is important in three areas. First, a robust and credible federal
program is crucial to the national uniformity that industry, particularly the consumer packaged
products industry, needs. Public awareness of chemical substances and human and
environmental exposure to them has changed in the nearly four decades since the law’s
enactment. An updated TSCA will contribute to improved public confidence in the chemicals
used to manufacture consumer products and packaging, Second, a modernized TSCA is
important to account for scientific developments and advances that allow important information
developed by industry to be incorporated into chemical safety assessments and determinations.

The law needs to be updated in order for the U.S. to continue to set the pace. Third, a



60

modernized TSCA has the potential to promote the kind of innovation that our members

consistently use in developing and creating more effective and sustainable cleaning products.

TSCA is an important statute to ACI members because of the impact it has on American
manufacturing and the freedom to formulate the products that the public wants and needs. For
this reason, TSCA is particularly important to manufacturers who develop product and process
innovations. TSCA’s new chemicals program has made safety a design requirement in the
development of chemical substances and formulated products. Put another way, the TSCA new
chemicals program has had a deterrent effect on the introduction of any new chemical that
creates a likelihood of harm to human health and the environment while still fostering
innovation. Fundamental to this is how TSCA facilitates the introduction of groundbreaking
innovative and sustainable chemistries and does so more effectively and efficiently than any

other system in the world.

U.S. jurisdictions — not just states but localities as well — are taking mandatory steps to manage
chemical substances through actions such as bans, restrictions, or phase-outs. Businesses are
making decisions about the chemical substances they use to make products more conscientiously
than ever. Chemical substitutions driven by safety, or concerns about safety, are increasingly
being demanded. ACI suppliers and formulators are working in a business climate that is being
driven to restrict the use of certain chemicals in consumer products by perceived safety concerns.
However, such actions in this type of climate are not often driven by thorough scientific analysis.
Without a credible federal program, our ability to be responsive to concerns that may be raised
about chemicals in any kind of product, including cleaning products — especially those concerns

not based on reliable science — is significantly hampered.
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EPA needs to have access to, and take full advantage of, information and data necessary to reach
credible science-based chemical management decisions, and to keep current with the rapid
advances in the science of toxicity screening and risk assessment for chemicals. ACI recognizes
that the Agency needs sufficient information to better inform chemical assessment and risk
management decisions. A modernized TSCA should require EPA to systematically prioritize
and assess existing chemicals. The current statute requires updating because there are
considerable hurdles that EPA must meet before it can identify chemical risks and take effective

action. CSIA addresses this.

Congress should provide EPA with adequate resources and clear authorities to meet deadlines to
do the work under a revised TSCA program. It is crucial to stress that any changes to TSCA
must be practical and achievable in order to maintain U.S. leadership in innovation. Itis
essential that any modernization of TSCA results in a successful program that is credible and
workable for the Agency and industry, and allows EPA to meet its regulatory obligations without

unduly delaying or burdening innovation.
A Robust U.S. Chemical Management Law Must Maintain and Enhance Competitiveness

There are key aspects of TSCA that allow U.S. industry to remain competitive in the global
marketplace and help maintain and create U.S. jobs. TSCA maintains research and development
flexibility, along with the confidentiality of new technological developments, during all phases
critical to marketplace innovation. To this end, ACI remains watchful for any changes to TSCA
that would create unnecessarily high hurdles for market entry of sustainable or otherwise
innovative chemistries that our industry makes and uses. The U.S. chemical management system

must be risk-based and use the best science so as not to waste or misdirect resources. Moreover,
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improvements in the law should reflect recent progress in science and technology and advance

further innovations.

Cleaning product manufacturers are leaders in greener chemistry innovations. These unique and
breakthrough developments often stem from existing or newly developed proprietary
“knowledge capital.” To that end, the law must provide robust, effective, and predictable
confidential business information protection. This is a priority for our industry and for the
development of new chemistries that advance sustainability. Data confidentially provisions must
protect proprietary information in the U.S. to encourage innovation and protect businesses from
intellectual property losses. These concerns extend to any limits on the protection of chemical
identity, and to any arbitrary time limits on CBI claims. Amendments should not alter the
cutrent Freedom of Information Act (FOIA) protection of trade secrets under which rules exist
for commercial and financial information that is privileged and confidential under the law.
Requirements that would limit or presumptively force the expiration of CBI protections, even if

there continues to be a legitimate business purpose, would be problematic.

ACT accepts that a level of transparency is required to achieve the credibility we seek. The
protection of CBI is not at odds with a modernized TSCA. ACI supports enhanced EPA access
to chemical health and safety effects information. However, arbitrary limits on legitimate claims
of confidential business information would inhibit the development of more sustainable
chemistries and products. Such limitations may actually and ultimately conflict with the aim of
the law to protect human health and safety and the environment by discouraging the development
of new data, and by discouraging manufacturers from exploring these innovations in the U.S.
market. In this regard, the continued protection of CBI (including the specific identities of

chemicals when appropriate) remains important to our members. Consistent with similar
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provisions in other laws, medical and health professionals should be permitted access to
confidential chemical identities to diagnose or administer appropriate medical care, subject to
appropriate confidentiality agreements. The sharing of CBI with other government authorities
could be useful to EPA and industry, provided that safeguards are in place granting CBI
protection equivalent to that under TSCA and FOIA. The robust protection of CBI provides
industry confidence that they will be able to reap the benefits of their expenditure of both time

and resources in research and development leading to the creation of more sustainable products.

New products and greener chemistries get to U.S. consumers as fast as innovation allows
because of the efficient method TSCA provides to accomplish this task. TSCA Section 5 gives
EPA the authority to evaluate and regulate new chemical substances for use in the U.S.
marketplace. In general, EPA accomplishes this through the receipt and expedient review of
premanufacture notices (PMNs). The law allows EPA to review and take any necessary action
even before there is any commercial production of the chemical substance. Only after the review
period has expired and EPA has elected to take no action on the basis of health and safety
concerns can commercial production commence. The individual chemical substance is then
listed on an EPA inventory; but when it is appropriate, may be subject to future review. EPA
accomplishes much of this work using information already in its possession, or from information
and data submitted by manufacturers and processors, and by relying on constantly evolving
assessment tools as an alternative to additional animal testing. While TSCA grants EPA control
authorities, it has been repeatedly demonstrated that the Agency can also obtain additional
information from the chemical manufacturer, or take more time for review. Such requests lead to

the submission of new information or the withdrawal of the premanufacture notice.
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The TSCA premanufacture program is a better constructed process than any command and
control regime which demands reams of data irrespective of any health or safety concern.
Moreover, the law allows EPA to interact and engage with chemical substance manufacturers
faster and more flexibly than any other global regulatory counterpart. This is a fundamental
reason why TSCA Section § has worked so well — and why the U.S. is where most chemical
innovations are introduced. These important features of minimal delays, robust interactions
between government and industry, and data flows to accomplish key health and environmental

goals are paramount features that set the U.S. apart from other regimes around the world.

The Chemical Safety Improvement Act (CSIA) S, 1009 Strengthens TSCA

The CSIA would for the first time direct EPA to systematically evaluate the safety of existing
chemicals in use. S. 1009 would also help the Agency take steps to clean-up its chemical
inventory nomenclature system. It would also enable EPA to identify and act on chemicals that
may pose safety concerns in their intended use. CSIA artfully and thoughtfully refocuses the
TSCA safety standard on risks to human health and the environment, but would remove key
obstacles to the Agency’s use of its authorities. CSIA also seeks to strengthen the credibility of

EPA’s program and enable uniformity on chemical management which is so urgently needed.

Data collection by rule under existing TSCA authority is complicated and cumbersome. EPA
has been very successful in obtaining new data from industry without resorting to rulemaking.
The CSIA would provide a pathway for new testing agreements building on these successes. For
those cases where EPA must require the submission of health and safety information, the CSIA
would enable the Agency to more efficiently gather data with revised tools. The CSIA, unlike
the law today, would allow EPA to more efficiently and expeditiously gather data when needed

for the Agency to determine whether a chemical is safe for its intended use. This may include

8
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additional testing and obtaining information from processors. EPA would be required to assess
and affirmatively determine the safety of existing high priority chemicals under CSIA, which
would create a persuasive environment for industry to voluntarily develop or bring forward a
variety of new data to ensure EPA assessments are well informed. CSIA would create a coherent
program to ensure EPA has the tools for making chemical assessments that are well informed by
encouraging the Agency to first use existing data. This is analogous to the structure of Canada’s

effective law.

CSIA would significantly improve EPA authority to identify and act on chemicals that pose
safety concerns. One of the biggest problems EPA faces in administering the current TSCA is
the Agency’s inability to achieve timely risk reductions under Section 6 when faced with the
need to reduce or eliminate exposures to a specific chemical through a cumbersome rulemaking
process. While Section 6 has good processes in theory, it has been shown to be next to
impossible for the Agency to successfully implement in practice. CSIA would eliminate

excessive impediments by streamlining the Section 6 process.

Finally, with regard to the two critical aspects important to the cleaning products industry
addressed above, the CSIA would allow more data on chemicals and EPA’s safety assessments
to be made available to the public while respecting legitimate confidential business information
(CBI). Limits on the ability of industry to preserve CBI and prevent the illegitimate use of
intellectual property would discourage innovation and hinder the introduction of safer chemical
alternatives. The CSIA recognizes the need to protect legitimate CBI, while requiring rigor in
substantiation. The CSIA opens up lines of state and federal government communication on

issues of chemical safety. The CSIA would do this while preserving the efficiency of the current
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review process for new chemicals. This is critical to facilitating innovation in the U.S., and for

bringing sustainable chemistries to market and allowing substitutions where warranted.
* K %

ACI is committed to remaining an engaged stakeholder to develop a constructive bipartisan,
bicameral dialogue to update and strengthen TSCA. A credible federal chemical management
program is important to promoting the safe use of chemicals; enhancing public confidence in the
chemical management system; protecting American jobs; and, maintaining U.S. global
leadership in chemical innovation. ACI appreciates the opportunity to engage as a direct

participant with you on the most critical issues related to updating such an important law.

10
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Mr. SHIMKUS. Thank you, Mr. Rosenberg.
Now I would like to recognize Dr. Richard Denison, Senior Sci-
entist from the Environmental Defense Fund.

STATEMENT OF RICHARD A. DENISON

Mr. DENISON. Thank you, Chairman Shimkus, Ranking Member
Tonko, and other members of the committee for your interest in
this issue, and for the opportunity to share EDF’s perspective on
this bipartisan legislation, the Chemical Safety Improvement Act.

I have four key points I would like to make today.

First, we have a major political opening to address an urgent
health concern, and to fix a law that everyone believes needs re-
form. Second, the bill before us has many of the elements needed
for effective reform, and a concern for moving reform forward.
Third, the bill also has serious problems that must be remedied.
And fourth, those problems, while serious, are fixable.

The need for reform is more urgent than ever, with science in-
cr;f(?asingly linking exposures to certain chemicals to serious health
effects.

My organization has been working to reform TSCA for more than
20 years, and I personally for well over a decade. The law simply
does not work. It is not protecting the health of Americans, it
doesn’t provide the information companies need to make sound de-
cisions, and it doesn’t give consumers and the market the con-
fidence that companies need to run their businesses.

In May of this year, we saw a breakthrough with the introduc-
tion of CSIA. The bill is both a promising start and far from per-
fect. It contains many elements of TSCA reform that need signifi-
cant changes to actually deliver those reforms. I am convinced the
problems can be addressed while retaining the bipartisan support
needed to pass legislation.

Let me note several ways in which CSIA addresses major flaws
in current law. For the first time safety reviews would be required
for all chemical—in order to be made and sold. Also for the first
time—gain access to confidential business information.

CSIA would address the two main reasons the TSCA safety
standard has failed. It would generally replace the current cost
benefit standard with a requirement for a health-only standard,
and it strikes the least burdensome requirement for TSCA regula-
tions that has, as Mr. Jones said, become a recipe for paralysis by
analysis.

CSIA would also fix TSCA provisions that thwart EPA’s ability
to get new data on a chemical. It could issue test orders and avoid
a regulatory process that takes many years. And it strikes the
catch 22 under TSCA that requires the EPA first show evidence of
risk in order to require testing. But the bill would also erect some
major barriers to EPA effectively and efficiently using these new
tools. The safety standard does not ensure protection of vulnerable
populations, including pregnant women, infants, workers who may
be more exposed or more susceptible to the effects. The bill would
not ensure that all information claimed confidential actually war-
rants trade secret protections. It would weaken current TSCA by
barring the testing of new chemicals, or ones lacking enough data
to screen their safety. This means EPA would either have to give
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a pass to data poor chemicals that may post a risk, or waste time
scrutinizing chemicals that more data would show pose little risk.
And the bill lacks deadlines and has so many procedural require-
ments that just getting the system up and running would take
years.

My testimony includes an analysis I have done that is quite opti-
mistic in terms of time frames that shows that more than 7 years
would be required to get to the first safety determination for a
chemical.

Finally, the bill’'s sweeping preemption of State authority needs
to be significantly narrowed so that, for example, States can con-
tinue to act until and unless EPA takes final action on a chemical,
and can, with good cause, obtain waivers that allow them to go fur-
ther than a State than EPA—control of chemical risks.

Mr. Chairman, let me end on a positive note. The bipartisan bill
offers major political opportunity and conserves the basis for talks
to move reform forward, and while its deficiencies are serious, as
I mentioned before, I believe they are all fixable. I am encouraged
that the informal negotiations on the bill that have been occurring
in the Senate already appear to be moving in the right direction,
but there is more work to be done. I urge the subcommittee to
build on the foundation laid by S. 1009 to pass meaningful TSCA
reform legislation in this Congress. The health of—and I thank you
for your time today.

[The prepared statement of Mr. Denison follows:]
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ONE-PAGE SUMMARY

In May of this year, the bipartisan Chemical Safety Improvement Act (CSIA) was introduced, opening the
first viable path toward actually passing TSCA reform jegisiation. CSIA contains many elements of

effective reform ~ but needs significant changes if it is actually to deliver the promised reforms.

Some of the ways in which CSIA addresses major flaws in the current law include:

* CSIA mandates safety reviews of all chemicals already in commerce.

e (SIA tackles the key problems in TSCA’s “unreasonable risk” standard, by clarifying that the
standard is to be applied based solely on heaith and environmental risk, and striking the “least
burdensome” requirement that has paralyzed EPA’s ability to act.

e CSiA requires a new chemical to be found likely to meet the safety standard before market
entry.

s CSlAincreases EPA’s ability to require testing, by allowing it to issue orders and not requiring
EPA to make risk findings to order testing.

* CSIA grants State and local governments and medical personnel access to confidential business
information {CBI), subject to confidentiality agreements.

Unfortunately, the bill as drafted also would erect major obstacles that would impede EPA’s ability to
effectively and efficiently utilize these tools. And it would unduly limit the authority of states to act to

address chemical risks, often long before EPA has acted to address those risks.

Among the major concerns that need to be addressed are the following:

+ The safety standard must ensure protection of vulnerable populations and require that the
multiple sources of exposure to chemicals be taken into account.

e EPA’s authority to require testing when reviewing new chemicals and prioritizing data-poor
chemicals needs to be restored.

e The bill's sweeping pre-emption of state authority needs to be significantly narrowed.

* The bill’s lack of deadlines and its imposition of numerous overlapping procedural requirements,
which would delay even the first safety decisions for many years, must be fixed.

s The bill’'s undue limits on EPA’s ability to ensure that information submitted and claimed as
confidential actually warrants protection from disclosure must be remedied.

1 am convinced that these problems, while serious, are fixable and can be addressed in a manner that
ensures protection of public health while retaining bipartisan support critical to passage of the
legislation. Congress must seize this opportunity to address an urgent health concern and overhaul an
ineffective and obsolete law that everyone agrees needs reform. The health of ali Americans hangs in

the balance.



71

FULL STATEMENT

My organization has been working to reform the Toxic Substances Control Act {TSCA) for
nearly 20 years and | have personally been engaged in this effort for well over a decade. We
have made this investment because we are convinced that this outmoded law is not protecting

American families, workers and communities from toxic chemical exposures.

The need for reform is urgent, even more so than when we began this work. Emerging
science increasingly links certain chemical exposures to the rising incidence of serious chronic
health problems such as infertility, diabetes, childhood cancers and even learning disabilities.
So in recent years we have redoubled our efforts to reform TSCA, the core provisions of which
have not been touched in nearly 40 years. Today, there is almost universal agreement that the
current law simply does not work: 1t is not protecting American families, workers and
communities from toxic chemicals; it is not providing the market with the information needed
to inform decisions and drive innovation toward safer chemicals; and it is not providing the

consumer confidence and market predictability that companies need to run their businesses.

in May of this year, we saw a breakthrough: For the first time, bipartisan reform
legislation was introduced in the Senate, and the bill now enjoys co-sponsorship by cne-quarter
of the Senate, 12 Democrats and 13 Republicans. EDF welcomed the introduction of the
Chemical Safety Improvement Act {CSIA) because it offers the first viable path toward actually
passing reform legislation. In addition, the bill as introduced contains many of the elements of
effective reform — although, as | will explain, as drafted it needs significant changes if it is to

actually deliver the promised reforms.
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EDF and many others have identified a number of serious concerns with CSIA that must
be addressed, a few of which I'll discuss in a moment. But ! am convinced that the problems
are fixable and can be addressed in a manner that ensures protection of public health while
retaining bipartisan support critical to passage of the legislation. Many, if not most, of the
improvements we seek will benefit all parties by creating an effective and efficient system that
protects public health and restores market and consumer confidence in the chemical and
related industries and their products. I've attached to my testimony a side-by-side comparison

of TSCA and CSIA, highlighting both strengths and weaknesses of the bill (Attachment 1).

Let me now highlight some of the ways in which CSIA addresses major flaws in the

current law.

* CSIA mandates safety reviews of all chemicals already in commerce: When TSCA passed in
1976, it grandfathered in some 62,000 chemicals already in commerce — which still account
for the bulk of chemicals in active use today —and gave EPA no mandate to review them for
safety. As a corollary, it falsely equated the lack of any safety data on the great majority of

those chemicals with a lack of risk.

CSIA for the first time would require EPA to review the safety of all chemicals in active
commerce. And it makes a lack of safety data a basis for designating a chemical high-
priority, which triggers EPA’s authority to require testing and a mandate to conduct a formal

safety assessment and safety determination for the chemical.

o CSIA tackles the key problems in TSCA’s “unreasonable risk” standard: TSCA’s

“unreasonable risk” cost-benefit standard is widely regarded to have failed for two main
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reasons. First, it blurs together what should be two distinct decisions: a science-based
decision as to whether a chemical poses a significant risk; and a risk management decision
as to how to address such risks where they are found. Second, it forces EPA to engage in
paralysis-by-analysis by requiring it to prove that any action it proposes to take is the “least

burdensome” of all possible options for each and every use of a chemical.

CSIA tackles both problems: It clarifies that the “unreasonable risk” standard is to be
applied “based solely on considerations of risk to human health and the environment;”
except in the case of complete bans or phase-outs, consideration of costs and benefits is
relegated to a separate risk management stage. And it strikes the paralyzing “least

burdensome” provision.

CSIA requires that a new chemical be found likely to meet the safety standard before
market entry: Under TSCA, new chemicals undergo a cursory pre-manufacture review, and
no affirmative safety decision is required before they can enter the market. And in the
review, the burden is on EPA to find a concern — hard to do when safety data are not

required — in order to halt, slow or limit market entry.

CSIA for the first time would require EPA to make an affirmative finding of likely safety
as a condition for the manufacture of a new chemical to commence. And while EPA still
could not directly require safety testing of new chemicals, it could suspend its review
pending submission of needed data, or impose conditions needed to provide the requisite

assurance of likely safety in the absence of such data.
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CSIA allows EPA to require testing by issuing orders: Under TSCA, EPA must promulgate a
regulation in order to require a company to conduct safety testing of a chemical it makes or
uses. Moreover, to require testing, EPA has to show potential risk or high exposure ~a
Catch-22, given that testing would typically be the way EPA would get the data needed to

make such findings! This process is resource-intensive and typically takes many years.

CSIA would authorize EPA to issue orders to require testing. Using orders avoids the
onerous rulemaking process and subsequent court challenges. While EPA would have to
justify why it is using an order rather than a rule or consent agreement, it would not need to

make risk findings to order testing of a chemical.

CSIA grants State and local governments and medical personnel access to confidential
business information (CBI), subject to confidentiality agreements: Under TSCA, EPAis
forbidden from sharing CBI with other levels of government, denying them access to
information vital to their ability to assure the health and welfare of their citizens. And even
in emergency situations, TSCA denies doctors, nurses, even staff in poison control centers,
access to information — such as the confidential identity of a chemical to which a child or

worker has been exposed — that could literally save lives.

CSIA would for the first time grant access to such information to those outside the

Federal government who need it most.

That's the good news.

Unfortunately, the bill as drafted also would erect major obstacles that would impede

EPA’s ability to effectively and efficiently utilize these tools. And it would unduly limit the

6
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authority of states to act to address chemical risks, often long before EPA has acted to address

those risks.

Among the major concerns that need to be addressed as the bill moves through the

legislative process are the following:

.

The safety standard must ensure protection of vulnerable populations and require that
the multiple sources of exposure to chemicals be taken into account. One thing we have
learned since TSCA first passed in 1976 is that certain individuals and populations are either
more heavily exposed to chemicals or more susceptible to their effects than the population
as a whole. These include the developing fetus and infants, as well as workers or those with
pre-existing medical conditions. And they include “hotspot” communities that have
disproportionately high exposure, often because they are exposed to chemicals from
multiple sources.

EPA’s authority to require testing when reviewing new chemicals and prioritizing data-
poor chemicals needs to be restored. As noted earlier, CSIA would reduce the procedural
and evidentiary burdens on EPA to require testing. However, it would severely limit the
purposes for which testing could be required: Testing could only be required to inform
safety assessments and determinations for existing chemicals, and EPA is explicitly barred
from requiring testing of new chemicals and to inform prioritization of existing chemicals.
This is a major step backward from current TSCA. The arbitrary restriction on testing in CSIA
would lead to one of two outcomes that would be good for no one: either EPA would be

forced to allow chemicals for which insufficient data exist to assess their safety to enter or
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remain on the market; or it would have to deny market access to or waste resources
assessing chemicals that more data would show pose little or no risk.

The bill’s sweeping pre-emption of state authority needs to be significantly narrowed.
Faremost among the concerns about the bill as drafted is that by EPA merely designating a
chemical as high- or low-priority, all States would be precluded from imposing a new
requirement on the chemical. For a high-priority chemical, this pre-emption of State
authority would happen long before, likely many years before, EPA took any action to
address risks posed by that chemical. And for a fow-priority chemical, States that disagree
with EPA’s decision would have no recourse because even though the low-priority
designation would effectively be a final agency action, it would not be subject to judicial
challenge. That’s not only bad policy, it’s bad for the practice of government.

Under the bill as drafted, pre-emption of pre-existing state requirements is triggered
merely by EPA’s issuance of a safety determination. For a chemical EPA finds does not meet
the safety standard, State requirements would be voided well before EPA takes final action
to address the risks of the chemical.

Long-standing authorities of states to enact requirements identical to those of Federal
agencies for purposes of co-enforcement would also be eliminated, as would state
requirements imposed for entirely different purposes such as to reduce emissions of
greenhouse gases.

The bill’s lack of deadlines and its imposition of numerous overlapping procedural
requirements, which would delay even the first safety decisions for many years, must be

fixed. One area of agreement across all stakeholders is the desire for an efficient system
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that gets up and running quickly, transitions smoothly from the current system, and makes
timely decisions on the large number of chemicals in active commerce. As drafted, the bill
would frustrate that shared objective by requiring EPA to take years just to establish the
new system, and years more to make decisions and take action on specific chemicals. And
it would all but invite legal challenges by parties unhappy with one or another aspect.

1 have done a detailed analysis of the bill’'s procedural requirements, which l've attached
to my testimony (Attachment 2}. it shows that even by a very conservative estimate, the
first list of prioritized chemicals would take more than three years to develop, and the first
safety determination on a chemical not made until more than seven years after enactment,
with any needed risk management actions requiring even longer to implement.

Solutions to these problems are, however, evident; Among them are adding aggressive
but realistic deadlines; ensuring EPA can incorporate and build on the work it has done to
date as it transitions to the new system the bill would establish; and streamlining the bill's
“red tape” to eliminate redundant requirements and procedures.

The bill’s undue limits on EPA’s ability to ensure that information submitted and claimed
as confidential actually warrants protection from disclosure must be remedied. For
example, the bill places a blanket restriction on EPA’s authority — which it has under current
TSCA - to examine and require documentation of past confidentiality claims — even when it
has reason to believe the information does not or no longer constitutes a trade secret.
Given the widespread overuse of CBI allowances over the history of TSCA —a fact

acknowledged even by industry witnesses appearing before this Subcommittee earlier this
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year — this restriction is unwarranted and could even preclude EPA from complying with

requests its receives under the Freedom of information Act {FOIA).

Let me end by returning to what | believe is the good news here: First, we have a major
political opening to address an urgent health concern and overhaul an ineffective and obsolete
law that everyone agrees needs reform. Second, we have a bill that has many of the elements
needed for effective reform and can serve as a basis for negotiations. Third, while its
deficiencies are serious, they are fixable: many of the changes needed | believe will benefit all
parties, and the others, while tougher, can be solved if we can muster the political will and
negotiate in good faith to balance competing objectives. | am encouraged that the informal
negotiations on the bill that have occurred to date appear already to be moving it in the right

direction.

| urge this Subcommittee and all stakeholders to build on the foundation laid by a
bipartisan group of Senators earlier this year and work to pass meaningful TSCA reform

legislation in this Congress.

The task will not be an easy one, but we simply can’t afford to waste this opportunity. If
done right, the bill could pave the way to an effective and efficient system that fully protects
public health, restores lost confidence in the safety of chemicals and chemical products, and
provides incentives and the information needed for the market to avoid dangerous chemicals

and innovate safer and greener ones.

The health of all Americans hangs in the balance.
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Mr. SHIMKUS. Thank you, Dr. Denison.

Now I would like to recognize Mr. Dean Garfield, President and
CEO of the Information Technology Industry Council.

Sir, welcome.

STATEMENT OF DEAN C. GARFIELD

Mr. GARFIELD. Thank you, Mr.—Chairman Shimkus, Ranking
Member Tonko, members of the committee.

On behalf of the 54 of the most dynamic and innovative compa-
nies in the world, as well as the nearly 6 million people who work
in the tech sector, we thank you for hosting this hearing and ask-
ing us to testify.

We have submitted our testimony for the record, so rather than
repeat it, I will highlight three elements of that testimony.

First, we strongly support this bipartisan and bicameral effort to
reform TSCA. We think it is a unique opportunity to advance our
human health and environmental shared interests. The tech sector
takes very seriously its role as corporate and environmental stew-
ards, whether it is in product design where we are driving down
the energy usage of our products, or in sourcing where we are de-
veloping and promulgating responsible sourcing, paradigms and
programs, or in our recycling and reuse programs that we have all
across the world. We view these issues as first priorities and intend
to stay engaged. And so thank you for your efforts.

Second, we think this regulatory reform creates an opportunity
to develop regulatory processes that are timely, transport and
based on sound science. In that regard, we will be placing par-
ticular emphasis and paying a lot of attention to how you deal with
the issue of chemicals and articles. In particular, we think it is
very important for Congress to give guidance to the EPA in that
area, but at the same time, we don’t think it should be done in an
import/export control fashion, and, in fact, we think the current
process whereby the EPA has a case-by-case analysis is one that
is appropriate and should be continued.

Finally, we strongly agree with Chairman Shimkus’ opening
statement that TSCA reform can and should be an opportunity to
enhance rather than inhibit innovation. With that in mind, we
think it is important for three things to occur. One, as the previous
witness, Mr. Jones, pointed out, we think that the approach and di-
rection to EPA has to include some important time limits, particu-
larly as it relates to dealing with innovative or new uses of chemi-
cals. Second, dealing with covered—I am sorry, dealing with con-
fidential business information is critically important. Intellectual
property is key, the lifeblood of the tech sector, and so ensuring
that confidential business information is maintained as confidential
is critically important to us. And third and final, the issue of pre-
emption is also critically important. We recognize that the States
have an important role to play in these processes and in setting
standards, at the same time, we develop locally and disseminate
globally. And so dealing with 50 or 51 different standards around
human health and environmental safety is simply untenable and
unworkable for us.
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Thank you again for the opportunity to testify, and I look for-
ward to your questions.
[The prepared statement of Mr. Garfield follows:]
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Chairman Shimkus, Ranking Member Tonko and members of the Subcommittee:

Thank you for the opportunity to testify at today’s hearing regarding Senate bill 1009~ The

Chemical Safety Improvement Act.

My name is Dean Garfield and | am the President and CEO for the Information Technology
Industry Council, or ITl. ITlis a global trade association representing over 50 of the world’s
most innovative companies in the information and communications technology sector. Our
members have an abiding commitment to sustainability and corporate social responsibility —a
commitment we have again demonstrated through our strong leadership to continually
improve our processes, supply chains and our products to better protect human health and the

environment.

The tech sector is largely a home-grown U.S. industry that has achieved unparalleled global
success. Our companies annually spend billions of dolfars in the U.S. on research and
development, design and manufacturing, and millions of American workers. America’s tech
sector is defined by innovators, creating dynamic products and services that transform how we
all live, work, and play. We're job creators, putting nearly & million people to work across
American each day. We're growth engines, contributing about $650 billion annually to the
U.S. economy -- a figure that expands each year. Our sector’s hardware, software and service
innovations make the rest of the economy more productive, increase energy efficiency, reduce

costs and increase the quality of life for Americans and global populations alike.

Our sector is committed to protecting human health and the environment, and we have
realized significant gains, often on a voluntary basis, both with regard to the materials and
processes we use to manufacture products, and to those materials that are contained within
our final products. We have established and implemented high standards throughout our

global supply chains: from the sourcing of minerals used in our products; to the conditions in

Page 2 of 7
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our suppliers’ facilities; to the ongoing use of more environmentally-favorable materials; to the
design of products that are more energy efficient and easier to upgrade; to the foremost

private sector product refurbishment and recycling programs.

{Ttis privileged to be invited to testify at today’s hearing regarding the Toxic Substances
Control Act (TSCA) and the Chemical Safety Improvement Act. As many people have noted,
TSCA has not undergone substantial change since its enactment in 1976. Over the last several
years, however, we have seen major changes in the regulatory frameworks used to oversee
chemical safety in countries around the world and in some U.S. states. Inthat context, itis

reasonable for Congress to consider whether TSCA needs improvement.
| can summarize our priorities for TSCA reform as legislation that:

- Meets human health and environmental objectives while also enabling U.S. leadership
in technology development, manufacturing and economic advancement;

- Maintains an efficient process for the assessment and management of chemicals that
allows the chemical industry to provide downstream industries with the materials they
need on a timely basis.

- Provides timely evaluation and approval of new chemicals critical to innovation;

- Directs EPAto evaluate and manage chemicals in a transparent manner that ensures
that chemical suppliers and downstream user industries have certainty regarding the
use and availability of materials;

- Balances the need to ensure necessary confidential business information (CBI)
protections with appropriate access to health and safety information to regulators and
the public;

- Establishes a consistent set of standards, whenever feasible, across international and
state borders that will allow our industry to design and sell the same product in all of

our domestic and global markets.

Page 3of7
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General Perspectives

ITI and our members support targeted TSCA reforms that are consistent with continued U.S.
leadership on technology development, manufacturing and innovation. TSCA is a chemicals
management statute, meaning that most ITI members have limited, if any, direct compliance
obligations. That said, our continued innovation and ability to manufacture and create jobs in
the U.S. rests on continued certainty within the federal chemicals management program,
timely approvals of new chemicals, and strong CBI protections for us and for our suppliers. In
sum, we need a chemicals management program that can work in practice for EPA, for our
sector’s materials suppliers, and for our customers and the public. We welcome the

opportunity to participate in the dialogue as it evolves.

In general, ITl promotes chemicals management approaches that consider the potential
hazard of a chemical as well as the potential exposure associated with a particular use of that
chemical. Of equal importance, a strong chemicals management program must rely on sound
science and data, including the thorough assessment of the potential environmental, energy
and human health impacts of proposed alternative substances. Our sector has experience in
other jurisdictions with chemicals restrictions or outright bans based on hazard that yield
questionable environmental benefits. In many instances, these results are coupled to the

challenges or unintended consequences associated with the available substitutes.

We have reviewed the Chemical Safety Improvement Act that is now under consideration in
the Senate. We applaud the efforts by the supporters of that bill to work together across party
lines to find areas of common ground. We also agree with other stakeholders that . 1009 is a
reasonable starting point for consideration of how the TSCA program could be improved. In
that regard, we would like to identify some specific areas that we think warrant further

discussion.

Page 4 of 7
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Consideration of “Articles”

As with numerous other sectors of the American economy, 1Tl and our members have
particular interest concerning how a reformed TSCA statute would address articles —the
potential regulation of chemical content in components or finished products. The current
TSCA allows EPA to apply its import and export provision to chemicals in articles (e.g.,

machine parts, computers, vehicles, etc.), as well as to chemical substances and mixtures.

Since the beginning of TSCA’s implementation, however, the U.S. government has exempted
articles from these import/export provisions, while reserving its ability to regulate articles on a
case-by-case basis. The Senate bill contains a problematic definition in its import provision

that conflates articles with chemical substances and mixtures. We suggest that this definition

either be deleted or appropriately rewritten to ensure consistency.
With regard to articles, we recommend that any TSCA reform bill:

* Retain the general article exemptions for import/export that have been recognized for
over 30 years. Under this approach, EPA can issue a rule, when necessary, that would
apply specific obligations to articles on a case-by-case basis. That authority should be

retained for use by EPA in special circumstances.

* Include language that would guide EPA in addressing articles across the statute. Prior
to considering articles, EPA should be required to demonstrate that the objective of the
action cannot be adequately addressed through action on chemical substances and
mixtures alone, and that the presence of the substance in the specific article would

significantly contribute to public risks within the U.S.
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Regulatory Alignment

We recognize that federal preemption is a challenging issue. The Senate bill would preempt
certain types of requlations that the states may take once EPA has designated a chemical as a
high or low priority, or has established a schedule for the chemical’s safety assessment and
determination. Our sector cannot manufacture a unique product for a given state, nor do we
sell products on a state-by-state basis. Given that we design for a global marketplace and
distribute our products on a regional basis through independent third parties, our sector has
struggled in the past simply to meet state-specific product labeling requirements. Unique
state-specific product design requirements would be unworkable, so we urge Congress to

protect interstate commerce which depends upon consistent regulation across all states.
Confidential Business information

The Senate bill appears to change the Section 14 criteria that EPA must use to determine what
information may be claimed as CBl under TSCA. Itis unclear at this point how the CBI
protections provided under the Senate bill would differ from the protections currently in place.
To be clear, ITE members and our supply chain partners need CBI protections to ensure that we
can continue to introduce new materials and protect new uses of existing materials that enable
competitiveness, innovation, economic progress and job creation. We support necessary CBI
protections, while also recognizing that regulators and the public need appropriate access to

relevant health and safety information.
Open Questions
1Tl and our members have a number of open questions regarding the approach advanced in S.

1009.
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First, the Senate bill would require EPA to conduct a risk assessment of high-priority existing
chemicals for their “intended uses.” We need clarification as to whether this approach would
require EPA to assess all uses of a chemical, including low-risk scenarios, or whether the
Agency may focus on significant exposures that account for the chemical’s primary risk. This
latter approach is the one that EPA currently applies in the TSCA program, and we support its

continuation.

Second, the Senate bill rewrites a significant portion of the Section 5 provisions affecting the
review of new chemicals under TSCA. The new provisions appear to incorporate elements of
EPA’s implementation of the new chemicals program, but ITl would need to better understand

what the intended changes would accomplish before we can fully comment on this language.

Third, the current standard for Section 6 of TSCA is fully compatible with Presidential
Executive Orders that have been in place for decades. These EOs require agencies to evaluate
regulatory options for achieving the purpose of a rule, and to assess the costs and benefits of
all options considered. The Senate bill would divide EPA’s chemical program into a series of
discrete steps (i.e., safety assessment, safety determination, risk management action,
exemptions). Itis not clear when EPA would prepare its Executive Order assessment under this
new framework, or how the results of a cost-benefit analysis would be applied during the

process.

{TI and our members support targeted TSCA reforms that are consistent with continued U.S.
technology leadership, manufacturing and innovation. We welcome the opportunity to

continue to participate in this important dialogue.

Thank you again for the invitation to testify today. | would be pleased to answer any

questions.
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Mr. SHIMKUS. Thank you, sir.

Now I would like to turn to Mr. Andy Igrejas, National Cam-
paign Director of the Safer Chemicals, Healthy Families. Welcome.

Mr. IGREJAS. Thank you very much, Mr. Chairman and Mr.
Tonko.

Mr. SHIMKUS. Check your microphone.

Mr. IGREJAS. Thank you. Sorry about that.

Mr. SHIMKUS. That’s all right.

STATEMENT OF ANDY IGREJAS

Mr. IGREJAS. Safer Chemicals, Healthy Families is a coalition of
450 health and environmental organizations, industrial unions and
steel and automobiles, as well as businesses, some large, some
small, from around the country. There is a broad political spec-
trum, actually, of membership in the organization in the coalition.

We came together in 2009 to achieve reform of the Toxic Sub-
stances Control Act, and we agree with the sentiment and we are
hopeful that that day could soon be at hand with the legislation
that has been introduced, but I would have to say that we believe
that legislation is not yet balanced. It needs a lot of work in order
to become balanced, and it needs clearer benefits for public health
and the environment sooner, and it needs a clearer break with the
dysfunctional past of TSCA, that I think has been surfaced in your
own analysis and your own oversight of TSCA.

I want to put the focus back on public health because it is that
concern, the mainstream health professional and public health
community conclusion that, from pediatricians, obstetricians, oth-
ers, endocrinologists, that chemicals are contributing to the burden
of disease in this country; the diseases that affect millions of Amer-
ican families, and TSCA reform is fundamentally a solemn exercise
in trying to make progress in preventing that effect.

The groups like the Autism Society, Learning Disabilities Asso-
ciation, breast cancer groups and others who are in the coalition
are here because of that, and it is what is driving the public con-
cern that is changing the marketplace and driving the States right
now. And so we need to make progress on that, that is very clear.
And I think you had the right idea when you started with the ex-
amination of what was wrong with TSCA, what didn’t work and
why. And you saw, I think, in the testimony that the law never
really got off the ground, that the procedures and the standards
proved to be unworkable, they got tied in knots, EPA, trying to reg-
ulate asbestos. When they were finally done, they were thrown out
of court, and the law didn’t make much other progress. And it is
a shame that Mr. Dingell is gone because his amendment is one
of the clearer parts of TSCA that did do something; the PCB ban.
And because of all that, the fact that TSCA didn’t restrict the
States turned out to be one of its major blessings, one of its only
benefits, because States have been able to make process in the in-
terim.

Nevertheless, we are hopeful that the bill can be improved based
on the testimony of the Senators and our own engagement with the
Senators’ offices and with yourself, being invited here. And I want
to highlight a few areas, there are more in the testimony, for the
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purposes of helping focus improvement and getting to a more bal-
anced bill.

First is the standard. The core idea of the Chemical Safety Im-
provement Act that the—is that the standard is fixed in the unrea-
sonable risk standard. We believe that it is not. The attempt to fix
it is to apply qualifying language for how it should be used in Sec-
tion 6, but the standard is also used in other sections of the bill.
And the related issue of the least burdensome requirement, while
that phrase is excised from the bill, a sort of fraternal twin appears
that you have heard Jim Jones reference that has basically the
same effect. And the bottom line for us is that the—under the bill,
our analysis is EPA could still not ban asbestos under this new bill,
and that is a problem.

So I think that baggage of TSCA is something to really think
clearly about, and we need to break with it in this new bill. It is
otherwise going to weigh down this new bill. The clearest—cleanest
way to do that would be a new standard, but if not, if that can’t
be done, fixing this standard so that it is clearly defined as a
health-only standard would go a long way to dealing with this
problem.

Another problem that has been mentioned is vulnerable popu-
lations and aggregate exposure. Maybe aggregate exposure hasn’t
been mentioned yet. These are core concepts to the American Acad-
emy of Pediatrics’ recommendations on reform, and I think they
should be embraced more tightly in the bill. The bill mentions them
but does not really require them to be dealt with as a fundamental
part of reform. And I think if you don’t do that, you will be left
with safety determinations that simply don’t reflect the fact that
children, it is just a plain medical fact, are more susceptible to
these chemicals than people in heavily-impacted communities are,
and that people are exposed to the same chemical from more than
one source at a time. And so you need to add up those exposures
when you are figuring out what is happening to them, and the pro-
t}e;ctive measures, the risk-management measures, need to reflect
that.

So if we don’t do that, we will simply be getting the determina-
tions wrong, and they won’t really be protecting the public, and I
think you want to be able to claim otherwise when we are done
with this exercise.

I want to highlight a couple of issues where the bill actually goes
backwards and we think does new harm. The first is the issue of
frameworks which has been mentioned. The bill requires a lot of
new frameworks. It delays the start of the program for several
years. We believe that that sounds too much like the old TSCA. We
want less red tape put in front of EPA taking action, not more.
Also States’ rights. That has been mentioned earlier. The bill in-
fringes on them to a great degree in a way that we think goes
against the record. I think you noticed in your comments earlier
that not a lot of States have taken the fundamental action, but at
least they have made progress on chemicals while the Federal Gov-
ernment was tied up in red tape. And our fundamental interest in
preserving States’ ability, both the progress they have made and
their ability to make new progress, really is Mr. Barrow’s hunting
dog analogy that no one expected TSCA to not work out the way
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that it did, and any problems in this new law, whether the funding
or anything else at implementation, we want that safety valve that
the States can still take action and can still make progress.

So I will mention the other provisions that are in my—just brief-
ly. It is CBI, I think they need a new balance on CBI, deadlines,
the funding mechanism, broader authority to require testing, but
the bottom line position is all of these issues, we think, can be
solved. Some of them can be solved quite simply, but our main
message is that they really have to be solved for this bill to be bal-
anced.

So thank you very much.

[The prepared statement of Mr. Igrejas follows:]
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House Energy and Commerce Committee, Environment and Economy Subcommittee
Hearing on Chemical Safety Improvement Act
November 13t, 2013

One Page Summary of Testimony for Andy Igrejas, Safer Chemicals, Healthy Families

1.

The Chemical Safety Improvement Act presents an opportunity for TSCA reform, but it
falls short of the critical elements needed for reform to be meaningful and credible. The
legislation can be fixed, however. We urge Congress to focus on the critical changes.

Overall, the CSIA fails to learn the lessons of TSCA itself. The current program quickly
ran aground due to an unworkable safety standard, overly burdensome procedures and
litigation. Its only concrete achievement was banning PCBs and its save grace was that
it did not unduly restrict states.

While the intent of the CSIA is to “fix” TSCA’s standard, that intent is not realized in the
language. The safety standard should be redefined to clarify that it is a risk-only
standard. Section 6 should be redrafted to simplify and clarify the role of cost-benefit
analysis and to clearly end the “least burdensome” requirement.

Safety determinations for existing chemicals under CSIA do not clearly incorporate
protection for vulnerable populations, especially children and pregnant women, nor
would they clearly require aggregate exposure assessment. This may be another area
where intent and language do not match up, but these are critical elements needed for
any reform measure.

The ability to require testing by order rather than rule is an improvement, but other
provisions on information undermine this improvement. The CBI provisions be
amended to remove the grandfathering of existing claims and more work is needed to
strike a balance on the issue of chemical identity.

The provisions requiring new frameworks and guidance in Sections 4 and 6 will
substantially delay the new program and will likely create new handles for litigation.
They should be removed or substantially paired down and clarified.

The pre-emption provisions would unduly restrict states, ignoring that key lesson of
TSCA.

The CSIA needs deadlines, minimum requirements, and a funding mechanism to ensure
timely implementation.

In general, the legislation must be rebalanced to produce timely and clear health and
environmental benefits and reduce the risk of a repeating the paralysis of TSCA.
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Testimony on the Chemical Safety Improvement Act (S.1009)

House Energy and Commerce Committee
Environment and Economy Subcommittee
November 13, 2013

Andy lgrejas, Director
Safer Chemicals, Healthy Families

Thank you, Chairman Shimkus, Ranking Member Tonko and members of the Committee. My
name is Andy igrejas and I'm the Director of Safer Chemicals, Healthy Families, a broad

coalition of organizations and businesses' dedicated to reforming our nation’s chemical

policies to better protect public health and the environment. I'm very thankful for the

opportunity to address the committee as it considers reform of the Toxic Substances Control
Act (TSCA).

The focus of today’s hearing is S. 1009, the Chemical Safety Improvement Act (CSIA). The
Senate bill has raised hopes that reform can be enacted in this Congress. We share those

hopes. At the same time, there are standards that any reform must meet to be credible and
meaningful. As drafted, the CSIA does not meet those standards. We offer the foliowing

critique of the legislation in a constructive spirit with the hope that it can inform Congress’s
work.

In previous hearings the committee began the process of understanding what didn’t work in
TSCA and why and of identifying the critical fixes needed in any reform. Congress can crafta
taw that will enjoy broad support from the health and environmental community if it focuses
tightly on the most critical elements to achieve the clearest possible protections for public
health and the environment. | hope my testimony suggests a path forward.

Key Lessons of TSCA

As previous testimony has shown, TSCA failed for a variety of reasons. The standard in the bill
proved impossible to meet. Unlike other environmental and public health laws, it was not a
strictly risk-based or health-based standard. The standard bound up consideration of the risks
of a chemical with the evaluation of its benefits and the costs of any proposed restrictions. The
law also required EPA not merely to choose proportional risk management measures, but to

demonstrate it had chosen the “least burdensome” of those measures. it made it difficult for
EPA to require the development of health and safety information on a chemical. It allowed
companies to claim information confidential without justification. It did not set clear deadlines or
timelines for EPA action. its procedures were cumbersome and some of its terminology vague,
leading to fafal delays and litigation. In retrospect, TSCA'’s only clear achievement was the ban

on PCBs and its saving grace was that it did not unduly restrict the states. In the 36 years of
federal dysfunction the states have stepped forward to fill the gap.
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The fundamental problem with the CSIA is that it fails to learn from these lessons. Though the
intent may be otherwise, as drafted the CSIA practically invites litigation, delays action on most
chemicals, continues to constrain the development of health and safety information, and allows
critical information to be hidden from the pubtic. But this time it would also restrict the states
even in the absence of meaningful action from the federal government.

The Safety Standard

A core idea of the CSIA is that it “fixes” TSCA’s standard rather than imposing a new standard
such as “reasonable certainty of no harm” as proposed in previous reform legisiation. Atits
most basic level, fixing the standard means changing it to be a risk-based standard, rather
than one that balances the risks and benefits and also requires EPA to choose the “least
burdensome” regulatory approach. It is the commingling of these considerations that the court

cited in blocking EPA from regulating even asbestos, a substance with devastating health
impacts that are beyond argument.

The CSIA has language in Section 6 saying that the safety determination for existing
chemicals should be made based on risk, but because of the way it is drafted the cost-benefit

considerations are not fully separated and the “least burdensome” requirement is effectively

retained for bans and phase outs. While the intent of the bill may be to require a risk-only
determination in this section, that intent is not realized. In fact, our reading of the legislation is
that EPA would still not be able to ban asbestos under the section as drafted.

But there is the additional problem that the “unreasonable risk” standard is also invoked in
Sections 4 and 5 where there is no qualifying language suggesting a new meaning. In Section
4 EPA is directed to identify chemicals as “low priority” based on a determination that they are
“likely to meet the safety standard.” Those chemicals are set aside for no further action or
scrutiny. In Section 5 the EPA is directed to apply the same test to a new chemical before it is
allowed on the market. This is one of the bill’'s major selling points- that it imposes a safety

screen of some kind on new chemicals for the first time. However, since “unreasonable risk”

has such a clear meaning in the legislative history and case law of TSCA, it would almost
certainly have the same old meaning, and therefore the same old problems, in these sections.

The simplest way to avoid these problems is choosing a different standard that signals a clear
break with TSCA, such as “reasonable certainty of no harm” which is currently used in the

pesticide program. if the legislation continues to use “unreasonable risk” it should be clearly re-

defined in the definitions section of the bill to be explicitly health-only. That clear break would
end the ambiguity anywhere the term is used in the bill and reduce the risk of litigation. Section

6 should also be redrafted to truly end the “least burdensome” requirement and simplify the
cost benefit considerations for risk management measures.

Safety Determinations
Recent National Academy of Sciences? reports, the American Academy of Pediatrics®, and the
broad public health and environmental community agree that safety determinations should
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protect vuinerable populations and account for the aggregate exposure to a chemical. Though
grounded in science, both concepts also make common sense and are relatively easy to
understand. They were at the core of the bipartisan reform of pesticide law, the Food Quality
Protection Act (FQPA) of 1896. Neither concept is adequately reflected in the CSIA, though
they are mentioned in ways that suggest some intent to incorporate them.

Vulnerable populations refers to the fact that a given chemical will affect me- as a relatively
healthy 200lb adult male in Washington, DC- differently than it affects a chiid, a pregnant
woman, or someone who lives or works in a heavily contaminated environment. Many
chemicals, particularly those that mimic hormones, have substantially more impact on the
developing fetus or child than on an adult.” The vast body of peer-reviewed science on this
subject over the last twenty years has helped put chemical reform on the national agenda. A
1993 National Academy of Sciences study, Pesticides in the Diets of Infants and Children,
found that a failure to account for vulnerable populations meant that EPA decisions about
pesticides did not protect children from exposure to the pesticide residues on food. Congress
responded with the FQPA in 1996 to ensure that they did. it would be odd for Congress, after
all these years, to reform our chemical policies in ways that did not provide a similar assurance
for chemicals. Vulnerable populations should be defined in the legislation. Safety assessments
should be required to identify them for a given chemical, and any risk management measure
should be required to protect them.

Aggregate exposure is a fancy term for the basic fact that we are often exposed to the same
chemical from muitiple sources. That means that the dose of the chemical that we receive is
bigger than the dose from any one exposure, in the same way that taking three pills of a
prescription drug represents a bigger dose than one pill. A pregnant woman, for example,
might be exposed to the same chemical from multiple consumer products in her home, a
process at her workplace, and- if the chemical is also a pollutant- from the air or water. If safety
assessments don'’t take the aggregate exposure into account, they will simply be wrong. They
will not reflect what is happening in the real world and the resulting risk management
measures won't make a difference in the real world. The legislation should require EPA to

assess the aggregate exposure to a chemical unless it determines that any vulnerable
populations it identifies are not exposed to the chemical from more than one source.

Our coalition prefers the “reasonable certainty of no harm” standard in part because it
incorporates these concepts automatically given its history in the pesticide law. If Congress
retains the “unreasonable risk” standard in the legislation, the safety determinations must
include vulnerable populations and aggregate exposure as core concepts. (This also couid be
done in a new definition of “unreasonable risk.”) Otherwise, Congress will not be able to claim

that the legislation protects pregnant women and children and heavily contaminated
communities from chemicals as they are actually used.

Testing and Information Requirements

The CSIA allows EPA to require testing on an existing chemical by order rather than by the
more cumbersome rule-making process. That is a significant improvement for which its authors
deserve credit. At the same time this improvement is constrained by the fact that EPA can
require testing only for existing chemicals under the bill if it has designated them as high-
priority. That creates a few problems.
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First, it means that EPA can only prioritize chemicals based on existing information, rather than
any new testing data. The information available for most chemicals is relatively limited (a
legacy of TSCA'’s overly burdensome process for testing.) That, in turn, means that a chemical
could be designated as low-priority based on inadequate information. Under the bill, these
chemicals are then effectively set-aside forever at both the federal and state level, unless new
information becomes available. It is unclear where that information would come from. industry
would have no incentive to develop it, and EPA would not be allowed to order it under the bill.
In addition, if EPA has to put anything that it thinks needs some testing in the high-priority
category it will certainly slow down that process. An obvious solution is to allow EPA to order
testing for purposes of prioritization, not just for purposes of a safety determination, and to
require adequate information for a low-priority designation.

In addition, the CSIA requires EPA to tier testing requirements in an overly rigid way. A
chemical would have to raise a red flag from a screening level test before EPA can order a
more extensive test. There are not effective screening level tests that predict some of the
health endpoints about which the public is most concerned. Where these endpoints are a
concern, the EPA should be able move straight to the more relevant test. The tiered testing

requirements in the bill should be eased to ensure that needed tests aren’t prevented.

Finally, the CSIA takes away EPA’s ability to require testing for new chemicals. The way it is
drafted suggests that change may have been inadvertent, but this authority should be restored.

Confidential Business Information

The public interest community and most of regulated industry have agreed for some time that
TSCA's provisions for CBl are too often abused. In addition, the burgeoning “secret inventory”
of chemicals undermines the transparency of the program. The absurd consequence is that
you can see there is a chemical on the inventory that causes cancer, you just can’t find out
which chemical.

The CSIA creates new rules of the road for justifying CBI claims that are an improvement, but
it strangely grandfathers in existing claims, including those whose abuses fueled calls for
reform. The grandfathering should be removed. In addition, the CSIA enshrines the concept of
a secret inventory in the law for the first time. Further debate and discussion are needed to find
a solution on the issue of chemical identity that does not threaten public health and the
environment.

“Frameworks” and Science Guidance

There are six subsections in Section 4 and two in Section 6 of the CSIA that require the EPA to
develop new “frameworks”, policies and guidance on both procedures for the program and
scientific questions like evaluating the reliability of data. These policies are also subject to
notice and comment and judicial review. Simply completing these frameworks on the most
optimistic schedule would take several years. If EPA is prevented from getting started
evaluating chemicals until these policies are in place it will lead to substantial delay in the
entire program.

In addition, this section of the bill uses various terms of art in ways that are mostly undefined
and which will encourage litigation over the ambiguities. In at least one instance the bill takes a
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stand on a particular science question that contradicts the National Academy of Sciences
recommendations.

These sections of the legislation could simply be eliminated. The EPA already has guidance
and polices on most of the questions ~ like prioritization and assessment methodologies. At the
very least these sections should be consolidated with careful attention to avoiding new handles
for litigation or unacceptably delaying the start of the new program. if science guidance is
needed, it should reflect, rather than contradict, the recommendations of the National Academy
of Sciences.

State Pre-emption

One of TSCA’s only clear successes is that it allowed states to develop their own chemical
policies and restrictions unless they conflict with a federal regulation. Even then, it allowed
states to seek a waiver for their own restrictions or to ban a chemical outright. Since the TSCA
program never really got off the ground, states have played the leading role in regulating
chemicals over the last 36 years. Many states have banned particular chemicals of concern-
like mercury, cadmium and bisphenol A- from particular categories of products. A handful -
California, Maine, Washington, and Minnesota - have developed more comprehensive policies
that address broader classes of chemicals.® These policies have improved public health and
environmental quality.

CSIA would pre-empt state restrictions on a chemical at the point at which EPA prioritizes the
chemical as either High or Low. Low priority chemicals are those that EPA is setting aside
based on a review that is, by definition, short of a full safety determination. This more cursory
review does not justify that level of protection for a chemical. For high priority chemicals, on the
other hand, it could be years between the prioritization of the chemical and the decision that it
is either safe, or that it is unsafe and requires risk management measures. In the meantime,
states would be prevented from taking action on what are, by definition, the riskier chemicals.
The proposed new waiver process for states is overly cumbersome compared to the existing

one. The states’ ability to co-enforce federal requirements is removed. Finally, while an attempt

has been made in the bill to preserve state warning and information requirements, which have
been some of the most effective, the language ultimately does not protect them.

The more protective approach to states’ rights in the current TSCA largely worked as intended.

States were allowed to move forward even as the federal program became bogged down in
ways that surely none of its authors intended. Congress should apply that lesson to the CSIA.

Deadlines, Minimum Requirements, and Funding

One of the lessons of TSCA is that it lacked deadlines or goals for how many existing
chemicals should be reviewed or how long assessments should take. The new chemicals
program, on the other hand, had clear deadlines for how quickly EPA had to respond to a pre-
manufacture notice. As a result, most of the activity at EPA under TSCA has been in the new
chemicals program. Also, other laws administered by the EPA generally had deadlines for

listing pollutants or making decisions, pushing TSCA's existing chemicals program to the back
of the line in a bureaucratic environment of limited resources.

The CSIA repeats this mistake. It should be amended to add deadlines for critical policy
decisions and for the minimum number of chemicals assessed, either per year, or over some
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longer timeframe. Reform should also contain a new source of dedicated funding for the
program, such as a user fee. Appropriate deadlines and work requirements would drive action
at the agency and help both Congress and the public to hold the agency accountable.

The Low Priority Category

Finally, we would urge the Committee to consider whether the legislation should have a low-
priority category at all. The goal of reform should be to protect public heaith and the
environment from the risks posed by chemicals. Public confidence will follow if that goal is
being met and benefits to the business community will follow on top of that. A modest but
credible program will still produce tangible results.

The low-priority category in the bill adds a level of murkiness to the program that will likely
undermine its credibility. For high priority chemicals- if all the appropriate fixes are made- the
public will know that a chemical is either safe or that its risks are being adequately controlled.

Low priority chemicals, however, are effectively being treated as safe even though they haven't
really been found to be safe. Furthermore, EPA resources will be diverted into deciding what
goes into this murky category rather than focused where they should be: taking action on the
riskiest chemicals.

Earlier, | proposed changes that limit the damage from this category- requiring adequate
information, breaking the link to pre-emption, clarifying the standard, etc. But with limited
resources likely to be the norm for the foreseeable future, Congress should consider focusing
those resources on a single category of priority chemicals.

Conclusion

This is not an exhaustive list of either the problems with the CSIA or its positive attributes, but
it does provide the committee with the areas of the bill that we believe require the most
attention. In general, the bill needs a substantial reworking and rebalancing in favor of
delivering clearer health and environmental benefits sooner and reducing the risks of paralysis
and delay. There are provisions from previous reform proposals, such as expedited action on

persistent bio-accumulative toxins (PBTs) and “hot spot” communities that would help effect

such a rebalancing if incorporated. I've focused my testimony instead on the core areas within
the framework of the CSIA and where we see them falling short of the critical elements needed
for reform to be meaningful and credible. We hope Congress will consider these
recommendations and craft legislation that provides the public with the appropriate oversight of
chemicals that is long overdue.

1Saferchemicals‘org/about/whohtml

* National Research Council, Science and Decisions- Advancing Risk Assessment (2009), National
Acadamies Press

? “Policy Statement Chemical-Management Policy: Prioritizing Children’s Health,” April 25™, 2001,
Pediatrics, American Academy of Pediatrics.

Ahttps://www.endocrine.org/~/media/endosociety/F iles/Publications/Scientific%20Statements/EDC_Scie
ntific_Statement.pdf

3 http://www.saferchemicals.org/PDF/reports/HealthyStates.pdf
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Mr. SHIMKUS. Thank you.

And now I would like to turn to Wendy Wagner, Joe A. Worsham
Centennial Professor at the University of Texas School of Law.
Welcome and your statement, you have 5 minutes.

Ms. WAGNER. Thank you. Thank you, Mr. Chairman, Ranking
Member Tonko and——

Mr. SHIMKUS. And you may want to pull that microphone a little
bit closer.

STATEMENT OF WENDY E. WAGNER

Ms. WAGNER. That is nice. I have an Ethel Merman voice, so it
is good to need a microphone.

Thank you, Mr. Chairman and Ranking Member Tonko and the
members of the subcommittee. I am pleased to testify here today.

My focus is going to be a little bit different than some of the
other panelists. I am going to focus on the good science provisions
of Senate Bill 1009.

I have studied the use of science by regulatory agencies, particu-
larly EPA, for over 20 years, written a couple of books, dozens of
articles, I have also done some empirical analyses. And based on
this extensive study, when I look at the good science provisions in
Senate Bill 1009, I see that they are just as likely to undermine
the scientific rigor of EPA’s decision making as to enhance it. And,
in fact, I think if you show the good science provisions to the Na-
tional Academies, they would identify some fundamental problems
with the way the bill proceeds, particularly with the idea that the
scientific information available to EPA should be restricted by
terms set by Congress with regard to what constitutes acceptable
science.

Now, I raise a number of issues in my written testimony. I am
just going to highlight three here today.

The first—there are over 40 pages by my count of good science
provisions in the bill, but I am not sure what the underlying prob-
lem is that those 40 pages are trying to address. There are really
serious problems with TSCA and EPA’s implementation of TSCA,
to be sure. I am not aware in the literature though of problems
with EPA’s failure to use the best available science in its regula-
tion.

Second, as I read it, the bill reduces rather than enlarges the in-
formation available to EPA to regulate using this best available
science gateway with the three-prong requirements. There are a
number of features of the best available science. Just to take one
as an example, according to the best available science, all the infor-
mation used by EPA in its safety assessments and safety deter-
minations needs to have peer-reviewed data. Now, even with a lib-
eral interpretation of what peer-reviewed data is, and there could
be a lot of disagreements about what that is, even with a liberal
interpretation, I read that as having the potential to exclude a lot
of industry submissions over the last 40 years. The substantial risk
reports under AE, for example, I am not sure those would clear just
that one barrier in best available science. Even the test data pro-
vided by the manufacturers over the last 30 years, I am not sure
that would clear some of the best available science requirements.
If EPA wants to bring these industry submissions up to the stand-
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ards of best available science, it is my reading of the bill that the
burden would be on EPA. They would need to make sure the indus-
try submissions meet all the various requirements.

More to the point, the problem with TSCA has been the EPA
doesn’t have enough information to assess chemicals. It can’t regu-
late chemicals if it doesn’t have this information. So legislation that
actually further restricts the information available to EPA to do as-
sessments seems to me to be moving in exactly the wrong direction.

I am also not sure what the scientific pedigree is for this best
available science provision written in the Senate Bill 1009. It
doesn’t align with the National Academy’s reports I have seen, at
least.

Third, the good science provisions, and this has come up before,
are loaded with ambiguities. Lawyers, including the students I
teach, have a term for this. When you have a mandatory provision
that is very ambiguous, it creates what is called an attachment
point, because high stakes, litigious groups can latch onto those at-
tachment points and hold the Agency’s feet to the fire in litigation.
By my count, the good science provisions in Senate Bill 1009 con-
tain dozens of attachment points. The administrative literature
also reveals that when an agency has a statute ladened with all
these attachment points that invite litigation, not only will be—it
be embroiled in litigation, but it is likely to seek to compromise
with the high-stakes, most-litigious groups. It is actually not nec-
essarily either because the agency is captured, it simply wants to
get some rules through the process, so it needs to engage in these
compromises. One of my worries when I look at this is who will
these high-stakes litigious groups be. I am concerned it won’t be
the best manufacturers in the United States who make the safest
and most effective chemicals. The manufacturers taking advantage
of these attachment points, I am concerned, will be the manufac-
turers that make the least effective and most toxic chemicals.

Now, despite the fact that these good science provisions are load-
ed with attachment points that are likely to lead to litigation and
delay, as you have heard, except with one exception, I think, there
are no deadlines at all in the statute—I am sorry, in Senate Bill
1009, not the statute. That was not a fraudulent slip. The bill also
provides absolutely no mechanisms for ensuring the transparency
of whatever side deals in compromises take place.

In my view, the basic goal of chemical policy should be to get
safer, more effective chemicals out of our manufacturers. The bill
does not provide these kinds of incentives.

If the bill became law as-is, I don’t see any possibility of a race
to the top among the manufacturers in the United States who
make chemicals. Instead, the bill is ladened with a maze of proce-
dural requirements for EPA, with landmines for litigation at every
turn. I think we can do better.

Thank you. I look forward to your questions.

[The prepared statement of Ms. Wagner follows:]
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One page Summary of Wagner Testimony

My testimony will focus on the various good science provisions in S.1009 and how they
are likely to impact EPA’s use of science. I will make the following points in my
remarks:

1. The Senate bill contains dozens of unprecedented requirements that limit the
scientific evidence EPA can consider when developing regulations and how this
evidence can be used. Yet despite the detailed level of scientific prescription in the
Bill, it is not clear what problem the Bill is trying to fix. While there have been many
failures associated with the Toxic Substances Control Act (TSCA) over the years,
they are generally not connected to EPA’s failure to make use of the best available
science when promulgating regulations.

2. By contrast, there is broad consensus that the primary problem crippling EPA’s
regulatory efforts under TSCA is the dearth of information about chemicals. The
Senate Bill not only appears oblivious to the scarcity of toxicity and related
information on most chemicals, but may aggravate the problem by preventing EPA
from considering research that has the potential to inform EPA’s assessments in
scientifically acceptable ways.

3. The various good science requirements and procedures are also loaded with
ambiguities, creating numerous “attachment points” that present opportunities for a
steady stream of legal challenges to EPA’s rules. If history is any guide, entities with
the most at stake (e.g., manufacturers of the least effective and least safe chemicals)
will use these attachment points to delay EPA’s implementation or force EPA into
negotiations before, during, or after a rule is published. Senate Bill 1009 also lacks
enforceable legislative deadlines to counteract this inevitable delay for most
provisions. The Bill also makes fails to provide procedural protections that will
prevent or at least illuminate these compromises that fall outside the formal processes
and out of the public eye.

4. Protracted delays in implementation, with corresponding, potentially high costs to
protection of the public health, seem inevitable from the cumulative problems with
the good science provisions in S, 1009.

5. Chemical regulation will be effective only if it provides incentives for the
manufacture of safer and more effective chemicals. The Senate Bill does not provide
these incentives.
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My name is Wendy Wagner. 1 hold the Joe A. Worsham Centennial
Professorship at the University of Texas School of Law, where I teach courses in
Environmental Law, Law and Science, and Torts. In addition to my academic
responsibilities, over the last ten years I have served on several National Academies of
Science committees, the Bipartisan Policy Center Committee on Regulatory Science, and
as a consultant to the Administrative Conference of the U.S. (ACUS) on a study of the
agencies’ use of science. Iam also a founding member scholar of the Center for
Progressive Reform. I have published dozens of articles on regulatory science and two
books, Bending Science: How Special Interests Corrupt Public Health Research (with
Tom McGarity 2008) and Rescuing Science from Politics (with Rena Steinzor 2006).

1 am pleased to testify on Senate Bill 1009, entitled the Chemical Safety
Improvement Act (CSIA). T have been asked to analyze how the Bill might affect the
EPA’s ability to find and use scientific information. My views are wholly my own and
are not necessarily those of the University of Texas or other organizations with which I
am affiliated.

As I discuss in more detail below, while I applaud the Senators’ goal of
attempting to ensure that the science that informs the regulation of chemicals is rigorous,

1 have a number of questions and concerns about the approach taken in the bill.

I The Good Science Requirements in S.1009 impose unnecessary
restrictions on the types of Scientific Evidence that EPA can Consider
and How it Analyzes that Evidence

The Chemical Safety Improvement Act provides a number of detailed

requirements that govern EPA’s use of science in chemical regulation. These constraints
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impact the type of information EPA can consider (the inputs) and the processes by which
EPA synthesizes the evidence (the processes).

On the input side, the Chemical Safety Improvement Act limits the evidence EPA
can consider by demanding that EPA may use only the “best available science” in
conducting chemical safety assessments and determinations. This “best available
science” provision thus operates as a gateway that filters the information available to
EPA to regulate chemicals. Moreover, in CSIA, “best available science” is defined as
science that “*(A) maximizes the quality, objectivity, and integrity of information,
including statistical information; (B) uses peer-reviewed and publically available data;
and (C) clearly documents and communicates risks and uncertainties in the scientific
basis for decisions.”” Section 3(2). Each prong of this three part test must be met. The
test is thus much more restrictive than best available science requirements contained in
the Endangered Species Act, the Safe Drinking Water Act, and the Information Quality
Act (and the Office of Management Budget’s IQA guidelines),

CSIA also sets forth a series of new, detailed analytical requirements that specify
how EPA should synthesize the qualifying evidence. These procedures serve as
prerequisites that EPA must fulfill before it can conduct safety assessments or regulate
chemicals. An incomplete list of these new procedural requirements include the: 1)
development of a “structured evaluative framework™ before initiating its chemical
oversight work; 2) publication of criteria for evaluating all data and information on
which it relies to make any decision; 3) establishing a risk-based screening process for
designating chemicals high or low priority for review; 4) development of a strategic plan

to promote the development and implementation of alternative test methods and to
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promote non-animal tests; and 5) promulgation of procedural rules governing safety
assessments EPA will conduct for each “high priority” chemical.

Even EPA’s pursuit of additional research must pass through additional hoops. If
EPA determines additional data is required, it must first establish there is a need for the
data and provide an opportunity for interested persons to submit the additional
information. By contrast, the analytical and evidentiary demands placed on the
manufacturers who sell the suspect chemicals and have superior information about their
risks and benefits are negligible in the Bill, and these requirements are conditioned by
close attention to the costs of testing.

By my count, at least forty pages of Senate Bill 1009 are dedicated to developing
these legislative constraints on the types of evidence EPA may consider (the inputs) and
how it must use this evidence (the process). This level of detailed legislative prescription
is unprecedented to my knowledge. The cumulative effect of these requirements seems
likely to cause significant delays in implementation and a string of unintended
consequences that could product regulatory results quite different from those sketched
out in the Bill’s opening goals.

1L It is not Clear what Problem the Elaborate Good Science Requirements
are Intended to Fix; at the same time, these provisions threaten to make
other, well-known problems associated with TSCA considerably worse

Given this unprecedented level of scientific legislative prescription, one would

expect that there would be a large literature documenting problems with EPA’s scientific

analyses in implementing the Toxic Substances Control Act (TSCA).! Butinmy

1 There is a documented problem with the quality of private research that informs
regulation, at least in cases when a sponsor contractually controls the research. Since this

5
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research, I could not identify the underlying problems with EPA’s implementation of

TSCA that justify this ambitious set of new requirements.2

The literature does reveal a central and noncontroversial reason for the failure of
TSCA — the lack of basic toxicity information on chemicals and the tendency of this
regulatory program to perversely create incentives that perpetuate this ignorance.3

Virtually every prominent expert panel convened to consider the topic has expressed

alarm at the dearth of basic toxicity information on chemicals in commerce.4 For

problem is largely ignored in the good science of provisions of Senate Bill 1009, as
discussed in Part ITV.A., however, it does not appear to be among the problems the Bill
attempts to fix. This particular problem is also one that occurs very early in the
production of research, not in EPA’s own analysis of the available information; the latter
is the primary focus of S. 1009.

2 See ComM. TO REVIEW THE OMB RISK ASSESSMENT BULLETIN, NAT'L RSEARCH
COUNCIL, SCIENTIFIC REVIEW OF THE PROPOSED RISK ASSESSMENT BULLETIN FROM THE
OFFICE OF MANAGEMENT AND BUDGET 6 (2007). Specifically, the NRC noted:

Perhaps the most glaring omission is the absence of criteria and

information for gauging the benefits to be achieved by implementing the

bulletin (that is, a benefit-cost analysis). Although OMB has implied that

the agencies currently do not meet the standards that it seeks to establish,

it has not established a baseline of each agency’s risk assessment

proficiency, including the extent to which generally satisfactory and high-

quality risk assessments are produced or how some agencies fall short of

the specified standards. Specifically, OMB has not established which

agencies do not appear to know what good practices are and which

agencies do not have the ability, resources, or incentives to meet the

standards. Similarly, OMB has not identified the costs that could be

encountered in implementing the bulletin. Thus, OMB has not determined

the impact of the bulletin on federal agencies.
3 See, e.g., John S. Applegate, The Perils of Unreasonable Risk: Information Regulatory
Policy and Toxic Substances Control, 91 COLUM. L. REV. 261, 310-13 (1991); Mary L.
Lyndon, Information Economics and Chemical Toxicity: Designing Laws to Produce and
Use Data, 87 MICH. L. REV. 1795, 1813-17 (1989).
4 See, e.g., NATIONAL RESEARCH COUNCIL, GRAND CHALLENGES IN ENVIRONMENTAL
SCIENCE (2000); NATIONAL RESEARCH COUNCIL, BUILDING A FOUNDATION FOR SOUND
ENVIRONMENTAL DECISIONS (1997); NATIONAL RESEARCH COUNCIL, REVIEW OF EPA’S
ENVIRONMENTAL MONITORING AND ASSESSMENT PROGRAM: OVERALL EVALUATION
(1995); NATIONAL RESEARCH COUNCIL, RESEARCH TO PROTECT, RESTORE AND MANAGE

6
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example, as of 1984 ro toxicity testing existed for more than eighty percent of all toxic
substances used in commerce, and by 1998, at least one-third of the toxic chemicals

produced in the highest volumes still failed to satisfy minimal testing standards

recommended by an international expert commission.> See bar chart.

Toxcrry TESTING INFORMATION AVAILABLE ON Seven
Carecories o GHEMICAS

Size of Estimated Mean Peroent
Category Category §n the Select Universe
Pesticide and Dnert 3,356
Ingredients of Pesticide
Formulations
Cosmetic Ingredients 3410
Trroge and Bxcipients 1815
Used in Prug Formulations
Food Additives 8627
Chemicaly in Commerge:
At Jeast | Million 13,860
Pounds/Year
Chemicals in Commerce:
Less than 1 Million 1351
Pounds/ Year

Chemicals in Commerce:
Production Undonown or 21,753
Inaceessible

L : |

Complete Partial Minial Some No Toxicity
Health Healtl Toxivity Toxicity tnformation
Hazand Hazard Laf Tl Availabl

A A Avaiisbl Avaiiabl

Possibie Possible {Bus below mintmal)

NRC, Toxicrry TESTING (1984), at page 118 fig.2.

THE ENVIRONMENT (1993); STEERING COMM. ON IDENTIFICATION OF TOXIC AND
POTENTIALLY TOXIC CHEMICALS FOR CONSIDERATION BY THE NAT’L TOXICOLOGY
PROGRAM, NAT'L RESEARCH COUNCIL, TOXICITY TESTING: STRATEGIES TO DETERMINE
NEEDS AND PRIORITIES (1984).

5 See, e.g., ENVIRONMENTAL DEFENSE FUND, TOXIC IGNORANCE (1997); Bureau of
National Affairs, Testing: CMA more optimistic than EDF and lack of data for 100
chemicals, 230 Daily Environment Report A-4 (Dec. 1, 1997); Environmental Protection
Agency, Office of Pollution Prevention and Toxics, What do we really know about the
safety of high production volume chemicals?, 22 Chem. Reg. Rep. (BNA) 261 (1998).
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Senate Bill 1009 seems curiously oblivious to this well-known failure of TSCA.
Instead, its elaborate new provisions are positioned to aggravate the pervasive ignorance
surrounding chemicals. The best available science requirement in CSIA, by definition,
limits the evidence that EPA can consider in conducting safety assessments and safety
determinations, leaving it with less information to assess chemicals than is currently the
case under TSCA. Such information filtering might not be problematic in data-rich areas,
like the setting of standards for criteria air pollutants, but in chemical regulation, the best
available science requirements may filter out so much research that EPA is left empty-
handed. For example, the limited test data that EPA has acquired over the years under its
test rule authority may not meet this “best available science” requirement since that
research is generally not published, does not appear to be peer reviewed, and the data
may not be publicly available. Most substantial risk reports required under Section 8(e)
of TSCA would also seem likely to fail the “best available science” requirements, since

this manufacturer-supplied information does not appear to be peer reviewed and again, in

some cases, the raw data is not publicly available.6 It seems paradoxical that Congress
would require manufacturers to alert EPA to substantial risks from their chemicals, many
of which are badly under-tested, but then bar (or at least significantly impede) EPA from
considering this same, seemingly relevant information in conducting its safety
assessment.

In fact, given EPA’s dependence on private research to inform its oversight of
chemical safety, this best available science hurdle could even be used perversely by

manufacturers to obstruct the agency from using their own in-house research and data

6 These individual reports are posted at http:/www.epa.gov/opptintr/tsca8e/index. html .
8
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when that research suggests worrisome risks. Manufacturers who discover that their
chemicals are unduly toxic, for example, could attempt to slow or even exclude these
damaging studies by ensuring the research is not peer reviewed or publicly available. In
such cases, it would be up to the EPA, using its scarce resources, to subject this research
to the necessary peer review and data disclosure requirements.

CSIA also handicaps EPA’s effort to acquire new information by adding still
more procedural requirements to EPA’s ability to demand new test data. In the nearly

thirty years of regulatory authority, EPA has issued testing mandates for only about 200

chemicals.” Most of the remaining chemicals, roughly 80,000 chemical substances, are
effectively unrestricted and often unreviewed with regard to their health and
environmental impacts.8 The primary explanation for this apparent underutilization of
EPA’s test rule authority is TSCA’s requirement that EPA must first making a regulatory

finding that the chemical “may present an unreasonable risk of injury to health or the

environment” as a prerequisite to requiring more testing.9 Although CSIA does
eliminate this Catch 22 in EPA’s test rule authority, it appears to replace one problem
with another by demanding that EPA establish that the data is needed as a condition to
requiring toxicity testing, as well as imposing other constraints on EPA’s test authority.

Like the “best available science” restriction, these new prerequisites do not seem destined

7 See, e.g., U.S. GOV'T ACCOUNTABILITY OFFICE, CHEMICAL REGULATION: OPTIONS
EXiST TO IMPROVE EPA’S ABILITY TO ASSESS HEALTH RISKS AND MANAGE ITS CHEMICAL
REVIEW PROGRAM 18 (Report No. GAO-05-458, 2005), available at http://
www.gao.cov/new.items/d05458. pdf [hereinafter GAO, OPTIONS].

8 For the total chemicals in EPA’s TSCA inventory, see http:/
www.epa.gov/opptintt/newchems/pubs/invntory.htm. EPA estimates that for new
chemicals, only 15 percent of the premanufacture notices contain any information on
health and safety testing. See, e.g., GAO, OPTIONS, at 12.

9 See TSCA, § 2604(e).
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to expedite EPA’s ability to acquire more toxicity research from manufacturers and may
ultimately impose more limitations on EPA’s ability to acquire new data as compared
with TSCA.

IIl.  The Good Science Provisions are Rife with Ambiguities that invite
litigation and are likely to significantly delay implementation and lead to
invisible compromises between EPA and high stakes groups

The “best available science” and related analytical prerequisites are not simply
benign, motherhood and apple pie provisions; instead they present real risks of impeding
agency regulation, with the attendant loss of health protection that follows from this
obstruction.

A. The Bill Creates Dozens of New Attachment Points for Litigation brought by

opponents of regulation

Because the bill imposes dozens of new requirements on EPA, each of which is
afflicted with its own set of ambiguities, there will be no shortage of disagreement about
what these new prerequisites and requirements mean. As is the case with most regulatory
programs, these disagreements will generally be resolved through litigation. Courts will
referee the acceptable meaning of these ambiguous terms and procedures, and the
litigation will be brought, or at least threatened, by the high stakes players who have the
most to lose from added regulatory oversight. Since the standard for judicial review is
the potentially higher “substantial evidence” standard, moreover, EPA may face a less
deferential judicial panel in the courts’ review of its interpretation as compared to the

“arbitrary and capricious” standard of the Administrative Procedure Act (APA).

10
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The “best available science” requirement is illustrative of the nature of these
attachment points that afflict the good science provisions in Senate Bill 1009. As
mentioned, the best available science requirement imposes three mandatory tests for the
evidence EPA is able to consider in assessing and regulating chemicals. Since EPA will
presumably seek to interpret these exclusionary provisions generously, its resulting
interpretations are likely to spark significant litigation. It is important to note, too, that
since the “best available science” provision serves as the gateway for all evidence that
may be considered by EPA under Section 6 (and perhaps also under Section 4, depending
on how you read the requirements), EPA will not be able to sidestep these ambiguities in
the “best available science™ definition, but instead must confront them head-on.

Senate Bill 1009 specifies, for example, that “best available science” is only
science “that uses peer-reviewed and publicly available data.” Section 3(2). But how does
one peer review data, as opposed to the studies that use that data; does this peer review of
data require replication of the study itself? Perhaps what is meant by “peer reviewed . . .
data” is that the studies reporting on the data have been peer reviewed; but in that case,
the court will need to allow for an agency interpretation that deviates from the plain
language of the statute. 1t is also not clear what this “peer review” entails. The
legislation could be read to suggest that as long as one “peer” (perhaps even an expert
hired by the sponsor of the study under contract) reviews the “data”, it meets the
requirements of the Act, yet EPA will presumably seek to ensure that these expert
reviewers are independent and not contractually controlled by the sponsor of the research.
On the other hand, the peer review test — particularly when coupled with the “publicly

available” requirement — could be read to imply that published research is the only

1
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science that meets “best available science™ requirements, a hurdle that will choke out
much of the evidence otherwise available to EPA. Such an interpretation, for example,
would eliminate most if not all test data, substantial risk reports, and a variety of other
scientifically relevant information that forms the basis for EPA’s assessment of the risks
of high priority chemicals.

“Best available science” in CSIA also requires that each piece of “science” must
“clearly document and communicate risks and uncertainties”. But there are a series of
National Academies report and a very robust academic literature cited in those reports
that offer dozens of different ways to think about this requirement, without any clear
convergence in what it means to clearly document and communicate risks and
uncertainties. The literature does converge, however, on the reality that such an endeavor
is very expensive. Like the first requirement, this second mandatory screen for “best
available science” not only subjects EPA to still more potential for litigation given the
range of credible interpretations, but threatens a significant, added resource burden on
EPA, with no corresponding burden on the manufacturers who produce at least some of
this research.

Each of the ambiguous analytical prerequisites in “best available science” creates
a new “attachment point” — a credible litigation challenge that can be used strategically
by vested interests to delay the program or force EPA into negotiations before, during, or
after a rule is published. By and large, these and dozens of other ambiguities in the good
science procedures mandated in Senate Bill 1009 are likely to be exploited by some high
stakes players. And these high stakes players are likely be comprised of a subset of the

chemical industry that produce the least effective and most unsafe chemicals. Whether

12
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the end result is delay or compromise, or a combination of both, the Bill’s good science
provisions are likely to undercut the ability of EPA to conduct safety assessments, require
toxicity testing, and advance chemical regulation.

Despite the seemingly high likelihood of added delays from these various good
science requirements, however, CSIA does little to anticipate or counteract them.
Although there are numerous new requirements and findings required of EPA, only one
of these requirements is backed with a legislated deadline. Otherwise, EPA is instructed
only to avoid “unreasonable delay,” an instruction that will be difficult to enforce in court
except in cases of protracted agency inaction. The failure of Senate Bill 1009 to keep
EPA’s nose to the grindstone stands in stark contrast with other statutes, like the
Endangered Species Act, that hold agencies to short, legislative timeframes in
implementing the “best available evidence” provisions.

B. EPA will negotiate with high stakes players to avoid some of the delays and
resource drains posed by litigation, and these compromises will be largely
outside public view

Senate Bill 1009 seems to presume that imposing various legislative constraints
on the types of evidence EPA can consider will be sufficient to keep EPA from
overstepping in its regulatory role. Yet the literature reveals that precisely the opposite
risks are likely from legislation decked with such elaborate, mandatory requirements.

Research in administrative law reveals that a great deal of the agency’s decisions
can occur outside the formal notice and comment and traditional record-keeping stages of
the rulemakfng process. In our empirical study of EPA’s setting of technology-based
standards under the toxic air provisions of the Clean Air Act, for example, there was an

unexpectedly high level of communications between EPA and industry before EPA

13
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issued the proposed rule — on average about 80 informal communications (170 total

communications) -- per rule.10 See Bar Chart below. At least some of this interaction
can be attributed to EPA’s effort to develop a proposed rule that satisfies industry in
order to stave off litigation. EPA, in other words, may be compromising at a very early
stage in the rulemaking process — one that falls outside the APA notice and comment
process — in order to maximize the chances for the survival of its rules. In much more
preliminary research on TSCA test rules, we see an even greater amount of industry-
exclusive negotiations and discussions recorded in the docket prior to the notice and

comment period.
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Clean Air Act, from Wagner, et. al. Rulemaking in the Shade at 124,

10 See generally Wendy Wagner, Katherine Barnes, and Lisa Peters, Rulemaking in the
Shade.: An Empirical Study of EPA’s Air Toxic Emission Standards, 63 ADMINISTRATIVE
Law REVIEW 99 (2011); see also Wendy Wagner, Administrative Law, Filter Failure,
and Information Capture, 59 DUKE L. J. 1321 (2010} (discussing the literature on these
pre-NPRM negotiations in the literature more generally).
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One tentative lesson that emerges from this research is that EPA (or other
agencies for that matter) will negotiate proposed rules with the most litigious groups
before publishing a proposed rule. Thus while Congress attempts to add more and more
embellishments to the “front door”, the back door remains wide open, and elaborate
analytical requirements offer little more than window dressing that could actually serve to
further obscure this rulemaking reality. As Prof. Elliott observes based on his experience
as General Counsel of EPA: “[n]otice-and-comment rulemaking is to public participation
as Japanese Kabuki theatre is to human passions ~ a highly stylized process for

displaying in a formal way the essence of something which in real life takes place in

other venues.”!1

Despite the likelihood of these pre-rule negotiations and compromises under the
shadow of the dozens of new requirements and procedural hoops imposed by Senate Bill
1009, the bill does nothing to restrict these inevitable interactions, nor does it require
EPA to document them. EPA thus appears free to engage in unlimited meetings,
telephone calls, and even written correspondence with the highest stakes group to “work
out the details™ before a proposed rule or interpretation is published ~ all without logging
this information into the record. Senate Bill 1009 also does not require EPA to record its
substantial involvement with other federal agencies, including those that will be
adversely affected by its rules, or by the influential Office of Regulatory and Information
Affairs.

As a result, the “best available science” provisions and other elaborate good

science requirements of Bill 1009 are likely to translate, in practice, into a bonanza for

1 g, Donald Elliott, Reinventing Rulemaking, 41 DUKE L.J. 1490, 1492-93 (1992).
15
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the manufacturers (and their attorneys and trade associations) that make the most unsafe,
least effective chemicals. These groups have the highest stakes in the outcome and can
be expected to invest the most resources towards threatening litigation and launching
other types of time-delaying tactics.
IV.  The Bill Does Not Produce Incentives for Better Private Research or The
Development of Safer Chemicals; It Should!

The dozens of pages of scientific prescription not only run the risk of unintended
adverse consequences, but they ignore the more promising paths for using regulation to
encourage manufacturers to do better. There are undoubtedly many ways that Congress
could create positive incentives for private research and chemical innovation. Ilistonly a
few for purposes of illustration.

A. Creating Positive Incentives for Independent Private Research on Chemical

Risks

The best available science provisions in Senate Bill 1009 are directed at the EPA,
yet to extent there are documented problems with the quality of the science used by EPA
in TSCA, these problems occur much earlier in the scientific pipeline — in the course of

producing the research itself. There are scores of books and articles that document

problems with sponsored research, 12 yet most of this sponsored rescarch is produced by

12 See, e, g, SHELDON KRIMSKY, SCIENCE IN THE PRIVATE INTEREST (2003); DAVID
MICHAELS, DOUBT IS OUR PRODUCT (2008); NAOMI ORESKES & ERIK CONWAY,
MERCHANTS OF DOUBT (2009); THOMAS O. MCGARITY & WENDY E. WAGNER, BENDING
SCIENCE: HOW SPECIAL INTERESTS CORRUPT PUBLIC HEALTH RESEARCH 233-39 (Harvard
University Press 2008).

16
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manufacturers and trade associations, sometimes voluntarily and sometimes not.13 The
literature reveals that some sponsors will contractually control this research by inserting

nondisclosure clauses and other mechanisms to control how a study is designed, how the

data is collected and analyzed, and how the research is reported.14 Meta analyses of
studies in biomedical medicine reveal statistically significant evidence of a “funding

effect”, in which research funded by a sponsor produces research outcomes that are much

more favorable to that sponsor than research produced independently.15

Senate Bill 1009 ignores these well-documented problems with the integrity of
private research. While the Bill does require EPA to demand information from
submitters about the source of funding for studies (note that the bill is silent on penalties
if the submitter refuses to provide this information — the requirements apply only to
EPA), information on funding aione tells us very little about the nature of sponsor
influence. Under the Bill’s approach, the responsible manufacturers are lumped in with
manufacturers who strategically manipulate research — the only question asked about
private research is who “funded” it, not the much more telling guestion of whether the

sponsor reserved the contractual right to influence the study or researcher.

13 Only some of this research is governed by relatively stringent protocols developed by
EPA that limit sponsor discretion; other scientific information is informative, but not
governed by a predetermined protocol or methods.

14 gee, e.g., David Michaels and Wendy Wagner, Disclosure in Regulatory Science, 302
SCIENCE 2073 (2003) (citing this literature).

15 See, e.g., Justin E. Bekelman, Yan Li, & Cary P. Gross, Scope and Impact of
Financial Conflicts of Intervest in Biomedical Research, 289 JAMA 454 (2003).

17
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Biomedical journals require that the researchers disclose the nature of sponsor
control. 16 In order to make regulatory research more consistent with scientific standards,
the Bipartisan Policy center and the Administrative Conference of the U.S. both

recommended that private sponsors should be required to disclose whether they reserved

the contractual right to influence the research they sponsor.17

Rather than settling for an uninformative disclosure of funding as Senate Bill
1009 requires, Congress should require that the sponsors disclose whether they reserved
the right to influence the research they sponsored. Congress should also require that all
underlying data that informs regulation be shared with the general public — on a public
database. Such a legislative amendment would complement the existing requirements on

federally funded research. (A similar proposal has also been endorsed by both ACUS

and the Bipartisan Policy Center.) 18 CSIA already notes the importance of publically
available data in its definition of “best available science,” but the bill does not appear to

provide any financial or infrastructure support for a public database.

16 Gee, e.g., ICIME Uniform Requirements for Conflicts of Interest, available at
http//www.iemje.org/ethical 4conflicts.html ; ICIME Uniform Requirements for
Authorship, available at http://www.icmje.org/ethical lauthor.html

17 See, e.g., BiPartisan Policy Center, Improving the Use of Science in Regulatory Policy
42 (Aug. 2009); ACUS Recommendation 2013-3, available at 78 Fed. Reg. 41,352
41,357

18 See also id.
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B. Providing Incentives for Manufacturers to Produce Safer, More Effective

Chemicals.

TSCA and the Senate bill both fail to create meaningful incentives for
manufacturers to develop more effective and safer chemicals. Instead, manufacturers
need only ensure that their chemicals are better than the very worst on the market.

Rather than focus on the worst, EPA should be required to seek out the best

performers and hold all other chemical products to these higher standards.19 Such an
approach follows the forty-year old model set in the pollution control statutes— the
technology-based standards —which calibrate the nation’s pollution standards to what the
best industries are already accomplishing in practice. Such a comparative exercise
requires much less information than is currently demanded by TSCA or CSIA to regulate
a chemical. EPA would need only to examine the relative toxicity, cost, and effectiveness
of chemicals — a full-blown cost-benefit analysis that quantifies every risk and benefit of
thousands of chemicals on the market would no longer be required.

Legislation that directs EPA to hold chemical manufacturers to the high standards
of their competitors could transform U.S. chemical policy. Such an approach should
create powerful incentives for innovation and competition, currently absent in our federal
programs; raise product standards that in turn catalyze higher international standards; and
lead to more streamlined and expeditious regulation that will better protect the public

health and environment. EPA will be liberated from the current approach that forces it to

19 This more incentives-approach to chemical regulation is sketched out in Wendy
Wagner, Using Competition-Based Regulation to Bridge the Toxics Data Gap, 83
INDIANA L. J. 629 (2008) and “Racing to the Top: How Regulation Can be Used to Create
Incentives for Industry to Improve Environmental Quality” (forthcoming FSU Journal of
Land Use and Environmental Law).
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conduct exhaustive cost-benefit analyses on thousands of chemicals only to find it has
authority to eliminate only the bottom one-tenth of one percent of toxic chemicals in

commerce.

Thank you again for the opportunity to testify on Senate Bill 1009. I look forward

to your questions.

20
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Mr. SHIMKUS. Thank you very much.

Now I will recognize myself for 5 minutes for the first round of—
or the round of questionings.

And my first question I want to direct to Mr. Dooley, Mr. Rosen-
berg and I think Mr. Garfield. And it is based upon the question,
let me start this, is based upon the question that I asked Mr.
Jones. And many witnesses have testified before our committee on
the strengths and successes of existing TSCA Section 5 provisions
for new chemicals and new uses of existing chemicals.

Are the changes to TSCA Section 5 in the Senate bill needed and
why? Cal, if you would start.

Mr. DooLEY. ACC, you know, supports the provisions of the
modifications of Section 5 in CSIA. We recognize that it is impor-
tant, even with the new chemicals, that you do have provisions
that do allow for EPA to make an affirmative determination that
the new chemical will likely meet the safety standard, and that we
accept that it is an obligation upon the industry and the manufac-
turer to provide that information and to allow them to make that
determination.

Mr. SHIMKUS. Mr. Rosenberg?

Mr. ROSENBERG. EPA—thank you. EPA has asked hundreds of
manufacturers for data in the new chemical program since its in-
ception. Without exception, those data have either been provided or
the premanufacturer notice was withdrawn. So the deficiencies, if
you will, in Section 5, in my view, go to where you end up if you
really want to regulate a new chemical, and you end up in Section
6. Section 6 has the least burdensome alternative hurdle, which I
completely agree with Jim Jones, is an unmanageable hurdle for
the Agency.

So the changes that are made in Section 5 in the bill do one im-
portant thing. They do what we are really looking for, which is cre-
ate a more credible program. And the fact that there is an affirma-
tive determination gives, at least most people, a level of comfort
that things haven’t just gone through because the deadline expired.

Mr. SHIMKUS. Mr. Garfield?

Mr. GARFIELD. We are still doing some analysis on this, but we
are also comfortable with the more—with the creation of a more
credible program. The two concerns are ones that have been high-
lighted before; one, making sure that the timeline and deadlines
that have been set are ones that are actually effectuated, and then
two, making sure that confidential business information is—con-
tinues to be protected.

Mr. SHIMKUS. Do you three feel that this would—has a chance
to harm innovation?

Mr. DooLEY. Well, there is always, you know, that potential if
EPA, you know, didn’t take any judicious approach, but I would say
that with our experience, and is very consistent with what Mr.
Rosenberg said, is that EPA’s current administration of the new
chemicals act has been pretty effective, in that it has resulted in,
you know, the U.S. being at the forefront of bringing new chemicals
on the market that are being used safely, that are ensuring that
we are at the forefront in developing innovations, and that is vali-
dated by the number of patents that we receive, the disparity in
terms of the number of new chemicals and new innovations
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b}Il'ought into the marketplace in the U.S. versus our competitors in
the EU.

And so we also know that, you know, that, you know, that there
are going to be some provisions, perhaps even under the Adminis-
trative Act, that can give us a recourse if EPA oversteps their
bounds, even in the request of some information.

Mr. SHIMKUS. Mr. Rosenberg?

Mr. ROSENBERG. Thank you. The innovation is a delicate thing,
and it depends on what kind of market the chemical is going to
have, how much volume it will have, as—and how innovative it is,
as to what cost you can bear in going through a regulatory pro-
gram. Any screening program for chemicals that EPA has will put
some drag on innovation because some companies or some chemi-
cals won’t be able to bear the cost, but this is a good compromise.
This is analogous to what happens in other parts of the world. In
no part of the world that I am aware of, including Europe, does the
Agency have to make an affirmative finding of safety before a new
chemical gets to the marketplace. EPA has the strongest power be-
cause it is a premanufacturing requirement, not a premarketing re-
quirement. So nothing—there is no economic value of the chemical
yet if it hasn’t hit the market, whereas in Europe, you can go to
the market without—Dby just filing a piece of paper.

Mr. SHIMKUS. And speaking to innovation, I would not want to
leave Mr. Garfield without a chance to respond.

Mr. GARFIELD. I also agree it is a reasonable compromise that
will be impacted perhaps more by EPA’s practice. So in reality, the
way this works, including the deadline, is that when you come up
against the deadlines, EPA and a company will negotiate a suspen-
sion of that deadline to ensure that the progress continues to be
made in resolving the open issues. And so in part, a lot of this will
depend on whether EPA stays true to the deadlines that you have
offered or whether they do not.

Mr. SHIMKUS. My time has expired. Chair now recognizes Mr.
Tonko for 5 minutes.

Mr. ToNKO. Thank you, Mr. Chair.

We heard from EPA earlier that cost-benefit analysis should not
play a role in the determination of whether a chemical meets the
safety standard under a reformed TSCA. The bill before us con-
tinues to use the unreasonable risk standard that has historically
implied a cost-benefit analysis. A number of stakeholders are on
record supporting a safety standard that focuses exclusively on
risk, not cost-benefit analysis. For example, ACC’s 2009 principle
state, and I quote “consideration of the benefits of chemicals being
evaluated, the cost of methods to control their risks, and the bene-
fits and costs of alternatives, should be part of EPA’s risk manage-
ment decision making, but should not be part of its safe use deter-
minations.” In other words, the determination of whether a chem-
ical meets the safety standard for a particular use should not in-
volve a cost-benefit analysis.

Mr. Dooley, does ACC still support that principle for TSCA re-
form?

Mr. DoOOLEY. Yes, we do. If you had—you know, if you really look
at, you know, our policy is, and if you look at the CSIA, is that
there is not a requirement to do a cost-benefit analysis on the
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prioritization, nor is there a consideration of the cost-benefit anal-
ysis in the safety assessment. But when you get to the safety deter-
mination, when EPA is making a decision that for some intended
use, that there needs to be a restriction, a regulation or perhaps
a ban, then we think it is appropriate that you do a cost-benefit
analysis of that specific action by EPA, because you might have an
instance there where, let us just say it is mercury in a compact flu-
orescent bulb, you know, something that, you know, an innovation
that is, you know, contributing to significant energy savings. That
mercury is a critical component of that technology. If you had EPA
that would choose to ban mercury because it is potentially a haz-
ardous exposure, and they didn’t go through and do a cost-benefit
analysis, or are there other alternatives that could contribute to
the same environmental benefits and energy efficiency benefits, it
Woluld result in bad regulation from our perspective, and bad public
policy.

Mr. ToNKO. Thank you.

Dr. Denison, do you think that cost-benefit analysis should be
kept out of the safety standard in a reformed TSCA?

Mr. DENISON. Yes, I do, Mr. Tonko. I think the—I have a dif-
ferent reading than Mr. Dooley of what the bill requires because
I think he stated that the—that cost-benefit analysis should come
in at the point of the safety determination. I think the safety deter-
mination needs to be a health-based, risk-based determination on
the science.

Now, the factors that Mr. Dooley mentions are appropriate to
consider in determining how to address a risk for a chemical that
fails a safety standard, and the bill needs to make that demarca-
tion quite clear. That is actually how I read ACC’s principles back
in 2009.

Mr. ToNKO. Thank you. And, Mr. Igrejas, does the Safer Chemi-
cals, Healthy Families Coalition have concerns that the unreason-
able risk standard in the bill before us will not be a pure health
standard?

Mr. IGREJAS. Absolutely. We read the bill as not having effec-
tively separated out the cost benefit from the risk decisions, and
also retaining the least burdensome requirement, which is related
but separate for bans and phase-outs.

Mr. ToNKO. And should any TSCA reform bill this committee
considers be absolutely clear that cost-benefit analysis is not a part
of the determination that a chemical meets safety standard?

Mt. IGREJAS. We believe it should be.

Mr. ToNKoO. S. 1009 also leaves in place the substantial evidence
standard for judicial review that played a significant role in the as-
bestos decision.

Ms. Wagner, how common is that heightened standard of review
in the environmental law context?

Ms. WAGNER. Typically, the Agency is held to an arbitrary and
capricious standard, so it is very unusual.

Mr. Tonko. Will that standard of review make it harder for EPA
to prevail in court when it takes action under TSCA than under
other environmental statutes?

Ms. WAGNER. It is definitely a higher burden. I think the case
law is a little murky. Some courts actually don’t seem to use sub-
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stantial evidence differently than others, but some do. On balance,
it is likely to be a higher burden.

Mr. ToNkO. Thank you. There is a strong public interest in im-
proving EPA’s ability to take action under TSCA to address the se-
rious risks we face from chemical exposures. We have better work-
ing models for dealing with risks and other environmental laws,
the pesticides laws, for example. Any TSCA reform bill, in my opin-
ion, considered by this committee should remove the known obsta-
cles to TSCA implementation, such as the cost-benefit analysis
component of the safety standard, and this heightened standard of
judicial review.

And with that, I believe my time is up and I yield back.

Mr. SHIMKUS. Gentleman yields back his time.

The Chair now recognizes, I believe, Mr. Green from Texas for
5 minutes.

Mr. GREEN. Thank you, Mr. Chairman.

My first series of questions I want to ask, and they are just yes
or no, for all witnesses. Briefly, do you believe that Lautenberg-
Vitter is an improvement over current law or is status quo pref-
erable?

Mr. Dooley?

Mr. DOOLEY. Yes.

Mr. ROSENBERG. Yes, it is an improvement.

Mr. DENISON. Mr. Green, in some respects yes, in other respects
no.
Mr. GREEN. OK. Mr. Garfield?

Mr. GARFIELD. My answer is the same. In some respects yes, in
other respects no, but in the respects where it is no, it can be im-
proved.

Mr. GREEN. Mr. Igrejas?

Mr. IGREJAS. I say no.

Ms. WAGNER. With respect to the good science provisions, no.

Mr. GREEN. OK. Well, for all the witnesses, in your opinion, are
the issues raised in today’s hearings on Lautenberg-Vitter issues
that can be improved through clarification, or are they issues that
fundamentally cannot be corrected? Why don’t I ask the last four
since you all are the ones that said it wasn’t an improvement?

Mr. DENISON. Congressman, I do believe the problems can be cor-
rected, and that is based on a number of years of dialogue with
other stakeholders, including the two gentlemen to my right here.
So I think there are solutions at hand if we can get down to the
hard work of negotiating this through and finding the right bal-
ance.

Mr. GREEN. OK. I guess the reason I asked that to start with is
that, you know, we know the law from 1976 is old and we need to
update it, but believe me, in a Republican Congress, we are not
going to get to where a lot of folks would want to be, but I just
want to make sure we move that ball down the field, and that in-
cludes passing it through the Senate, because I represent a very
urban district in East Harris County that has chemical plants re-
fineries, and people who live along those fence lines. And so that
is why I would like to improve the law to the best we can get politi-
cally through the House and the Senate.
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Mr. Dooley, you—can you explain the—and expand on ACC’s
views on the EPA’s authority to require testing of chemicals? Is
it—in particular, does ACC support changes to the EPA’s current
authority to test existing chemicals, and what changes and why?

Mr. DOOLEY. Yes, we do support, and that is what I think was
one of the, you know, the fundamental, you know, positives about
this legislation is, for the first time, those, you know, 60,000 or
however many grandfathered chemicals will be subject to
prioritization and to a safety assessment. And we support those
provisions, and—as well as provisions that would give the ability
for EPA under new chemicals to have—facilitate their ability to ac-
cess the data that they need to make a determination whether or
not those chemicals do meet the new safety standard.

Mr. GREEN. OK. And I know the ACC’s position on the safety
standard in both current TSCA and in a modernized TSCA. Is the
safety standard in Lautenberg-Vitter identical to the current stand-
ard in TSCA?

Mr. DoOOLEY. No, it is significantly different in that in the new
CSIA—rather, the CSIA

Mr. GREEN. Um-hum.

Mr. DOOLEY [continuing]. Is that the safety standard of an un-
reasonable risk to human health and the environment from the ex-
posure to its intended use is the standard there. It does not in any
way require a cost-benefit analysis as you do under existing law.
So it will make a, you know, significant—it is a significant dif-
ference from the existing standard.

Mr. GREEN. And EPA and other areas in environment, do they
also conduct cost-benefit analyses?

Mr. DOOLEY. I am not——

Mr. GREEN. OK.

Mr. DOOLEY [continuing]. Sure if I—I need to do a little more re-
search on that one.

Mr. GREEN. And one of the issues is that the Lautenberg-Vitter
would—has an addition of deadlines compared to TSCA. Is that a
benefit as compared to—a benefit from the additional deadlines?

Mr. DooLEY. Well, you—the issue of deadlines has been a subject
of a lot of conversation with Administrator Jones that was here
today. You know, from an ACC perspective, you know, we have no
objection to deadlines, but we think the deadlines need to be rea-
sonable. And I thought it was interesting when Administrator
Jones was making his statement today, he said he needed dead-
lines. But the people that we need the information on, what is the
appropriate deadlines, is the EPA. You know, we need the informa-
tion from them in terms of how many chemicals do you think is ap-
propriate of the 60,000 that you want to have go through a
prioritization and safety assessment, and perhaps a safety deter-
mination. How many of those can you do, and how many FTE’s do
you need to do, and what is a reasonable time frame to do those.

I think what is difficult for members of Congress in constructing
this legislation is to develop arbitrary deadlines that you would
think EPA can meet. What the legislation attempts to do is put the
onus and the burden on EPA to set deadlines that they are com-
pelled to meet, which would then be informed upon the capacity
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%Iéd Athe expertise that they have to carry out the provisions of
IA.

Mr. GREEN. OK. Mr. Denison, your testimony discussed the proc-
ess for evaluating new chemicals. How would EPA determine if a
chemical is likely safe under this legislation?

Mr. DENISON. Congressman, the details of that are left to EPA,
I think, not specified in the legislation in any detail, but I think
the key here is that there is first the affirmative requirement that
evidence of safety be available on a chemical in order for that
chemical to be sold. And second, that the bar is actually inten-
tionally, I think, lower than it is for a chemical that is already on
the market. So the difference between likely meets the safety
standard and meets the safety standard reflects the fact that that
chemical is in an early stage of development, it has not yet been
on the market, and, therefore, the amount of information and the
amount of ability to demonstrate definitively its safety is appro-
priately less. But the key difference from current law is, as Mr.
Jones stated, changing from a passive system where unless EPA
finds a problem, that chemical simply can come onto the market,
to one that requires EPA to affirmatively find some evidence of
safety as a condition for market entry, and that is a key change.

Mr. GREEN. How does giving EPA the authority to issue orders
for testing requirements as found in Lautenberg-Vitter an improve-
ment over the present law?

Mr. DENISON. Congressman, the length of time that EPA has to
take to get a rule through to require testing averages about 5
years. An order could be issued within a few months. We think
that is a significant improvement. The only problem I would flag
here is that, while the bill makes it easier for EPA to get informa-
tion, it limits the points in time in the process when it could do
so. So, for example, if EPA has a new chemical or a chemical that
it is trying to prioritize, and it finds it doesn’t have enough data,
the bill actually strips the current authority EPA would have to re-
?uire testing at that stage in the process. We think that is a prob-
em.

So there are some positive aspects of the bill in this regard; order
authority and the removal of the requirement to first show risk,
but there is also some restrictions on EPA’s current authority to ac-
tually require testing.

Mr. GREEN. Mr. Chairman, I know you have been very kind
and—but obviously we need to deal with that as a committee when
we—to address that. Thank you.

Mr. SHIMKUS. That is because I have great affection for my col-
league from Texas.

So now I would like to recognize my colleague from New Jersey,
I\{Ilr. ‘}Dallone, for as much time as he wants to consume. How about
that?

Mr. PALLONE. Well, I won’t use too much, I promise, but thank
you, Mr. Chairman. I am pleased the committee has convened this
hearing, and I certainly appreciate the efforts of my late Senator
from New Jersey, Senator Lautenberg, to bring both sides together
on this critical issue.

I have met with stakeholders in the environmental community
and in the chemical industry, and we can all agree that the status
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quo is not working. The GAO has included the current TSCA stat-
ute in its high-risk series over the last several years, citing EPA’s
lack of authority to limit exposure to chemicals that may pose sub-
stantial health risks. And I believe there are many other issues
that all stakeholders can agree upon, including striking the lan-
guage that compels the EPA to pursue the least burdensome re-
guirement that is so strict, it prevented EPA from regulating as-
estos.

So, Mr. Chairman, I hope to work with you and our colleagues
to craft a bipartisan bill. And I just wanted to ask two questions,
if I could.

First is posed to Mr. Denison, and that is, you state in your testi-
mony that, and I quote, “by EPA merely designating a chemical as
high or low priority, all States would be precluded from imposing
a new requirement on the chemical.”

So my question is, do you feel this preemption mechanism is trig-
gered too early in the process, and if so, what type of timeline, if
any, do you consider practical?

Mr. DENISON. I do, Congressman. I think the extent to which the
law will restrict States’ ability to act needs to be placed at the end
of the process of EPA’s evaluation and determination of the safety
of a chemical, and where necessary, the promulgation of a rule that
applies the appropriate restrictions. If that preemption kicks in
earlier in the process, as it does for new requirements under the
bill, the concern I have is that States would not be able to act, and
then the incentives for dragging out the length of time it would
take to get from simply EPA prioritizing a chemical to that final
action, the incentives would be to drag that out as long as possible.

So we need a system that provides incentives for efficient and ef-
fective action, and I worry that provision in particular would run
counter to that.

Mr. PALLONE. Do you want to talk about a time—a different
timeline any more than you have, or——

Mr. DENISON. Yes. I think the—those triggers for preemption
need to occur at the final action of the Agency. If it finds a chem-
ical meets a safety standard, that would be the final action. If it
finds a chemical doesn’t meet the safety standard, the final action
would be the promulgation of that rule that imposes the appro-
priate risk management, and that should be the trigger for preemp-
tion.

Mr. PALLONE. All right, thank you.

And then my second question, Mr. Chairman, is to Mr. Igrejas.
I hope I am pronouncing it.

As we work to reform TSCA, I believe one of the most important
issues is protecting vulnerable populations, such as infants and
those living near chemical facilities. In New dJersey, as you know,
we have a combination of both a large number of chemical facilities
and a high population density. So the consequences of insufficient
protection are dire. And so I wanted to ask you, you mentioned in
your testimony that you think, and I quote, “intent and language
do not match up regarding protecting these populations.” So what
do you suggest to ensure the bill works to protect vulnerable popu-
lations such as children and those living near the chemical facili-
ties?
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Mr. IGREJAS. Sure. Thank you very much. I think vulnerable
populations could be clearly defined first, a definition of what it in-
cludes; children, pregnant women, heavily-exposed individuals in
communities, and then they should be explicitly required to be in-
cluded in the safety determination and protected by any risk-man-
agement measures. That would play the issue out, so to speak, so
that we know the decisions that are made, the measures that are
taken are protecting the vulnerable populations.

Mr. PALLONE. OK, but nothing more in terms of specifics at this
point, other than the definition or how——

Mr. IGREJAS. The definition and clear language that they are in-
cluded in not just the assessment phase, which is in the bill now,
but in the determinations and risk-management measures.

Mr. PALLONE. OK. All right, that is it, Mr. Chairman. I didn’t
use my 5 minutes. Thank you.

Mr. SHIMKUS. Well, I thank my colleague. And I was going to
ask, because it was very interesting, I appreciate you all being
here. Maybe we have gone around, but I think we have fleshed out
as much as we can right now, and I am sure we will see some of
you through our offices as we continue this process.

Just some final comments. It is really hard for me to believe that
the product in the Senate bill is not better than the current law.
I mean on the face of it, it—a bill that is—a law that is 37 years
old and has not been changed, and has proven to be not effective,
something has to be better than nothing. I think that is where
there is some commonality in moving forward.

The second thing is, this risk-based issue, there is—I guess my—
there is—Cal brought up a good issue about the compact fluores-
cent bulbs, and what is the environmental benefit or societal ben-
efit of maybe a hazardous chemical that is used in a product that
benefits mankind. I am not a climate guy here, everybody knows
that, but if you are, you like compact fluorescent bulbs, and there
is a—some people would believe there is a great return on—in fact,
we had debated that in our Cap and Trade Bill on that very same
issue.

So there are issues there. Preemption is going to be a contentious
issue, and the—and—but I would like people to start talking to us
about deadlines because it seems like, through the three panels,
well, at least the second two, deadlines was a consistent theme.
And I am—Ms. Wagner, I think your testimony was very intrigu-
ing, and I think we are going to look further into your comments
and try to flesh out some of that stuff.

I have a unanimous consent request that all members of the sub-
committee have 5 days to submit an opening statement for the
record. So ordered. I would like to ask unanimous consent to insert
letters into the record from the California EPA, Breast Cancer
Fund, National Conference of State Legislatures, two from the En-
vironmental Working Group, a letter from 35 Senators and law-
yers, from 25 medical professionals, and remind—without objection,
so ordered.

[The information appears at the conclusion of the hearing.]

Mr. SHIMKUS. And I would like to remind subcommittee members
they have 10 days to submit questions for the record. Without ob-
jection, so ordered.
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Thank you. With that, we want to thank you for your testimony.
Please keep working with us. I think there is some great interest
to try to move forward, and hopefully throughout this process we
can get through the finish line.

And with that, I will call this hearing adjourned.

[Whereupon, at 1:07 p.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]
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Opening Statement of the Honorable Fred Upton
Subcommittee on Environment and the Economy
Hearing on “S. 1009, The Chemical Safety Improvement Act”
November 13, 2013

(As Prepared for Delivery)

We welcome our Senate colleagues and commend their bipartisan efforts to modemize regulation of
chemicals in commerce.

We are also pleased to welcome the administration’s views. We want to work closely with EPA’s Office of
Chemical Safety and Pollution Prevention as we explore options for legistation that the agency will
implement for years to come. We also welcome our stakeholder panel. While each witness has distinct
views, your leadership is vital in making further progress possible.

Speaking of leadership, we must acknowledge the vital role of our late colleague, Senator Frank
Lautenberg — his dedication, his wisdom, his expertise, and his collaborative spirit. S. 1009, with its
impressive array of original cosponsors, reflects the deep respect his colleagues had for him when they
had the privilege of working by his side.

An appropriate tribute to Senator Lautenberg and his family would be a bill that becomes law.

But enacting a bill with elements as important and complex as S. 1009 won't be easy, and several
questions remain:

. Can we give EPA the right resources and tools to tackle a huge workload sorting out thousands
of chemicals?

. Despite the work volume, can we ensure agency decisions are grounded in sound science?

. Can we reassure all Americans that chemicals that touch their lives are safe?

. Can we facilitate one integrated, healthy market for chemical products in the U.§., instead of a

patchwork of restrictions?

. Can we protect innovation and still get government officials and health care professionais the
information they need o do their jobs?

With questions this tough, we can’t expect that all provisions of the legislation will satisfy everyone. But
we intend to listen carefully to stakeholders and we will work arm-in-arm with members in both parties
who want to work constructively toward a common goal: enacting legislation to modernize chemical
regulation.

H#iHH
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FRED UPTON, MICHIGAN HENRY A, WAXMAN, CALIFORNIA
CHAIRMAN RANKING MEMBER
ONE HUNDRED THIRTEENTH CONGRESS

Congress of the United States

Bousge of Vepregentatives

COMMITTEE ON ENERGY AND COMMERCE
2125 RAYBURN HOUSE OFFICE BUILDING
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Minority (202 225-3641

Statement of Rep. Henry A. Waxman
Ranking Member, Committee on Energy and Commerce
Hearing on “S. 1009 the Chemical Safety Improvement Act of 2013”
Subcommittee on Environment and the Economy
November 13, 2013

Today, the Subcommittee considers a proposal introduced in the Senate to reform the
Toxic Substances Control Act. While there are some positive elements in this legislation, there
are also major deficiencies. I could not support it in its current form.

Four years ago, there was widespread agreement among industry, labor, and
nongovernmental organizations that TSCA needs to be reformed.

The EPA Administrator said that TSCA had proven to be “an inadequate tool for
providing the protection against chemical risks that the public rightfully expects.”

The American Chemistry Council said it wanted to work with “stakeholders, Congress,
and the Administration to make reform a reality.”

And a coalition of public interest groups said that “[bly updating TSCA, Congress can
create the foundation for a sound and comprehensive chemicals policy that protects public health
and the environment, while restoring the luster of safety to U.S. goods in the world market.”

When I was Chairman, the Committee put considerable effort into building on this
consensus and modernizing TSCA. In 2009 and 2010, we held numerous hearings and convened
a robust, bipartisan stakeholder process.

At that time, there was widespread support for the creation of an effective federal
program, based on giving EPA the data necessary to understand chemical risks and the ability to
regulate chemicals found to be dangerous. There was an understanding that an effective federal
program would make preemption unnecessary by addressing the serious risks that have
motivated states to take action themselves.

Unfortunately, the legislation we will consider today is radically different in several key
respects.
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Instead of ensuring that EPA has all of the data it needs, this bill blocks EPA from
requiring testing of new chemicals.

Instead of empowering EPA to act to regulate dangerous chemicals, this bill imposes
numerous new procedural requirements on the Agency, creating potential for significant
litigation delays.

Instead of promoting consumer confidence by increasing transparency, this bill allows
chemical companies to conceal information about chemical risks from the public. And instead of
protecting state authority, this bill has sweeping preemption provisions.

I cannot support legislation that would undermine the few protections that are in current
law or that would preempt successful state efforts to protect the public from exposure to toxic
chemicals.

While I cannot support this bill as currently drafted, I continue to be in favor of TSCA
reform. I hope the Chairman will engage in a bipartisan effort to draft TSCA reform legislation
that both Republicans and Democrats can support.

Consensus between industry and its allies is not consensus, just as consensus among
environmental groups is not consensus. I want the Chairman to know that if he wants to sit
down and build consensus on legislation among all the stakeholders, I am ready to work with
him.

1 thank all of the witnesses for being here today and look forward to hearing their
testimony.
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June 25, 2013

The Honorable Dianine Feinstein
United States Senate

331 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Barbara Boxer
United States Senate

112 Hart Senate Office Building
Washington, D.C. 20510

The Honorable Kirsten Gillibrand
United States Senate

478 Russell Senate Office Building
Washington, D.C. 20510

RE: S. 1009, Chemical Safety Improvement Act (CSIA) — Concern with Preemption Language
Dear Senators Feinstein, Boxer, and Gillibrand:

| am writing on behalf of the California Environmental Protection Agency (Cal/EPA) to express
serious concern about the effects of S. 1009 on California’s ability to protect its residents from
toxic chemicals, air pollution, and threats to drinking water. You have previously received
letters from the California Department of Toxic Substance Control and the California Attorney
General's Office expressing reservations about this proposed legisiation. (See attached letters
of May 31 and June 11, 2013.) We agree with the concerns stated in these letters and write
separately to note that as currently written, S. 1009 also could jeopardize California’s ability to
control greenhouse gases and thereby meet the State’s targets under AB 32, the California
Global Warming Solutions Act of 2006. Although the Toxic Substances Contro! Act (TSCA) is
clearly in need of reform, we respectfully request that S. 1009 should not be adopted unless
amended prior to moving forward in the Senate to address major concerns with the legislation,
including the provisions governing preemption of state laws.

The existing and more reasonable preemption provisions currently in TSCA have allowed
California to take necessary action over the past three decades to reduce toxic chemicals and
protect public health and the environment. Many of our regulatory actions have resuited in
beneficial changes in product composition and chemical use that extend far beyond the
borders of our state. As an example, California’s Safe Drinking Water and Toxic Enforcement
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Act (Proposition 65) stimulated nationwide reformulation of numerous products to remove
chemicals known to the State of California to cause cancer or reproductive harm. Successes
under this law include removing lead from water faucets, eliminating trichloroethylene (TCE)
from liquid correction fluid, and more recently removing flame retardants from infant nap mats.

California laws or regulations have also provided a model that is foliowed in other states or
nationally. For instance, California legislation, adopted in 2007 to ban certain phthalates in
toys and children’s products [Cal. Health & Saf. Code, §§ 108935-1089389, Stats. 2007, ¢. 672,
A.B. 1108], was the inspiration for Senator Feinstein’s legislation, S. 2663, banning these
same chemicals nationally in the Consumer Product Safety improvement Act of 2008.

After consulting with scientific and legal experts who work for the boards and departments
within Cal/EPA, we have identified dozens of California laws and regulations that may be at
risk of preemption under the current provisions of S. 1008. Information concerning each of
these laws and regulations could be provided at your request, and several examples are
highlighted here:

¢ Global Warming Solutions Act of 2006 (AB 32): Some very potent greenhouse gases,
such as sulfur hexafluoride and methane, are of relatively low toxicity. If the EPA
Administrator designates any of these chemicals as “Low Priority” under S. 1108, states
will be barred from any “prohibition or restriction on the manufacture, processing,
distribution . . . or use” of these chemicals. This provision could bar state actions to
reguiate or control potent greenhouse gases and could undermine California’s efforts to
achieve our reduction targets under AB 32.

» Reducing Ozone Pollution: California contains major geographic areas in “Extreme”
ozone non-attainment. Ozone is a Criteria Air Pollutant that causes or contributes to
respiratory disease, asthma, emergency room visits, hospitalizations, and premature
death. Nonattainment areas are required fo take aggressive action to reduce ozone
pollution, including reducing the emissions of ozone precursors such as volatile organic
compounds (VOCs). 8. 1009 sec. 15, subsection {c) states that the preemption does
not apply to a state regulation thatis “... adopted under a law of the State . . . related to
... airquality . . . that (A) does not impose a restriction on the manufacture, processing,
distribution in commerce, or use of a chemical substance.” The California Air
Resources Board, however, has a number of regulations that would not be able to take
advantage of the exception in subsection (c) because they impose restrictions on the
“use” or “distribution in commerce” of specific VOCs in products. This could
significantly impair California’s efforts to come into attainment with the Clean Air Act
and could put millions of people in the Los Angeles area and San Joaquin Valley of
California at increased risk of respiratory disease.

+ Drinking Water Safety: More than 60 California water systems contain hexavalent
chromium or perchlorate, 1t is reasonably likely that these will be designated as “High
Priority” chemicals under S. 1009, thereby immediately preempting all future state
actions, and retroactively preempting existing state laws and regulations once U.8. EPA
has acted. This puts future California activities to protect sources of drinking water in
immediate jeopardy, and also may endanger historic regulations, including our 1989
ban on the use of hexavalent chromium in cooling towers; our 2007 strict performance
and emissions requirements for the chrome plating industry; and the Perchlorate Best
Management Practices regulations of 2006.
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s Consumer Product Safety: Numerous California laws and regulations have collectively
worked {0 increase the safety of consumer goods and reduce the use of toxic chemicals
in products. Specific examples include the 2006 ban on certain flame retardants, which
has been replicated or expanded in at least a dozen states; bans on mercury in
products ranging from thermostats to thermometers, which are now in place in more
than 20 states; a phase-out by 2014 of toxic substances inciuding copper, cadmium,
hexavalent chromium, lead, mercury and asbestos in automobile brake pads; and a ban
on toxic chemicals in art supplies for young school children. The Caiifornia Safer
Consumer Products regulations, slated for release next month, will constitute the most
ambitious effort to date to systematically address the issue of toxic chemicals in
consumer products by promoting innovation in safer alternatives and green chemistry.
Depending on the scope and interpretation of S. 1009 and the resulting actions of the
EPA Administrator, components of the above laws and regulations will be put at risk.

In addition to the above issues, we are concerned that the lack of clarity of some of the
preemption provisions in S. 1009 would open the door to extensive litigation. For example, the
preemption of state actions that prohibit or restrict “the manufacture, processing, distribution in
commerce or use of a chemical substance” in §15(a) and (b) should not be understood to limit
states from requiring that information be provided to the public; however we recognize that the
ambiguity of the language could cause others to claim that a labe! or warning to consumers is
an indirect “restriction on the . . . distribution . . . or use”. This issue requires clarification.

| am confident that this legislation is not intended to invalidate or undermine existing California
laws and regulations governing public health and the environment, nor is it the intent to block
future innovation and health protection at the state level. Accordingly, we respectfully request
that you reconsider the provisions of S. 1009 to ensure that it is written in a manner that will be
successful in protecting the public from toxic chemicals, in a reasonably expeditious manner,
without unintentionally restricting the ability of states to protect consumers, health, and the
environment.

Sincerely,

VN e e

Matthew Rodriquez
Secretary for Environmental Protection

Attachments

cc:  See next page.
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Ms. Katie Wheeler Mathews
Deputy Director
Washington D.C. Office of California Governor Edmund G Brown, Jr.

Mr. Cliff Rechtschaffen
Senior Advisor
Office of California Governor Edmund G. Brown Jr.

Brian Nelson
Special Assistant Attorney General
California Department of Justice

Sally Magnani
Senior Assistant Attorney General
California Department of Justice

Ms. Debbie Raphael, Director
California Department of Toxic Substances Control

Mr. Richard Corey
Executive Officer
California Air Resources Board

Mr. George Alexeeff, Director
California Office of Environmental Health Hazard Assessment
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Deborah Q. Raphael, Director
Matthew Rodriquez 1001 “* Street Edmund G. Brown Jr.

Secretary for Govemor
Environmentat Protection P.0. Box 806
Sacramento, California 95812-0806

May 31,2013

Felix S. Yeung, Esq.
Legislative Assistant
Office of Senator Dianne Feinstein
Felix_Yeung@feinstein.senate.gov

Dear Mr. Yeung:

I am writing to you to convey initial comments from the California Department of Toxic
Substances Control (DTSC) regarding the proposed Chemical Safety Improvement Act (“the
Act™). DTSC is extremely concerned about this bill. DTSC recognizes that the Act includes
some positive reforms to the Toxic Substances Control Act (“TSCA™), but at this point, the areas
of concern overshadow these improvements. While most of DTSC’s concerns center around the
Act’s preemption provisions, DTSC also has broader concerns regarding the functionality and
effectiveness of the Act.

Areas of concern:
e The expansion of the preemptive effect of EPA action under TSCA.

o The Act would broaden vastly the scope and conditions of preemption by TSCA
of state and local chemical regulations.

o There is a need for clarification regarding what constitutes a “prohibition or
restriction on the manufacture, processing, or distribution in commerce or use of a
chemical substance,” in order to clearly define what types of state actions are
intended to be preempted under the Act.

* Industry may argue that a labeling requirement could be considered a
restriction on the use of a chemical substance, which is far too broad an
interpretation of this phrase.

o States would be barred from enforcing existing chemical regulations after
issuance of a safety determination by US EPA, even when state regulations are
consistent with the findings of US EPA’s safety determinations.

=  States should be allowed to continue to enforce their regulations until the
Administrator for US EPA promulgates a rule establishing necessary
restrictions after making a determination.

o States would be barred from imposing new prohibitions or restrictions on
chemical substances that are identified as “high-priority” as of the time the
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Administrator of US EPA publishes a schedule for conducting a safety
assessment, not as of the time that such a determination is actually made.
= States should not be barred from imposing regulations on chemical
substances for which they have already evaluated the safety and
determined that prohibitions or restrictions are necessary o protect public
health or the environment merely because the Administrator has released a
schedule by which US EPA will conduct its own assessment.
o The criteria for a state waiver are nearly impossible to meet.
= The requirement that “compelling State or local conditions” warrant the
waiver is unreasonable, as the risks presented by exposure to chemical
substances are unlikely to present localized risks.

e The safety standard to be used in making safety determinations

o There is a need for clarification of the definition of “unreasonable risk of harm to
human health or the environment,” which is central to the regulatory standard of
US EPA's safety determination.

s The lack of deadlines for US EPA actions both in making the initial determinations
of high-priority and low-priority chemicals, and in acting upon unreasonable risks
that are identified

o Proposed language only says that the US EPA Administrator “shall make every
effort to complete the prioritization of all active substances in a timely manner.”

= There is conflicting language in Section 4, subparagraph (e)(3)(EX(i) and
(i1) under “Identification of High-Priority Substances.” These provisions
state that the Administrator both “shall” and “may” identify a chemical
substance that has the potential for high hazard or exposure as a high-
priority substance.

o Deferring safety determinations until after receipt of additional test data and
information may allow the chemical industry to actively stall the assessment
process if no deadline is included.

o There is no proposed deadline by which the US EPA Administrator must
promulgate a rule establishing necessary restrictions after making a determination
that a chemical substance does not meet the safety standard under current
intended conditions of use.

Background:
The Act first requires US EPA to identify all active chemicals, which are those in use in non-

exempted products in the last 5 years. These chemicals will represent US EPA’s initial list of
chemicals, and EPA will then consider existing information, and where more is needed, will
solicit this information from the public. EPA is then charged with conducting a prioritization
screening of these chemicals. This screening designates chemicals as either low-priority, when
they are “likely to meet the safety standard,” or high-priority, indicating that they present a high
hazard and exposure or high hazard or high exposure. EPA can also prioritize chemicals that
lack sufficient information as high-priority.
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Once prioritized, the Administrator of US EPA will publish a schedule for the completion of a
safety assessment of high-priority chemicals on a chemical-by-chemical basis. The assessments
will result in a safety determination by the Administrator as to whether a chemical substance
meets the safety standard under the intended conditions of use. The safety standard is defined as
“g standard that ensures that no unreasonable risk of harm to human health or the environment
will result from exposure to a chemical substance.” If there is a determination that there is
insufficient information to make this determination, the Administrator may obtain new data by
request, rule, testing consent agreement, or order.
If a chemical does not meet the safety standard under current intended conditions of use, the
Administrator may impose, by rule, necessary restrictions or prohibitions on use of the chemical,
or a ban or phase-out of the chemical. The latter must be based on a cost-benefit analysis.
The Act significantly changes the preemption provisions in TSCA (currently found in section
18). Under TSCA, a state may apply to the Administrator for an exemption from preemption for
a state requirement

“designed to protect against a risk of injury to health or the environment

associated with a chemical substance, mixture, or article containing a chemical

substance or mixture if (1) compliance with the requirement would not cause the

manufacturing, processing, distribution in commerce, or use of the substance,

mixture, or article to be in violation of the applicable requirement under [TSCA],

and (2) the State or political subdivision requirement (A) provides a significantly

higher degree of protection from such risk than the requirement under [TSCA]

and (B) does not, through difficulties in marketing, distribution, or other factors,

unduly burden interstate commerce.”

Under the proposed Act, however, States are preempted from enforcing existing requirements, or
establishing new requirements, once the Administrator has issued a completed safety
determination for a chemical substance, or published a schedule for conducting a safety
assessment of a chemical identified as high-priority, respectively. The preemption provision
would apply to State requirements that represent “a prohibition or restriction on the manufacture,
processing, or distribution in commerce or use of a chemical substance...”, as well as certain
requirements for the development or test data or information that would produce information
similar to that required under section 4, 5, or 6 of the Act.
The Act does include a section on state waivers from the preemption provisions, but the criteria
to qualify for such a waiver make obtaining one nearly impossible. The Act provides that if the
State “determines in cannot wait until the end of the period specified in the established schedule
and deadline for the completion of a full safety assessment and determination,” the Administrator
may provide a waiver from the preemption provisions upon a determination that:

“(i) compelling State or local conditions warrant granting the waiver to protect

human health or the environment;

(i1) compliance with the proposed requirement of the State or political subdivision

of the State does not unduly burden interstate and foreign commerce in the

manufacture, processing, distribution in commerce, or use of a chemical

substance;

(iii) compliance with the proposed requirement of the State or political

subdivision of the State would not cause a violation of any applicable Federal law,

rule, or order; and
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(iv) the proposed requirement of the State or political subdivision of the State is
based on the best available science and is supported by the weight of the
evidence; or
(2)(A) the Administrator finds a safety assessment or determination has been
unreasonably delayed; and
(B) the State certifies that—
(i) the State has a compelling local interest to protect human health or the
environment;
(ii) compliance with the proposed requirement of the State does not unduly
burden interstate and foreign commerce in the manufacture, processing,
distribution in commerce, or use of a chemical substance;
(iii) compliance with the proposed requirement would not cause a violation of any
applicable Federal law, rule, or order; and
(iv) the proposed requirement is grounded in reasonable scientific concern.”

DTSC is very concerned that the bar has been set too high for obtaining state waivers from the
expanded preemption provisions in the Act. The preemption provisions would potentially
impact the ability of DTSC to implement certain regulatory responses under the Safer Consumer
Products regulations, including product information for consumers, use restrictions on chemicals
and consumer products, product sales prohibitions, engineered safety measures or administrative
controls, end-of-life management requirements, and advancement of green chemistry and green
engineering.

Thank you very much for reaching out to DTSC and allowing us the opportunity to provide input
on these important issues.

If you have any questions, please feel free to contact me at (916) 324-7663 or

Joshua. Tooker(@dtsc.ca.gov

Sincerely,

Josh Tooker
Deputy Director for Legislation
Department of Toxic Substances Control



145

KAMALA D, HARRIS State of California
Aitorney General DEPARTMENT OF JUSTICE
1300 1 STREET, SUTTE 125

) 0. BOX 944255
SACRAMENTO, CALIPORNIA 94244-2350

Public: (916) 4459355
Telephone (916} 322-1802
.. Facsimile: (916)327-2319
June 11,2013 E-Mail: selly.magnani@doj.ca.gov

The Honorable Barbara Boxer
Chatrwoman, Senate Environment
and Public Works Committee
112 Hart Senate Office Building
Washington, D.C, 20510

RE:  Concerns with Precmption Language in Chemical Safety Improvement Act; S.1009
Deear Senator Boxer:

1 write 1o convey the concerns of the California Attorney General regarding the proposed
Chemical Safety Improvement Act, §,1009. Although we recognize that the Toxic Substances
Control Act {TSCA) is in need of substantial reform, we believe that 8,1009, as currently
drafled, cripples the police powers that California relies on to protect public health and the
environment and, in addition, severely compromises California’s authority to supplement and
complement federal efforts to regulate the safety of chemicals; As a leader in chemicn! safety
and consumer protection, California has a direct stake in the outeome of any reform of TRCA.
We respectfully request that 8.1009 be amended to address the problems outlined below.,

Californin’s Role in Protecting Public Health

California has been a leader in enacting laws that protect public health and the
environment, and has served as a laboratory for innovation for other states and the federal
government, Many of the innovative laws that California has enacted are jeopardized by S.
1009,

Green Chemistry

Over the past several years, California has undertaken to implement ground-breaking
“green chemistry™ programs, reflecting sn approach to environmental and public health
protection that focuses on reducing or eliminating the use and generation of hazardous
substances. Green chomistry marks a sharp departure from managing hazardous substances after
they already have entered consumer products and our environment. In 20085, the State epacted
the California Safe Cosmetics Act, becoming the first state in the nation to regulate toxic
ingredients in cosmetics. The next year, California established the California Environmental
Contaminant Biomonitoring Program to identify toxics scoumulating in California residents and,
in 2007, banned plasticizers called phthalates in children’s products. In 2008, California enacted
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two hills that together ereated the State’s comprehensive Green Chemistry Program, Under that
program, the Department of Toxic Substances Control {DTSC) is inthe final stages of
promulgating regulations that will establish a process for identifying chemicals of concernin
consumer produets and their potential alternatives, in order to demnmrse how best to limit
exposure or to reduce hazard levels,

Propasition 65

The Safe Drinking Water and Toxic Enforcement Act of 1986 (Proposition 653, was
enacted as a ballot initiative in November 1986 by 63% of the voters. Proposition 65 was
designed to protect California citizeny and drinking water sources from chemicals known to
cause cancer, and birth defects or other reproductive hasm.” Proposition 65 requires the Governar
to publish, at least annually, & list of chemicals known fo the State to cause cancer or”
reproductive toxicity. Businesses may not discharge these chemicals to sources of drinking
water and must warn fndividuals about exposuses to the listed chemicals. The Attorney Gereral
is the only official with statewide authority to enforce Proposition 65, and actions by the
Attorney General in the name of the People are brought under the sovereign authorily of the
State. .

Using this authority, the Attorney General’s Office has taken a number of steps over the
years to protect public health, including:

*  Required manufacturers to reformulate the “Brazilian Blowout® hair straightener which
contained high levels of formaldehyde that sickened hair stylists and their customers; and
to provide wamings and accurate labeling of such products.

» Required manufacturers; sellers, and distributors of \rmyi ump houses™ for children, to
tower the levels of lead in the vinyl. Children playing in the jump houses were
previously exposed to significant levels of lead from the vinyl,

* Required terminal operators at the Los Angeles and Long Beach Ports to provide a strong
warning program about diesel fumes emitted into surrounding neighborhoods, and to
implement a Clean Trucks Program to reduce diesel emissions from Port operations.

+ Required manufacturers to réduce the lead in calcium supplements, multi-vitaming, and
other nutritional supplements, including prenatal supplements, supplements for women of
childbearing age, and supplements for children to levels below where Proposition 63
requires point-of-sale warnings, an area in which the Federal government has not taken
regulatory action.

+  Required manufacturers of wooden playground structures to stop using wood treated with
chromated copper arsenate; which exposed children to high levels of arsenic,



147

The Honorable Barbara Boxer

Chairwoman, Senate Environment
and Public Works Committee

June 11,2013

Page 3

* Required manufacturers of Mexican chili candies to reduce the high lead levels in their
candies by improving their manufacturing processes, including washing the chilies before
manufacture. The candics are caten extensively by children in the Mexican-American
community in California.

California’s Programs are Threatened by 8.1009's Overreaching Preemiption Provisions
States Must Not Be Preempted in the Absence of Federal Regulation

Among the bedrock powers reserved to the states under the Tenth Amendment to the 1.5,
Constitution is the exercise of police powers to protect the health and safety, The courts have
long recognized that regulation of health and safety matiers is historically & matter of significant
state concern, and the federal government has traditionally granted the states great latitude to
protect the health and welfare of their citizens. To take away those historical police powers
through preemption in instances where the federal government has yet to regulate or will not be
regulating a chemical substance serves only to increase the risk to public health, Under 8,1009:

»  States are prohibited from enforcing existing state laws or from adopting new laws
regulating chemical substances determined by U.S, EPA 1o be “high priority” even before
federal regulations or orders become effective, creating a period of months or potentially
years where such chemical substances are unregulated. See 8.1009, § 15(a)(2).

¢ States are barred from adopting and enforcing new laws regulating “low priority”
chemical substances ~ of which there will be tens of thousands — even though the U.S,
EPA Administeator is also expressly prohibited from regulating those substances and has
made only a preliminary safely assessment that is invmune from judicial review. This
creates a gaping and permanent regulatory vacuum. See $,1009, §§ 4()()NGD,
4e)(5) and 15(b)}2).

States Must Retain the Ability to Ban Use of a Chemical Substance In-State

Even where the federal government has acted to regulate a cheimical substance, states
must retain the ability to ban the use of that chemical substance in-state, inorder to protect its
residents’ heaith and safety. In-state use bans ~ which do not prohibit the manufacture or
processing of the chemical substance for export - do not unduly burden interstate commerce.

»  Bxisting law gives states authority to prolibit the use of a chemical substance in-state
without having to apply to the U.S. EPA for a waiver. See ISUS.C. §
261 T((UBY. 8. 1009 revokes this authority by preempting state prohibitions or
restrictions on the use of a chemical substance, See 8.1009, §§ 15(a)(2), 15(b)(1) and
1S(BY).
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States Play a Vital Role as Co-Enforcers of Federal Standards

In numerous areas of environmental law, states and their political subdivisions play a
vital role in enforcing federal standards. For example, under the nation’s solid hazardous waste
law - the Resource Conservation and Recovery Act (RCRA) ~ once state programs are certified
by the federal government, states assurie primary resporisibility for enforcement. With respect
1o consumer product safoty, federal law provides states with the ability to enforce federal
regulations and orders. Under existing TSCA provisions, states are allowed 10 enact
requirements that are “identical to the requirement prescribed by the Administrator,” gaining the
ability to enforce that requirement without having to apply for a waiver.

«  §.1009 provides none of the above avenues for state enforcement. Rather, enforcement
of all new prohibitions or restrictions on chemical substances is wholly dependent on the
resources, priorities, and discretion of the US. EPA and the U.S. Department of Justice,

States Should Have a Reasonable Opportunity to Obtain a Waiver to Enforce a Higher Degree
of Protection Within Their Borders

Under the existing provisions of TSCA, where the Administrator has adopted a rule with
respect (o a cherical substance, states are allowed to apply for an exemption to provide a higher
degree of protection, so long as state requirements do not make it impossible to also comply with
federal law (i.e., create a conflict) or unduly burden interstate commercs, See, e.g., 15 US.C.
2617(b). !

«  5.1009 has no directly analogous provigsion. The bill allows states to apply for a walver
to enforee 8 prohibition or restriction, if the application is filed prior to the
Administrator's completion of a safety assessment/safety determination. But; depending
on the timing of the state’s application, the waiver either terminates automatically after
completion of the safety assessment/safety determination or terminates if it “conflicts”
with the Administrator’s safety assessment/safety determination (which itselfis not a
restriction or prohibition). See 8.1009, § 15(c)X5).

¢ Even then, 5.1009 sets up an unrealistic test if'a state secks to obtain a waiver to adopt
and enforce its requirements. Specifically, a state must certify that “the State has a
compelling local interest to protect human health or the environment.,” See 8, 1009, §§
FS(A(1 B and 1S(A) 2B, 1t is unclear what is meant by “local interests”™ or what
showing would be required. Tt is likely not possible to show unigue circumstances that
differentiate health risks by geography, since dangerous chemicals don’t act differently in
different locations. Risks from exposure to chemicals in the home, at the office or at
retail establishments do not vary frons one state to the next, Under this standard, it is
unclear whether a waiver could ever be granted,”
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Thank you for your consideration of our comments. Please feel free to contact me if you
have any questions or need further information,

Sincerely,
Ponon L gon (o)
BRIAN NELSON

Special Assistant Attorney General

For KAMALAD. HARRIS
Attorney General

e The Honorable Diane Feinstein
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November 13,2013

The Honorable John Shimkus The Honorable Paul Tonko

Chair, Subcommittee on Environment Ranking Member, Subcommittee on Environment
and the Economy and the Economy

Committee on Energy and Commerce Committee on Energy and Commerce

U.S. House of Representatives U.S. House of Representatives

2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Re: “S. 1009, Chemical Safety Improvement Act” Hearing
Dear Chairman Shimkus and Ranking Member Tonko,

Thank you for holding this important hearing on “S. 1009 -- the Chemical Safety Improvement
Act.” I very much appreciated the opportunity to testify at the Subcommittee’s June 13 hearing
entitled “Title I of the Toxic Substances Control Act: Understanding its History and Reviewing
its Impact,” and hope that the information | provided at that time was useful to the
Subcommittee’s work. That hearing provided an important opportunity to discuss the failings of
the Toxic Substances Control Act (TSCA), but it was not directly focused on the recently
introduce Senate bill, the Chemical Safety Improvement Act (CSIA). On behalf of the Breast
Cancer Fund, I would like to take this opportunity to express our deep concerns with the CSIA.

The Breast Cancer Fund is the only national organization focused solely on preventing breast
cancer. We do that by working to eliminate our exposures to toxic chemicals and radiation linked
to the disease. Reform of the outdated and ineffective Toxic Substances Control Act has long
been a priority of our organization. For the last four years, the Breast Cancer Fund has served on
the Steering Committee of Safer Chemicals, Healthy Families, a coalition of over 450
organizations working to reform TSCA, including health professionals, health affected groups,
environmental justice organizations, environmental groups and businesses.

The Chemical Safety Improvement Act Falls Short

The introduction of S. 1009, the Chemical Safety Improvement Act (CSIA), has changed the
conversation in Washington, DC. No longer are we talking about “if” we should reform the
broken chemicals management system set up by the 37-year-old Toxic Substances Control Act
(TSCA). Now we are engaged in a conversation about what that reform must fook like to be
meaningful and truly safeguard the American public, and particularly vulnerable populations,
from exposures to dangerous chemicals. The Breast Cancer Fund greatly appreciates this shift,
and is eager to work with policy makers and stakeholders of every perspective to make
meaningful reform a reality for our nation and our children.

1388 Suiter Street, Suite 400 ~ San Francisco, CA 94108-5400
TEL 415 346.8223 ~ FAX 415 346.2975 ~ WEB www.breastcancerfund.org ~ E-MAIL info@breastcancerfund.org
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Protecting public health and the environment should be the primary and overriding goal of TSCA
reform. Unfortunately, the CSIA falls short of that goal. As written, this legislation could set
back the few current protections in place, particularly at the state level, without ensuring that the
Environmental Protection Agency (EPA) has the necessary authority, tools and resources to
provide real federal protection. While the Breast Cancer Fund opposes the bill as it is currently
written, we stand ready to work with Congress and all stakeholders to address the bill’s
significant flaws and craft meaningful and effective chemical policy reform.

To be true reform and to accomplish the goal of protecting America’s families and workers, any
effective chemicals management system must include the following elements. Unfortunately the
CSIA as currently written fails to meet these basic requirements.

A safety standard that is health-protective, particularly of vulnerable populations.

The safety standard must explicitly protect vulnerable populations. Pregnant women, children,
workers, and communities around areas of high chemical exposures all need and deserve our
protection; and by protecting them, we will protect not only ourselves, but future generations as
well.

The CSIA does not explicitly require a consideration of the health impacts of chemical exposure
to our most vulnerable populations including pregnant mothers, children, workers or
disproportionately exposed communities. The legislation also maintains the current TSCA safety
standard that has failed to protect public health. This continued use of TSCA’s flawed
“unreasonable risk of harm to health or the environment” safety standard raises a number of
unsettling questions: Who decides if a chemical presents an “unreasonable risk?” And who bears
the burden of proof for meeting that standard — the EPA (and therefore the public) or industry?
One of the major failures of the current TSCA is that the burden falls on the EPA to prove
chemicals are not safe rather than on industry to demonstrate their chemicals are safe. Any
meaningful reform of TSCA must clearly shift the burden of proof to industry to demonstrate the
safety of the chemicals they manufacture and market.

Finally, we are not exposed to one chemical at a time, or even just one source of a particular
chemical. 1t is essential for the EPA to consider aggregate exposures when determining safe
exposure levels. The CSIA allows for such consideration but does not require it.

Use of the best science available. TSCA reform should ensure the use of the best available
science by incorporating recommendations from the National Academy of Sciences on reforming
the EPA’s risk assessment process. Legislation must also protect the integrity of scientific review
from undue industry influence and incorporate science from all sources, including government
agencies and academia.

For years, the chemical industry has been waging a well-funded campaign against government
and academic science that shows adverse health effects and increased health risks associated
with specific chemicals. The language in the CSIA reflects those chemical industry efforts to

1388 Sutter Street, Suite 400 ~ San Francisco, CA 94108-5400
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undermine and devalue government and independent science while protecting industry-funded
science. To ensure the highest quality and best available science, the CSIA should require
scientific procedures and guidelines developed in the bill follow the recommendations of the
National Academy of Sciences for 21st century toxicology.

Require data on all chemicals. The EPA should require chemical manufacturers to demonstrate
via scientific data that a particular chemical is safe. The absence of data should not default to
assuming the chemical is safe.

The CSIA sets up a two-tiered system for EPA review of the safety of industrial chemicals.
Chemicals designated as high priority must be scheduled for a safety assessment and safety
determination. Low priority chemicals are those that the EPA determines are “likely to meet the
safety standard,” and once so designated, they are set aside with no further action unless the EPA
is explicitly requested to reevaluate the low priority designation of a specific chemical. Under the
CSIA, there is no upfront requirement for manufacturers to develop or submit scientific data
showing a chemical is likely to meet the safety standard of not presenting an “unreasonable risk
of harm to health or the environment.” In fact, the burden falls to the EPA to find information
that is “reasonably available to the Administrator” including requiring the EPA to actively search
for publicly available data. The EPA can request or require more data, by consent agreement or
order, but this adds an addition level of administrative burden, a burden that should be required
of the industry that stands to benefit from the beginning. The bill should make clear that no
chemical will be designated as low priority without sufficient data to affirmatively show it is
safe.

Action on the worst chemicals. For some chemicals we already have enough scientific evidence
showing harm to be able to take action now to reduce unsafe exposures. TSCA reform must
allow the EPA to take fast action on the worst chemicals, including persistent, bioaccumuative
toxins (PBTs): toxic chemicals that break down extremely slowly in the environment, often over
the course of decades, and accumulate in the tissues of organisms, including humans.

Instead of allowing for fast action on the worst chemicals, the CSIA retains TSCA’s impossibly
high regulatory burden when the EPA identifies the need to ban or phase out a toxic chemical.
Since these actions would be reserved for the most dangerous chemicals, this provision would
have the exact opposite effect of what is needed ~ creating regulatory barriers that will slow
down needed restrictions, or even halt them altogether, rather than expediting action on the worst
chemicals.

Include sufficient deadlines and timetables. Enforceable deadlines are essential, particularly
given the history of the chemical industry’s ability under current TSCA process to delay
evaluation and regulation of chemicals for years and sometimes decades. The CSIA provides
virtually no deadlines or timelines for completing critical tasks such as safety assessments and
safety determinations. While there are a few deadlines for creating procedural guidelines,
language like “promptly,” “every effort to complete...in a timely manner,” “from time to time,”
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“expeditiously completing,” “reasonable extensions,” “reasonable period,” and “as soon as
possible” take the place of specified timetables and deadlines. In our criminal justice system
there is an expression that “justice delayed is justice denied.” In this case, chemical regulation
delayed allows for the continuation of dangerous exposures that threaten public health.

Protecting the public’s right to know about the health hazards of specific chemicals. Reform
should require that the public have access to information regarding the safety of chemicals,
including the identity of hazardous chemicals. State and local agencies also need chemical
identity and safety data to allow them to do their job of protecting citizens from hazardous
exposures.

The CSIA does not go far enough to ensure the public has adequate access to information on the
safety of the industrial chemicals that end up in their environment, workplaces, communities and
consumer products. The bill would allow the EPA to share confidential business information
(“CBI”) with state and local authorities and medical personnel with certain conditions, which is a
step forward. However, the process for sharing the information in most cases calls for a 15 to 30
day delay after alerting the submitter of the CBI claim before releasing the data; and provides the
opportunity for judicial review, allowing the submitter to sue to keep the information
confidential. These judicial reviews could prevent the sharing of the information or at the very
least cause significant delays.

Currently, the EPA has little authority and even fewer resources to challenge CBI designations,
so the vast majority of claims are simply aceepted without any serious review of their legitimacy.
Knowledge of the chemical identity, particularly of a hazardous substance, is critically important
for manufacturers to make safer choices for their products, for workers to protect themselves and
their families from unsafe exposures, for retailers crafting policies to protect their customers, for
scientists to conduct effective research and ultimately for consumers wanting to make informed
purchases to protect their families. Given the historic and ongoing abuse of CBI, it is particularly
troubling that the CSIA leaves all current CBI claims in place, grandfathering them in with no
requirement or incentive for the EPA to review or substantiate the need for that information to be
held as confidential.

Allow the states to continue to protect their citizens. Finally, TSCA reform must respect the right
of states to protect their residents if the federal government fails to do so or is slow to act. With
the EPA’s hands tied by the complete failure of TCSA, citizen demand has driven states from
around the country to step up to provide protection from harmful chemical exposures through
legislation on a variety of chemicals and uses. These laws not only protect citizens within the
state borders, but have also had a positive impact on manufacturing practices and products
throughout the country. States must continue to have that ability.

The CSIA does not adequately protect the right of states to safeguard their citizens from harmful
exposures when the federal government can’t or won’t take action. Instead, it could roll back the
current state protections in place and would stifle future state protections. State laws that are in
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place when the CSIA is enacted would be preempted once the EPA has completed a safety
determination of the particular chemical in question. However, completion of the safety
determination is not the same as having federal safety protections in place. The process and
timeframe between issuing a safety determination and issuing of a final rule to implement needed
restrictions can be a very long one, including the protracted process of rulemaking and the
possibility of lawsuits that could delay implementation indefinitely.

Under the CSIA, states would be barred from passing future laws once a chemical is designated
as low priority or designated as high priority and scheduled for a safety assessment and
determination. Given the lack of deadlines in the bill, once scheduled, a chemical could sit for
any number of years before action is taken, during which time the state’s hands are tied and the
public unprotected. Once a chemical is designated as low priority, which is designed to be
basically an educated guess by the EPA as to whether or not a chemical will meet the safety
standard, the states are also prohibited from taking any action on that chemical.

Chemical policy reform is a public health necessity and it is urgent and essential that we create a
chemicals management system that protects all of us, including the most vulnerable among us.
Congress has a moral imperative to pass legislation strengthening the way chemicals are
regulated to provide the public real protection from dangerous chemicals. For the reasons
outlined in this letter, the Breast Cancer Fund opposes the CSIA in its current form. We are
committed to working with the committees in both the House and the Senate to make the
changes necessary to create a bill to reform TSCA that is truly health protective.

Thank you again for holding this important hearing. We look forward to working with both the
House Subcommittee on Environment and the Economy, and the full Energy and Commerce
Committee, to craft and adopt a bill that reforms TSCA in a truly health-protective manner.

Sincerely,

e

Jeanne Rizzo, R.N.
President and CEO
Breast Cancer Fund
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Executive Director

The Honorable Batbara Boxer The Honotrable David Vitter

Chairman Ranking Member

Environment and Public Works Committee  Environment and Public Works Committee
United States Senate United States Senate

112 Hart Senate Office Building 516 Hart Senate Office Building
Washington D.C., 20510 Washington D.C., 20510

Re: S. 1009, “The Chemical Safety Improvement Act”
Dear Chairman Boxer and Senator Vitter:

On behalf of the National Conference of State Legislatures (NCSL), we applaud the decision by the
Environment and Public Works Committee to convene 2 heating aimed at understanding and
examining issues surrounding the history and impact of the Toxic Substances Control Act (TSCA).
While efforts such as these will serve as key components to update the statute to reflect advances in
science and technology to better evaluate and regulate chemicals, we write today to also express
serious concerns with curtent TSCA reform legislation, 8.1009, “The Chemical Safety Improvement
Act”

NCSL encourages Congress to reform and modetnize TSCA and appreciates the attempt of this
legislation to include elements outlined in NCSL’s Federal Chemical Policy Reform Policy Directive.
‘This includes ensuring chemical manufacturers bear the burden of proof of safety of their products
and be required to provide full information on the health hazards associated with their chemicals as
well as ensuring research into chemicals and chemical processes designed to reduce o eliminate
negative environmental impacts of chemicals.

However, NCSL cannot support any teform of TSCA that preempts state regulations in this area.
Section 15 of the bill entitled “Preemption” is a broad state preemption provision that adversely
impacts states’ abilities to protect their citizens. First, Section 15 prohibits states from enacting
stricter or stronger chemical safety regulations than those provided for in the bill. Section 15 also
greatly hinders states’ abilities to protect their citizens by prohibiting states from continued testing
and development of standards for chemical substances. This approach appeats to contradict public
safety and is an inappropriate exercise of federal authority in an area where states have acted

appropriately.

Denver Washington
7700 East First Place 444 North Capitol Street, N.W. Suite 515 Website www.neslorg
Denver, Calorade 80230 Washington, D.C. 20001 Email infol@nesl org

Phane 303.364.7700 Fax 303.364.7800 Phone 202,624.5400 Fax 202.737.1069
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In the absence of federal action to address issues related to TSCA implementation, many state
legislatures have enacted legislation to regulate individual chemicals. States have also begun to
develop comprehensive state chemical policies that aim to establish broad and permanent
frameworks to systematically priotitize chemicals of concern, close data gaps on those chemicals and
resttict their uses in those states. We would encourage the federal government to engage in
meaningful consultation with state legislatures before attempting to preempt such laws.

For neatly all federal environmental statutes, there are provisions to extend the reach of the federal
government by delegation of program authority and/or provision of federal grants to suppott state
implementation of environmental requirements in lieu of or in addition to the federal requirements.
Any reform of TSCA should both preserve state rights to manage chemicals and provide resources
for state level implementation, as NCSL supports the preservation of state authority to enforce
chemical security standards that are more stringent than those established by the federal
government. As such, NCSL has serious concerns with S. 1009 as it is currently structured.

NCSL welcomes the opportunity to work with the Committee as it moves forward on this
legislation to ensure that state authotity is maintained. Please contact NCSL staff, Melanie Condon

(\{dame condon{(an§l org) on environmental issues and Susan Parnas Frederick
susan. fre Lor

on issues related to preemption of state authority.

TN, Ao 5

Representative John McCoy, Washington
Co-Chair, NCSL Natural Resources and
Infrastructure Committee

ke

Representative Jim Gooch Jr., Kentucky
Co-Chair, NCSL Natural Resources and
Infrastructure Committee

Senator Ross Tolleson, Geotgia
Co-Chair, NCSL Natural Resources and
Infrastructure Comtnittee

Senator John C. Watkins, Virginia
Co-Chair, NCSL Natural Resources and
Infrastructute Committee
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Assemblymember William C. Horne Representative Eric Watson, Tennessee,
Nevada, Co-Chair NCSL Law and Criminal ~C0-Chair NCSL Law and Criminal Justice
Justice Committee Committee

Attached: NCSL Federal Chemical Policy Reform Policy Directive
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Federal Chemical Policy Reform Policy Directive
NCSL Natural Resources and Infrastructure Standing Committee

The Toxic Substances Control Act (TSCA) of 1976 provides the US EPA with authority to
require reporting, record-keeping and safety testing of chemical substances and/or mixtures.
TSCA also gives EPA the power to restrict the use of chemicals. Certain substances are
generally excluded from TSCA, including food, drugs, cosmetics and pesticides.

Since its enactment, increasing evidence linking toxic chemicals to adverse human health
effects has eroded the public’s confidence in the safety of consumer products containing toxic
chemicals, prompting many state legislatures to act. In the absence of Federal action, states
have passed legislation to regulate individual chemicals. States have also begun to develop
comprehensive state chemical policies that aim to establish broad and permanent
frameworks to systematically prioritize chemicals of concern, close data gaps on those
chemicals and restrict their uses in those states. Appropriate modifications to federal law will
help enhance public confidence and the efforts of the state governments.

Current federal chemical policy has not kept up with modern science. The science of testing
chemicals and understanding their health or environmental effects has improved considerably
since TSCA was enacted. NCSL believes TSCA should be updated to reflect the advances in
science and technology to better evaluate and regulate chemicals.
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TSCA's failures have caused the United States fo fall behind our trading parttners in the
quality of our public health and environmental standards, and these failures now threaten the
competitiveness of our manufactured products in a world market that increasingly demands

safer chemicals and products.

Modernizing TSCA can help assure that we protect the nation’s interest in a strong American
business of chemistry — and assure that the United States produces products that save lives,
protect our children, make our economy more energy efficient, and reduce greenhouse gas

emissions.

Toxic Substances Control Act (TSCA) Reform

NCSL encourages Congress to reform and modernize The Toxic Substances Control Act
(TSCA) of 1976. At a minimum, NCSL believes proposed TSCA reform legislation should
embody these policy elements:

Act on the Harmful Chemicals First and Promote Safer Alternatives

Persistent, bioaccumulative and toxic chemicais (PBTs) are uniquely dangerous and should
be phased out of commerce except for critical uses that lack viable alternatives. Exposure to
other toxic chemicals, like formaldehyde, that have already been extensively studied should
be reduced to the maximum extent feasible. Research into chemicals and chemical
processes designed to reduce or eliminate negative environmental impacts of chemicals
should be expanded, and safer chemicals favored over those with known health hazards.

Ensure Broad Access to Mandatory Safety Data on All Chemicals

Chemical manufacturers should bear the burden of proof of safety of their products, and
should be required to provide full information on the health hazards associated with their
chemicals, how they are used, and the ways that the public or workers could be exposed.
The public, workers, and businesses should have full access to such information.

Protect All People, and Vuinerable Groups, Using the Best Science
All chemicals should be assessed against a health standard that protects all people and the

environment, especially the most vulnerable subpopulations, including children, low-income

£
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people, racial and ethnic minorities, workers, and pregnant women. EPA should adopt the
recommendations of the National Academy of Sciences for reforming risk assessment.
Biomonitoring by the Centers for Disease Control and Prevention shouid be significantly
expanded and used by EPA to assess the effects of pollution on people.

States Rights

State governments play a critical role in énvironmental regulation. For nearly all federal
environmental statutes, there are provisions to extend the reach of the federal government by
delegation of program authority and/or provision of federal grants to support state
implementation of environmental requirements in lieu of or in addition to the federal
requirements. Any reform of TSCA should preserve state rights to manage chemicals, and

resources should be provided for state level implementation.

Toxics Release Inventory Reform

NCSL urges the EPA to continue to provide appropriate contextual materials to affected
communities to accompany Toxics Release Inventory (TRI) reports to assure particularly that
emergency response agencies will understand and be able to respond safely to chemical
releases to protect the people who live in the vicinity of facilities required to file TRI reports.

The EPA and the reporting industries should continue working to ensure that the reported TRI
data are communicated to the public in an understandable manner that includes a description
of the risk of release specific chemicals posed to the public and emergency response teams,
how these materials are managed to control release, and an assessment of the risk to public
heaith and welfare in the event of regulated or accidental releases.

[y
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November 12, 2013

The Honorable Fred Upton

Chairman

Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington DC 20515

The Honorable Henry A, Waxman
Ranking Member

Committee on Energy and Commerce
2322A Rayburn House Office Building
Washington DC 205135

Dear Chairman Upton and Ranking Member Waxman:

We the undersigned scientists and researchers thank you for your interest in reforming the Toxic
Substances Control Act to achieve its original purposes. We are pleased to submit this letter for
the record for the Environment and the Economy Subcomumitiee’s hearing, *S. 1009, The
Chemical Safety Improvement Act.” The Toxic Substances Control Act, passed in 1976 with
bipartisan support, was intended to create a system to protect the public from the effects of
harmful chemicals. It is widely scknowledged to have failed and to require an overhaul. We are
concerned that the current bill to reform TSCA (5. 1009} does not adequately address the most
important deficiencies in U.S. chemical regulation.

Since World War 1, chemical production and use inthe ULS. has increased dramatically, There
are currently more than 80,000 chemical substances registered for use in ULS. commerce; several
thousand of them are manufactured or imported i excess of | million pounds each every year,

We have good reasons to be concerned sbout widespread human exposure to chemicals in use.
Scientists have developed the ability to detect trace chemicals in the human body and have
shown that many Americans are exposed daily to dozens of chemicals linked to potentially
harmful health effects. The federal Centers for {}meass: Control and Prevention sponsors the
National Health and Nutrition Examination Survey.' It is a nationwide representative study of the
population that measures chemicals in blood and urine and consistently finds hundreds of
chemicals in Americans, particularly in pregnant women and children.”

Dozens of pollutants are now known 1o cross the human placenta from mother to child during
pregnancy, some at concentrations known to adversely affect neurological and reproductive
systems. It is abo clear that subtle damages to individual children can result inmajor
conseguences at the population fevel. Ope study has estimated that three common poliotants

! Centers for Disease Control. 3013, Repoet on Humman Exwmw Environmental Chesicals. Nationsl Health and
Nutrition Examination Servey, hapiwwseodegoviey

¥ Woodraff' TJ. 2011, Eﬂwmmﬂ%mca}xmmw\mmmmﬁwﬁmm NHANES 200308,
Environmentad Health Perspectives, 1T96): 878.85
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alone — mercury, lead and organophosphate pesticides ~ result in 2 total decrease of 40 million
10 points smong American children ages 0 10 5 years as & group,” Laboratory and observational
studies suggest that scores of other widely used chemicals may also cause toxic effects, but in
many cases the extent of the risks to children has not been adequately determined,

Many of the chemicals detected in people’s bodies are released from industrial sites into air and
water and ultimately reach the food supply. Thousands more are intentionally added to consumer
products. While regulatory programs for air and water have made improvements, TSCA has
failed to protect Americans from chemivals. Modeling suggests that chemicals used in houschold
tmm«pmdmmmamd:mnmmmkfmmgewﬁw&mnm
chemicals with only industrial uses.*

Many chemicals have not been adequately stodied for their effects on human health, primarily
because TSCA does not require manuflcturers 1o ensure the safety of the chemicals they produce.
The US. Environmental Protection Agency (EPA) has insufficient suthority 1o require health

and safety data, and insufficient resources to conduct the testing itself.

EPA leadership recently declared that “absent statutory fchmgcs. the Agtmy will not be able 1o
successfully meet the goal of ensuring chemical safety now or in the future.™ As scientists and
public health researchers, we urge you to create a modern and robust system that will allow EPA
1o fully assess chemical hazards and protect public health. A reformed TSCA should also be
harmonized with chemical regulations in Europe, Japan, Canada, and Australia; the U.S. does not
need to reinvent the wheel.

Specifically, we urge you to address the following principles in any effort to update the Toxic
Substances Control Act:

*  Chemicals cannot be considersd “innocent until proven guilty™

Currently under TSCA EPA lacks health and safety dats for many widely used chemicals, which
poses & catch-22 becanse the sgency must have information to suggest a chemical poses health
risk or probability of widespread exposure in order to compel manufacturers to test their
chermicals for safety. In this way the system considers chemicals to be “innocent until proven
guilty” ® This flawed approach has meant that highly toxic chemicals are fegally produced in
large quantities unless data can be penerated to demonstrate that they pose health risks.
Manufscturers must take responsibility for ensuring the safety of the chemicals they produce,
and should be required to produce health and safety data. Furthermore EPA must have the
authority to mandate health and safiety data for new chemicals, or a trigger for additional data o

3 Relfinger DC, 3011 A Sarategy for Comparing the Contributions of Environmental Chemicals and Onber Risk
me to Newrodevelopmont of Childeen, Envirormental Health Perspeotives 1200080007,

memgh JF, o1 ol 3013, High Theoughpot Medels o Exposure-Based Chemival Priveitization s the Expotlast
vatx;! Environmental Scienve and Technologe. 37847988,

¥ GAD, 2013, Toxic Substances: EPA has incressed efforts to assess and comtrol chiomicals but could strengthen its
spproach, LUS Government Accountabiliny Offce. GAD-13349,
*Lohmana R, ot sk 2013, Science Should Guide TSCA Reform. Environmental Science and Tochnology.
AN 16189956,
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be produced and a second safety review completed once the chemical reaches widespread
production.

*  Congress must suthorize EPA to restrict chemicals that threaten human besith

EPA is currently only authorized to address the “unreasonable risks™ that chemicals pose to
hamsan health or the environment. When a chemical fails even this weak safety standard, the
agency faces unreasonably burdensome requirements when it attempls to restrict the chemical's
use, Efforts to improve TSCA must provide a greater degree of public health protection, as is
fegally mandated in the laws governing food packaging, where a chemical must be “safe for the
intended use”. Furthermore, EPA must be directed 1o explicitly evaluate and protect the groups
most vulnerable to chemical contaminants. Many polhutants are most harmiil to the developing
fetus, young children or people suffering from chronic diseases. Exposures to chemicals are not
evenly distributed across the popuim‘ b{xi differ based on employment, community of
sesidence, race and socioeconomic status.” As a result, certain sub-groups of Americans besra
disproportionate burden of chemical exposure.®® The proposed TSCA reform bill (S. 1009) will
not equip EPA with the information nor the authorities to fully control hazardous chemicals, nor
ensure protection is equitable.

*  Secreey claims should be accepted only if substantinted and not be permanent

EPA’s Inspector General has found that EPA"s practices of shielding confidential business
information are “predisposed to protect industry information rather than to provide ;mi)hx: AaCCESS
to health and safety studies.” " Recent reviews by the agency have revealed that companies
overuse provisions designed to protest trade secrets,'” EPA should have the power (o require
periodic re-substantiation of secrecy claims, with the goal of providing the maximum amount of
information to scientists and researchers who study chemical behavior, toxicity snd human
exposure. All secrecy provisions should sunset after a fow years. Afler this time, information
should be publicly available, including site-specific production data.

As part of the reform of chemicals policy, open data sharing should be considered an integral
goal. Many businesses, particularly secondary users of chemicals and retailers, are seeking more
sustainable products and using more sustainable practices. These steps are stymied when dat
about chemicals and other materials are not available. Open disclosure of health and safety data,
or the lack of health and safety data, will support these efforts and help businesses, a8 well as
consumers and labor, to take direct steps to reduce their own exposure to hazards and risks. The

T Tyercl 1, et al. 2013, Assocations between soci ic status and envi gl taxicunt fores
wbults By the USA: NHANESR 20002010, Eavieon be ZHIOCRI28338.
# sforefio-Frosch RM, et gl 2013, Und ing the Camualative hopacts of Tnegualities in B ¥ Hiealith:

implnmm for Policy. Health Affirs 32(8): $79-887,

¥ Landrigan PJ, ot al. 2010, Environmental Justice and the Hewlth of Chitdren. Mount Sinal Journal of Medicing,
THINITR-AY.
P EPA OIG. 2010, EPA Needs a Coondinated Plan iy Oversee ts Toxie Substances Control Act Responsibitities
LLS. EPA Office of Taspector General by g&»fm&mm&mmmnmmw
HEPA. 2043, Declassifying Confidential Aceess fo Chemical Infaomation. 1S, EPA
Tapsfewew epa sovioptexistingchemical ;nm’mmm%%&m@
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reform effort should include provisions for data disclosure for all chemicals in ways that are
usable by outside audiences. The approach should also include use and development of metrics
that allow for comparison of different chemicals with regard to attributes of health and safety.

*  EPA must comply with modern scientific principles in its assessments of chemical
risks.

EPA risk assessments should be required to conform o the recommendations of the National
Academy of Sciences (NAS)."” The NAS has urged EPA to better assess the scientific weight of
evidence on chemical toxicity, and characterize data gaps and uncertainty around its decisions.
EPA must assess human variability in both exposure to chemicals and mssmvﬁy o toxic effects.
This should explicitly include the aggregate effects of chemieal mixtures.” Furthermore NAS
has called for a unified approach to considering cancer and non-cancer hazards. This would
mean that EPA should assume that Jow levels of exposure to chemicals are associated with some
tevel of risk unless sufficient data is available to contradict this assumption.” Previous bills to
reform TSCA have called for EPA 1o comply with the recomumendations of the NAS, but that
tanguage has been stripped from the current bill,

*  EPA must move quickly fo screen sew and existing chemienls

EPA’s previous efforts to evaluate the hazards posed by high production volume chemicals,
potential endocrine disruptors, or, most recently, 1o assess risks of 83 high priority chemicals,
have been subject to numerous delays. Without clear authority, statutory deadlines and funding,
EPA scientists will be m&mcﬂicmﬁymmmﬁ&ﬁmmﬂsafmdmi
chemicals produced in high volumes. For example, the 1.8, Government Accountability Office
{GAQ) found that at the current pace it could take EPA at least 10 vears to assess just 83
chensicals of high concern, not to mention hundreds of other widely used and poorly studied
chemicals ™ Any new legislation that charges EPA with conducting chemical safety evaluations
must also equip the agency with financial and personnel resources to perform the task adequately
and in & timely manner. It must also include clear deadlines for chemical prioritization and
assessment,

+  Scicntists are willing 1o help

As scientists, researchers and public health professionals, we have dedicated our professional
fives to better understanding chemicals” effects on human health and the environment. On the
basis of this research we conclude that TSCA must be reformed to provide EPA with the
anthority it needs to {ill data gaps and to restrict chemicals that pose clear risks to people and the
environment. The scientific community has valuable expertise and must be at the table as TSCA

¥ National Academy of Sci 2009, Science and Decisions: Advancing Risk Asscsement !

Council of Y Nationdd Academies.

] ahmars R, ot al. 2013, Science Should Guide TSCA Reform. Environmental Science and Technology, 47(18%:
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¥ Woodrafi T4, vt al. 201 1. The Need For Betier Public Health Decisions On Chemicsls Released Tnto Our
Environment. Health Affadrs. 30(51:957-967.

* GAD. 2013, Toxic Substances: EPA bas incrensed efforts 1o sssess and control chemicals but could strengthen its
b LLS. G A bility Office. GAO-13-249,
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is rewritten, With scientific input, we can learn from past mistakes and benefit from decades of
research on chemicals' environmental fates and effects. Only then will we collectively be able to
protect public health from these chemical hazards.

Sincerely,

Rainer Lohmann, PRI,
Graduate School of Geeanography
University of Rhode Island

Heather M. Stapleton, Ph.D.
Nicholas School of the Environment
Duke University

Joel Baker, Ph.D.
Port of Tacoma Chair in Environmental Science & Cemter for Urban Waters
University of Washington

David C. Bellinger, Ph.D)., M.Sc.
Harvard Medical School & Harvard School of Public Health
Boston Children's Hospital

Terrence 1. Collins, Ph.D., Hon FRENZ
Teresa Heinz Professor of Green Chemistry & Institute for Green Scienece
Camegic Mellon University

Devra Davis, PhD.

Environmental Health Trust &

Visiting Scholar Goldman School of Public Policy
University of California, Berkeley

Peter L. de Fur, PRD.
Center for Environmental Studies,
Virginia Commonwealth University

Philippe Grandjean, MDD, DM Se,
Harvard School of Public Health

Russ Hauser MLD., Sc. D, MPH,
Harvard School of Public Health
Harvard Medical School

Romald Hites, Ph.D,
School of Public and Environmental Affaies
Indiana University
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Keri C. Hornbuckle, Ph.D.
College of Engineering

University of lows

Amy D. Kyle, PhD, MPH.
University of California, Berkeley

Rache! Morello-Frosch, Ph.D., M.P.H.

Department of Environmental Science, Policy and Management &
School of Public Health

University of California, Berkeley

Alastair lles, Ph.D,
Department of Environmental Science, Policy and Management
University of California, Berkeley

Bruce Lanphear, Ph.D,
British Colurnbia Children's Hospital & Simon Frasier University

Chensheng (Ales) L, PhD.
Department of Environmental Health
Harvard School of Public Health

Peter Orris, MDD, MLPHL
School of Public Health, Occupational and Environmental Medicine
University of lilinois at Chicago

Heather B. Patisaul, Ph.D.
North Carolina State University

Frederica P. Perera, Ph D, DrP H
Mailman School of Public Health
Columbia University

Gail S, Prins, Ph.D,

University of Hlinois at Chicago

Deborah Rice, Ph.D.
Toxicology Consultant
Woolwich, Maine

Ruthann Rudel, PhD.
Silent Spring Institute



167

Amold 1. Schecter, MD, MPH
School of Public Health
University of Texas, Dallas

Jerald L. Schroor, Ph.D,
College of Engincering & College of Public Health
University of lowa

Megan Schwarzman, M.D O MPH.
School of Pablic Health
University of California Berkeley

Henrik Selin, Ph.D.
Department of International Relations
Boston University

Noelle Eckley Selin, PRD.
Engineering Systems Division & Department of Earth, Atmospheric and Planctary Sciences
Massachusetts Institute of Technology

Howard M. Snyder 1L M.D.
Division of Pediatric Urology
Children's Hospital of Philadelphia

Deborah L. Swackhamer, PhD.
Hubert H. Humphrey School of Public Affairs & School of Peblic Health
University of Minnesota

Shanna H. Swan, PhD.
Department of Preventive Medicine
feahn School of Medicine at Mount Sinai

Robert L. Tanguay, PhD.
Department of Environmental and Molecular Toxicology
Oregon State University

Bernard Weiss, Ph.D.
School of Medicine and Dentistry
University of Rochester

Michael Wilsor, Ph.D., MPH.
School of Public Health
University of California Berkeley
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Tracey J. Woodralf, Ph.D., M.P.H.
Program on Reproductive Health and the Environment

University of Califormia, San Francisco

R. Thomas Zoeller, Ph.D.
College of Natural Sciences
University of Massachusetts Amherst
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June 12, 2013

The Honorable John Shimkus The Honorable Paul Tonko

Chairman Ranking Member

House Energy & Commerce Committee House Energy & Commerce Committee
Subcommittee on Environment & Economy Subcommittee on Environment & Economy
2125 Rayburn House Office Building 2125 Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Shimkus and Ranking Member Tonko:

The undersigned are thirty-four law professors, legal scholars, and public interest lawyers from
across the country who have years of collective experience in the fields of administrative, public
health, and environmental law, with a particular focus on state and federal toxics policy. In view
of tomorrow’s hearing, we write to express serious reservations with the “Chemical Safety
Improvement Act,” which was introduced by Sen. David Vitter and the late Sen. Frank
Lautenberg on May 22, 2013, in an effort to reform the Toxic Substances Control Act.
Supporters have heralded the bill as a “historic step” toward fixing our broken framework for
regulating chemicals on the market. However, for reasons explained herein, we cannot support
the bill as written, which must be strengthened to overhaul current law and ensure that chemicals
are safe for people, particularly vulnerable populations such as children.

In our expert opinion, the bill:

« Essentially preserves the same inadequate safety standard used in current law, which has
been read by at least one court to require the U.S. Environmental Protection Agency (EPA)
to engage in an onerous balancing of costs and benefits to justify restrictions on toxic
chemicals;

* Retaing the same obstructive standard of judicial review that appears in current law, which
requires judges to demand substantial evidence from EPA to justify any safety determination
or restriction of a chemical that poses risks to public health and the environment;

» Contains sweeping preemption language that would prevent states from enforcing existing,
and adopting new, laws designed to supplement federal law in protecting people and the
environment from exposures to harmful substances; and

» Takes the extraordinary step of making any safety determination by EPA dispositive on the
question of whether a chemical is safe in federal and state courts. This would effectively bar
judges and juries from taking into account other relevant evidence regarding the safety of a
chemical, particularly new evidence developed after the determination is made.

Here are our four major concerns presented in detail:

Safety Standard. The bill defines “safety standard™ as one that “ensures that no unreasonable
risk of harm to human health or the environment will result from exposure to a chemical
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substance.” Chemical Safety Improvement Act, S. 1009, 113th Cong. § 3(16) (emphasis added).
This definition fundamentally reproduces the same safety standard found in current law. See
Toxic Substances Control Act § 6(a), 15 U.S.C. § 2605(a). Unlike strictly health-based standards
(e.g., “reasonable certainty of no harm”), laws that use “unreasonable risk” language have been
interpreted to require EPA to complete a complex balancing of costs and benefits before the
agency can impose a restriction on a chemical to address safety concerns. £.g., John S,
Applegate, Synthesizing TSCA and REACH: Practical Principles for Chemical Regulation
Reform, 35 Ecology L.Q. 721 (2008); see also Noah M. Sachs, Jumping the Pond: Transnational
Law and the Future of Chemical Regulation, 62 Vand. L. Rev. 1817 (2009). Therefore, even
without language in the safety standard directing EPA to restrict a chemical using the “least
burdensome requirements,” Toxic Substances Control Act § 6(a), 15 U.S.C. § 2605(a), by
retaining the “unreasonable risk” language, the Chemical Safety Improvement Act might be read
to place a heavy burden on EPA to impose even modest restrictions on a chemical. As a result,
we believe that the same outcome in Corrosion Proof Fittings v. EPA, 947 F.2d 1201 (5th Cir.
1991) (striking down EPA asbestos ban and phaseout rule) could be possible under the safety
standard proposed in this bill, particularly with the heightened judicial review discussed in the
next paragraph.

Judicial Review. Courts typically use a reasoned decisionmaking standard to review agency
actions, meaning they will not strike down a regulation unless an agency has acted in an arbitrary
or capricious manner. E.g., Allied Local & Regional Reg’l Mfrs. Caucus v. EP4, 215 F.3d 61, 77
(D.C. Cir. 2000) (EPA consideration of factors listed in statute “adequate to constitute reasoned
decisionmaking™); see also Administrative Procedure Act, 5 U.S.C. § 706. In contrast, the
Chemical Safety Improvement Act, like the Toxic Substances Control Act, would require courts
to apply a heightened standard of judicial review when evaluating rules made pursuant to the bill.
Specifically, courts would have to set aside rules requiring the development of more test data,
safety determinations, and restrictions on chemicals unlikely to meet the safety standard if, in
their opinion, EPA has not supported them with “substantial evidence.” Chemical Safety
Improvement Act, S. 1009, 113th Cong. § 16(2). In practice, this standard can be read to
“impose[ ] a considerable burden” on EPA to develop a record that can withstand a hard look
from courts, particularly when all of the other procedural hurdles in the bill are factored in.
Corrosion Proof Fittings v. EPA4, 947 F.2d 1201, 1214 (5th Cir. 1991), quoting Mobile Oil Co. v.
Fed. Power Comm’n, 483 F.2d 1238, 1258 (D.C. Cir. 1973).

Preemption. The Chemical Safety Improvement Act would appear to largely preempt state
regulations designed to protect public health and the environment from exposure to harmful
chemicals. It would preempt existing and futurc state regulations that: require the development of
test data or information on chemicals for which companies have to submit similar information to
EPA; restrict the manufacture, processing, distribution, or use of a chemical after EPA has issued
a safety determination for that chemical; or require notification for the use of a chemical
substance if EPA has determined that it is a significant new use that must be reported to the
agency. Chemical Safety Improvement Act, S. 1009, 113th Cong. § 15(a). The bill also would
prohibit states from creating new restrictions on the manufacture, processing, distribution, or use
of a chemical that EPA has classified as high- or low-priority. Id. § 15(b). This preemption
provision is sweeping in nature and raises serious questions as to whether states could even enact
or continue to enforce laws that simply require companies to disclose information about
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chemicals to consumers or require that products carry warning labels. Numerous states have
passed laws in recent years in the absence of federal regulatory action to protect the public from
toxic chemicals. E.g., Safer Chemicals Healthy Families, Healthy States: Protecting Families
from Toxic Chemicals While Congress Lags Behind (2010), http://www saferstates.com/attach
ments/HealthyStates.pdf. If this bill were to become law, it would perpetuate many of the Toxic
Substances Control Act’s shortcomings while preventing states from protecting public health and
the environment in the absence of a robust federal law — or in the case of a strong federal
regulatory framework, from complementing EPA’s efforts to achieve this important goal.

Private Remedies. The bill takes the extraordinary step of making a safety determination by
EPA admissible in any federal or state court and dispositive as to whether a chemical substance
is safe. Chemical Safety Improvement Act, S. 1009, 113th Cong. § 15(e). As a resuit, the bill’s
section on private remedies could significantly encroach on the right of judges and juries to
evaluate and weigh relevant evidence regarding the potential injuries caused by toxic chemicals.
In turn, this could have the effect of granting chemical companies immunity from legal actions
by private parties once EPA has issued a positive safety standard determination, even when
subsequent evidence calls into question the agency’s reasoning.

In view of these issues, and others identified by public health and environmental groups, we
believe the Chemical Safety Improvement Act preserves some of the most problematic features
of the Toxic Substances Control Act, while making it harder for state and private actors to ensure
the safety of chemicals in the absence of a strong federal backstop for regulating these
substances. As a result, the bill, as currently drafted, takes a step backward in the protection of
public health. We respectfully ask that the bill be made stronger to achieve meaningful reform of
current toxics law and are available to provide substantive recommendations as needed.

Thank you for the opportunity to offer comments on reforming federal regulation of toxic
chemicals. We ask that you submit this letter for the record.

Sincerely,

Note: Institutions listed for identification purposes only. The signators do not purport to
represent the views of their institutions.

John S. Applegate
Walter W. Foskett Professor of Law
Indiana University Maurer School of Law

Nicholas A. Ashford, Ph.D,, J.D.
Professor of Technology and Policy and Director, MIT Technology & Law Program
Massachusetts Institute of Technology

Hope Babcock
Professor of Law and Co-Director, Institute for Public Representation
Georgetown University Law Center
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William W. Buzbee

Professor of Law

Emory Law School

Visiting Professor of Law

Georgetown University Law Center (Fall 2012)

Charles C. Caldart

Lecturer in Environmental Law and Policy
Massachusetts Institute of Technology
Director of Litigation

National Environmental Law Center

Alejandro E. Camacho
Professor of Law and Director, Center for Land, Environment, & Natural Resources
University of California, Irvine

Cinnamon P. Carlarne
Associate Professor of Law
Ohio State University Michael E. Moritz College of Law

David W, Case
Associate Professor of Law
University of Mississippi School of Law

Thomas Cluderay

General Counsel

Environmental Working Group
Adjunct Professor of Law
Georgetown University Law Center

Carl F. Cranor
Distinguished Professor of Philosophy and Faculty Member, Environmental Toxicology
University of California

David M. Driesen
University Professor
Syracuse University College of Law

Stephen Dycus
Professor of Law
Vermont Law School

Angelique Townsend EagleWoman (Wambdi A. WasteWin)
Associate Professor of Law and James E. Rogers Fellow in American Indian Law
University of Idaho College of Law
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Adam M. Finkel, Sc.D.

Senior Fellow and Executive Director

Penn Program on Regulation

University of Pennsylvania Law School

Professor of Environmental and Occupational Health

University of Medicine and Dentistry of New Jersey School of Public Health

Victor Flatt

Tom and Elizabeth Taft Distinguished Professor of Law and

Director, Center for Law, Environment, Adaptation, & Resources (CLEAR)
University of North Carolina School of Law

Distinguished Scholar of Carbon Markets

Global Energy Management Institute

University of Houston

Steve C. Gold

Associate Professor of Law

Rutgers University School of Law - Newark
Rutgers, The State University of New Jersey

Carmen G. Gonzalez
Professor of Law
Seattle University School of Law

Lisa Heinzerling
Professor of Law
Georgetown University Law Center

Oliver Houck
Professor of Law
Tulane University School of Law

Howard A. Latin

Distinguished Professor of Law and Justice John J. Francis Scholar
Rutgers University School of Law

Rutgers, The State University of New Jersey

Albert Lin
Professor of Law
UC Davis School of Law

Mary L. Lyndon
Professor of Law
St. John’s University School of Law
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Thomas O. McGarity
Joe R. and Teresa Lozano Long Endowed Chair in Administrative Law
University of Texas School of Law

Joel A, Mintz
Professor of Law
Nova Southeastern University Law Center

Joseph A. Page
Professor of Law
Georgetown University Law Center

Rick Reibstein

Adjunct Professor

Boston University
Faculty

Harvard Extension School

John Rumpler
Senior Attorney
Environment America

Noah Sachs
Professor of Law
University of Richmond School of Law

Sidney A. Shapire
University Chair in Law
Wake Forest University

Amy Sinden
Professor of Law
Temple University Beasley School of Law

William Snape
Fellow and Practitioner in Residence
American University Washington College of Law

Rena Steinzor
Professor of Law
University of Maryland School of Law

Robert R.M. Verchick
Gauthier-St. Martin Chair in Environmental Law
Loyola University New Orleans
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Wendy Wagner
Joe A. Worsham Centennial Professor
University of Texas School of Law

cc: The Honorable Fred Upton, Chairman, House Energy & Commerce Committee
The Honorable Henry Waxman, Ranking Member, House Energy & Commerce Committee
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Principles for Meaningful TSCA Reform

Toxic Substances Control Act (“TSCA”) reform is needed to keep families safe from harmful
chemicals that are in everything from children’s toys and drinking water to consumer products
that cause harm to children and pregnant women; however, certain provisions in S. 1009, “The
Chemical Safety Improvement Act,” wipe out good state laws and take away the right to sue
companies that poison us. A plain reading of the relevant sections make this clear, as do the
bill’s findings where it states: “...for purposes of promoting uniform protections through
regulation of chemical substances in commerce, to minimize undue burdens on commerce, and to
minimize burdens on States, specified actions by the Administrator should preempt requirements
by states and political subdivisions of states that relate to the effects of or exposure to a chemical
substance...”. (See S.1009, pg. 4, lines 1-9.) Courts generally hold that the term “requirements”
encompasses both state statutory law and state common law, which is law defined by state courts
and juries. The preemption provisions of S,1009 are made that much worse by the bill’s
inadequate safety standard and provisions for judicial review.

AAJ cannot support the bill as currently drafted until several provisions critical to ensuring
public health and safety are appropriately addressed. These provisions include:

Preemption
* The bill contains sweeping preemption language that would supplant common law remedies

and prevent states from enforcing existing or adopting new laws designed to supplement
federal law to protect people and the environment from exposures to harmful substances.

e There are practical limits to how effective federal regulation alone can be in protecting the
public. Just because a chemical is deemed “safe” by a federal regulator should not mean that
the manufacturer’s duty to protect the public ends. If it turns out that a manufacturer learns
additional information about the safety of its product, or the manufacturer hid information
from the public and injuries occur as a result, individuals should have the right to hold that
manufacturer accountable. In addition, state law is critical to shedding light on new
information. The limits on federal resources, rapidly changing technologies and the ever-
expanding proliferation and use of chemicals, can prevent sufficient testing or regulation at
the federal level.

Private Remedies

e The bill takes the unprecedented step of making EPA safety determinations admissible and
determinative in both state and federal courts on the question of whether a chemical is safe.
This would override all state law regarding evidence and procedure and bar judges and juries
from taking into account relevant evidence regarding the safety of a chemical, particularly
new evidence or science developed after an EPA determination is made.

s Forcing state courts to make admissible a singular determination of safety is problematic in
and of itself because science is always changing and technology updating, but this is
especially true if the basis of that determination is flawed because it fails to consider all
relevant scientific sources. As explained below, this compounds the negative impact of
making an EPA safety determination the final word on a chemical’s dangers. The private
remedies provision of the bill essentially forces courts to perpetuate outdated or inaccurate
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determinations made by the EPA, even when they have been solidly refuted by the scientific
community, until the EPA takes additional action.

Considering the above, it is imperative that this Act does not foreclose the right of any party
in litigation to introduce countervailing evidence even where an EPA determination exists.
The Act should make clear that the EPA’s science determination is intended to be an
evaluation to comply solely with TSCA and is not intended to define what is considered a
reasonable basis for analyzing data for other purposes including determining what evidence
may be considered by a jury.

The Safety Standard

*

Although the prior ‘least-burdensome’ language from existing TSCA has been removed, the
bill preserves the same inadequate safety standard used in current law, which has been
interpreted by courts to require the EPA to engage in an onerous balancing of costs and
benefits to justify restrictions on toxic chemicals. The bill defines ‘safety standard’ as one
that ensures that no unreasonable risk of harm to human health or the environment will result
from exposure to a chemical substance—a standard that is not a strictly health-based
determination and one which has been interpreted to require a cost-benefit analysis because
the language implies there is such thing as reasonable or acceptable risk to human health or
the environment. As a result, the EPA may not be able to ban a substance it feels is too
harmful to public health and safety, just as it failed to ban asbestos under the current TSCA
in Corrosion Proof Fittings v. EPA.

If the intention is to implement a strictly health-based standard, then to eliminate uncertainty
about what the standard is, new language should be used to make clear that the standard is
one that is purely health based. Additionally, language in the “Intent of Congress” section
confuses the issue further by stating that the EPA must balance the safety of American
consumers against unduly impeding chemical manufacturing. (See pg. 6, lines 19-25; pg. 7,
lines 1-5.)

The bill’s definition of ‘best available science’ may be construed to limit the science
considered when making a safety determination. At a minimum, the EPA should be able to
evaluate all relevant health and safety studies including inconclusive but suggestive studies
when making a safety determination.

Judicial Review

The bill places the burden on the EPA to prove a chemical is unsafe, rather than requiring a
manufacturer seeking to market a chemical prove its chemical is, in fact, safe.

The bill also retains the same obstructive standard of judicial review that appears in current
law, which requires judges to demand substantial evidence from the EPA to justify any safety
determination or restriction of a chemical that poses risks to public health and the
environment.  Specifically, courts would have to set aside EPA rules requiring the
development of more test data, safety determinations, and restrictions on chemicals unlikely
to meet the safety standard if, in their opinion, the EPA had not supported them with
‘substantial evidence.” In practice, this standard would impose a considerable burden on the
EPA to develop a record that can withstand a hard look from courts, particularly when all of
the other procedural hurdles in the bill are factored in.
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TSCA Reform Must Protect Families Hurt by Toxic Chemicals

If no one is accountable, no one is safe; TSCA reform must not preempt state law

The Toxic Substances Control Act (“TSCA”) does not protect the public from dangerous
chemical substances and should be updated; however, TSCA must be reformed in a way that
explicitly preserves states’ rights to protect their own citizens. States must be able to continue to
enforce: 1) state statutory laws that are more protective of human health than the federal
standards; and 2) state tort laws which give Americans the right to file a lawsuit if they are
injured or killed by toxic chemicals. Certain proposals to reform TSCA, including S. 1009 as it
is currently drafted, would preempt this ability of states by wiping out state statutory laws and
citizens’ rights under state tort law.

The ability of states to enact chemical safety laws is critical to the protection of public health,
especially when it comes to shedding light on new information regarding the dangers of chemical
substances. Chemical testing and regulation at the federal level is often limited by federal
resources, rapidly changing technologies, and the ever-expanding proliferation and use of
chemicals. In response, most states have enacted laws to protect the health of their citizens from
dangerous chemical substances, reflecting the idea that states are often in the best position to
know what laws are necessary based on the unique needs and health risks assessed at the state
and local levels. This complementary role of the states must be preserved to guide our continued
understanding of the dangers of chemical substances and aid a strong federal regulatory system.

Just as preserving states’ rights to enforce state chemical laws is vital to protecting human health
and safety, it is imperative that TSCA reform measures ensure injured Americans can pursue
claims against chemical manufacturers when their dangerous products cause serious injury or
death. Just because a chemical is deemed “safe” by a federal regulator should not mean that the
manufacturer’s duty to protect the public ends. If a manufacturer learns additional information
about the safety of its product or the manufacturer hid information from the public or the EPA,
Americans should have the right to hold that manufacturer accountable in state and federal court.

The following are examples of toxic chemical and exposure cases which would never have been
filed if S. 1009 as it is currently written with its preemption provisions were the law. These
cases highlight the importance of preserving state tort laws in order to protect consumers,
families, and children from the health and environmental hazards of toxic chemical substances:

1) School drinking water causes cancer (chrome)!

22 students and 6 teachers at Suva Elementary & Intermediate School in California were
diagnosed with various forms of cancer, including leukemia & bone cancer, over an 8-year
period thanks to toxic pollutants emitted from a nearby chrome-plating facility. Numerous
teachers reported miscarriages during the same time period and in 1998, 7 families and
Communities for a Better Environment filed lawsuits. The chrome-plating facility agreed to
settle these claims for an undisclosed amount, abandoned the chrome-plating operations of the
facility, and donated $25,000 to an environmental awareness foundation.
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2) Love Canal - birth defects, cancer, and miscarriages (benzene, dioxin, toluene, benzoic
acid, lindane, trichloroethylene, dibromoethane, benzaldehvdes, methylene chloride,
carbon tetrachloride, chloroform)?

Hooker Chemical (now Occidental Petroleum Corporation) dumped more than 20,000 tons of
toxic waste in the unfinished Love Canal during the 1940s and 50s. In 1953, the canal was buried
over and sold to the local school district for $1 with a caveat explaining the waste dumping.

Over the next 20 years toxic chemicals burned through the storage drums and oozed into the
ground of the working-class Love Canal section of Niagara Falls — seeping into basements,
leeching into schools buildings, contaminating pipes, and polluting the air — and exposed more
than 6000 citizens to over 240 industrial chemicals, particularly benzene and dioxin. Children
suffered burns on their hands and faces from playing outside. Pregnant women exposed to these
chemicals experienced heightened instances of reproductive problems including low birth
weights, still births and a 300% increase in miscarriages. An astonishing 56% of children born
in the area from 1974 to 1978 suffered birth defects such as extra teeth, eye defects, arterial
defects, pernicious anemia, mental disabilities, kidney disease, epilepsy, auto-immune diseases
and cancers including Leukemia. Thousands of families had to be evacuated and by 1998, nearly
three thousand victim lawsuits were filed against the manufacturers. As a result, Love Canal was
announced as the first ever federal health emergency for a non-natural disaster and paved the
way for the well-known Comprehensive Environmental Response, Compensation, and Liability
Act (CERCLA) — better known as Superfund. The cleanup of the damage took more than two
decades and cost in excess of $400 million.

3) Baby bottles cause birth defects (BPA (bisphenol A))it

The plastic strengthener BPA is an extremely common chemical that is most commonly used in
food & drink storage containers, especially baby bottles, sippy cups, and baby formula cans.
BPA exposure negatively effects the brain, behavior, and prostate, with research showing a
connection between BPA and cancer, obesity, diabetes, heart disecase, ADHD, and down
syndrome. BPA’s negative health effects are most pronounced in infants and young children and
stunt fetal growth. This hormone-disrupting chemical blocks or mimics hormones and disrupts
the body’s normal functions, especially in pregnant women, fetuses, infants, and young children.
BPA exposure in utero or before birth can cause genital deformities, impaired learning, increased
aggression, early onset of sexual maturation, decreased levels of testicular testosterone, and
decreased sperm production. In 2008, a class action lawsuit was filed against a manufacturer of
baby bottle glass. The case resulted in a settlement for affected families and a 4-year injunction
restricting the sale of BPA baby bottles. Since the onset of BPA-related litigation, 12 states have
passed a BPA ban: California, Connecticut, Delaware, Illinois, Maine, Maryland, Massachusetts,
Minnesota, New York, Vermont, Washington, and Wisconsin.

4) Semiconductor Clean Rooms cause Birth Defects (trichloroethane, freon)™
Semiconductor fabrication facilities are highly sensitive to contaminants so they are
manufactured in clean rooms. The measures taken in clean rooms, including the use of toxic
chemicals and industrial cleaners, are for the protection and benefit the actual semiconductor
products, not the workers. In 1981, over 65,000 San Jose, CA residents were affected by drinking
water contaminated by two local semiconductor factories when the factories’ underground
storage tanks leaked trichloroethane, Freon, and other industrial solvents into the local
groundwater supply. The contamination caused higher rates of miscarriages and birth defects in
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the neighborhoods affected by the leaks with children born to workers suffering from kidney
disease, heart problems, cerebral palsy, autism, blindness, spina bifida, epilepsy, sterility,
delayed language development, and brain malformations. Many of the children also suffered
from physical or skeletal problems. The fact that the demand for semiconductor technology will
not be receding any time soon only highlights the need for effective and comprehensive state and
federal regulation complemented by the civil justice system to ensure the safety of workers and
affected communities.

5) Hexavalent chromium causes cancer (Erin Brockovich)?

In the 1950s, a compressor station operated by utility company Pacific Gas & Electric began
leaking chromium 6 into the surrounding groundwater in Hinkley, California. The chemical was
used to prevent rust from corroding the company’s water-cooling system. For more than two
decades the residents were slowly poisoned as they drank, bathed and swam in the polluted
water. Hinkley residents suffered numerous physical ailments, including intestinal problems,
rotten teeth, tumors, and bloody noses. This known carcinogen also causes higher rates of lung
cancer, respiratory system problems, allergies, burning eyes, ulcers, and skin sores. 650 victims
filed suit in 1993 and were able to reach a settlement with PG&E including an injunction ending
the use of hexavalent chromium and an agreement to clean up the affected area. The case
prompted other utilities to take similar actions and inspired the film Erin Brockovich.

6) Children’s toys cause developmental disorders (lead)"!

For years lead was used in a variety of household items including batteries, paint, glassware, and
even children’s toys. Lead, however, is a highly toxic metal that causes a wide range of health
problems when absorbed into the human body, especially in young children. It affects the brain,
blood, kidneys, and nervous system. It leads to anemia, learning disabilities, mental retardation,
behavioral problems, hearing loss, seizures, and even death. Because of lead contamination, toy
giant Mattell recalled over 1 million toys in 2007 in response to a class action lawsuit. The class
action was filed on behalf of millions of children and families who received contaminated toys
and settlement proceeds were used to pay for testing children for lead poisoning.

Learning disabilities caused by candy (lead)¥
A 2004 investigative series by the Orange County Register found ingredients, such as chilies and
tamarind, were contaminated with lead from local factory emissions in Mexico. This resulted in
high levels of lead in candies sold in the United States. The California AG, Center for
Environmental Health, EHC, and other local officials sued more than 30 candy makers. A
settlement was reached in 2006 in which three of the major candy makers, including Hersheys
and Mars, agreed to strict standards for protecting children from lead exposure in candies
imported from Mexico. The manufacturers are now required to use new manufacturing processes
and packaging materials and conduct independent audits. This became the first time the industry
entered into a binding agreement requiring them to ensure their products do not pose a health risk
to children. The settlement was the driving force behind a California bill that banned lead tainted
candies.

8) Libby, Montana (asbestos)'

In 1999, the Seattle-Post Intelligence revealed that there had been hundreds of deaths and illness
over a 70 year time period in Libby, Montana thanks to occupational and non-occupational
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exposure to asbestos. North of Libby is a vermiculite mining facility owned formerly by Zonolite
Corporation and later by W.R. Grace. Vermiculite contains a naturally occurring amphibole
asbestos mix that is particularly toxic to humans. Residents were exposed to high levels of
asbestos fibers & dust in the air and vermiculite materials that were used in local schools, parks,
baseball fields, and public buildings. Not only does asbestos exposure cause Mesothelioma, but it
causes higher rates of lung cancer, asbestosis, and pleural disorders. From 1979-1998, Libby
residents suffered an asbestosis mortality rate 40-80 times higher than expected and a 20-40
percent increase in malignant and non-malignant respiratory deaths. Years later, after numerous
individual and class-action lawsuits for asbestos-exposure, W.R. Grace Corporation was finally
forced to expend nearly $250 million in clean-up costs, the largest clean-up settlement by a
single corporation in Superfund EPA history. To date, at least $447 million has been spent on the
cleanup, and the town remains under a public health emergency declaration.

9) Cancer and other diseases for military families - Poisoning America’s Marines™

It was recently unveiled that Marine Corps Base Camp Lejeune’s main drinking water system
has been contaminated with a variety of toxic chemicals as early as 1948 and exceeding safety
levels since 1953. More than 1 million marine veterans and their family members have been
exposed to chemicals and volatile organic compounds -- such as percholorethylene (PCE),
trichloroethylene (TCE), BTEX, and vinyl chloride -- at rates sometimes 150 times higher than
the recommended level. Most of them chemicals are found in legal solvents used in dry cleaning
or to clean machinery and weapons. The Agency for Toxic Substances and Disease Registry
found that drinking water contaminated with PCE and TCE can cause fatal disease such as lung
cancer, breast cancer, rectal cancer, leukemia, and non-hodgkin’s lymphoma. Exposure can also
cause kidney cancer, prostate cancer, end-stage renal disease, auto-immune related skin
disorders, Hodgkins disease, and neurological effects. PCE-contaminated drinking water causes
lower birth weights for infants and more miscarriages. Children who exposed in utero to TCE
and/or PCE have been found to have Leukemia, major heart defects, neural tube defects, cleft lip,
eye defects, and deformed nasal passages. More than 1,000 babies were stillborn or died in
infancy aboard the base from 1947 to 1987, according to a survey of death certificates filed at the
local County Register of Deeds. Veterans began filing suit in federal court but most of these
cases are still pending. Congress signed the Honoring America’s Veterans and Caring for Camp
Lejeune Families Act of 2012 to expand healthcare benefits to marines and their dependants have
suffered. While most of the service men and women will file suit under federal law, civilian
residents and workers on the base will have to pursue litigation in state court.

10) Childhood leukemia ~ A Civil Action®

The Boston suburb of Woburn has been home for many years to leather-tanning factories
and chemical factories producing arsenic-based products, textiles, and glue. In 1982 residents
filed a class action against W.R. Grace and Beatrice Foods; this famous case centered on the
alleged contamination of two municipal supply wells with toxic chemicals, primarily
trichloroethylene and perchloroethylene. 12 children contracted the rare childhood cancer acute
lymphocytic leukemia and 8 of these children lived with a % mile radius of each other. Adults
suffered from high incidences of cancer, liver disease, skin rashes, vision problems, headaches,
and miscarriages. A total of 16 children died because of their exposure to the toxic chemicals.
After years of litigation, W .R. Grace settled with the plaintiffs and the case was later the basis for
the movie A Civil Action.
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Preemption under TSCA
TSCA reform must preserve states’ rights

As advocates for people harmed by toxic chemicals, AAJ strongly supports efforts to reform the Toxic
Substances Control Act (TSCA), but in order for reform to effectively protect the American public, it is
imperative that Americans’ access to state courts is protected.

Some proponents of the recent TSCA reform bill, 5.1009, the “Chemical Safety Improvement Act”
(5.1009) will argue that TSCA reform must include total preemption. These supporters argue that total
preemption promotes innovation and provides them certainty in manufacturing across states lines by
establishing a uniform federal standard. What these proponents won't tell you is that total preemption
eviscerates State laws—both statutory and common—thereby removing the ability to sue
manufacturers when their products cause injury or death.

Just how bad is total preemption for Americans? Two legal experts in both tort law and environmental
regulations, Professors Thomas O. McGarrity and Wendy E. Wagner from the University of Texas School
of Law, recently commented on the total preemption language found in $.1009, opining:

“In our decades of research and writing on tort law and environmental regulation, we
have never seen a pre-emption provision that intrudes more deeply into the civil
litigation system at the state level than the one in this bill. If victims of toxic chemical
exposure attempt to recover damages at the state level, their cases would have to be
dismissed if the EPA had concluded — rightly or wrongly — that a chemical was safe.”

Proponents of total preemption may also argue that their position is bolstered by the fact that current
TSCA actually contains preemption. indeed, the current TSCA law does contain preemption language;
however, that fanguage is nowhere near as sweeping as current proposals such as 5.1009. Moreover,
the current law has not had the practical effect of preemption, nor was it intended by the 1976 Congress
which enacted the law, as demonstrated by three principal reasons, namely:

1. The preemptive effect of the 1976 TSCA language has never been truly realized because the
standard of review for regulating chemicals was so high that the EPA has only been able to ban
five of the approximately 80,000 chemicals under its jurisdiction. With such limited federal
regulation of chemicals under existing TSCA, the preemptive effect of the 1976 law just has not
occurred. .

2. The U.S. Supreme Court’s interpretation of how federal statutes preempt state statutory and
common law has evolved significantly since 1976. The Court has found preemption of state laws
not only when it is impossible to comply with both state and federal law as was the case in 1976,
but now, the Court finds preemption when Congress has “occupied the field,” or when
compliance with a state law could “frustrate the purpose” of a federal law'. This has held true in
circumstances even when, seemingly, Congress expressly and explicitly attempted to preserve
state law.

3. This change in judicial interpretation of federal preemption did not go unnoticed. As the Court’s
interpretation of federal preemption changed, Congress recognized the need for greater
precision in drafting anti-preemption fanguage. Congress took great pains to insure that Title I}



185

of TSCA - the Asbestos Hazard Emergency Response, which was passed in 1986 and amended in
1990, included very strong anti-preemption language.

Thus, while current TSCA may contain preemption fanguage, it has not had the effect of preemption. 1t
is paramount that any TSCA reform measure specifically protects the ability of states to regulate
dangerous chemicals and allow their citizens to seek recourse when dangerous chemicals cause injury or
death.

The ability of states to enact chemical safety laws s critical to the protection of public health, especially
when it comes to shedding light on new information regarding the dangers of chemical substances.
Chemical testing and regulation at the federal level is often limited by federal resources, rapidly
changing technologies, and the ever-expanding proliferation and use of chemicals. In response, most
states have enacted laws to protect the health of their citizens from dangerous chemical substances,
reflecting the idea that states are often in the best position to know what laws are necessary based on
the unique needs and health risks assessed at the state and local levels. This complementary role of the
states must be preserved to guide our continued understanding of the dangers of chemical substances
and aid a strong federal regulatory system.

P Wyeth v. Levine, 555 U.S. 555 (2009).
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November 12, 2013

The Honorable Fred Upton

Chairman

Committes on Energy and Commerce
2125 Rayburn House Office Building
Washington, DC 20515

The Honorable Henry A. Waxman
Ranking Member

Commitice on Energy and Comunerce
2322A Raybum House Office Building
Washington, DC 20515

Dear Chairman Upton and Ranking Member Waxman:

We are writing as medical professionals to express our strong concern over the weaknesses of 8.
1009, the “Chemical Safety Improvement Act™ {CSIA) and are pleased to submit this letter for
the record for the Environment and the Economy Subcommittee’s hearing, “S. 1009, The
Chemical Safety Impeovement Act”

in a recently published paper in the prestigious journal Cell, Linds 8. Bimbaum, director of the
National Institute of Environmental Health Sciences and the National Toxicology Program,
wrote that Americans” exposure to environmental chemicals is playing a growing role n causing
disease. It is highly plausible that the widespread use of untested chemicals is contributing 1o
alarming increases in the prevalence of a number of diseases, particularly those linked 10
disruption of the endocrine system. Health conditions related to hormone signaling such as
diabetes and reduced sperm count have increased over the past decades. In addition, behavioral
effects that may be related o preaatal chemical exposure; such as ADHD and autism, are also on
the rise.

As Dr. Bimbaum wrote, “The proliferation of inadequately tested cheimicals in commerce may
be contributing to the skyrocketing rates of disease.” The fact is that there is a great deal we do
ot know about the potential health effects of many chemicals currently marketed in the US.

Environmental chemicals that can disrupt the endocrine system pose & spevial risk to valoceable
populations such as infants, children, pregnant women and the developing fetus. Proper hormone
signaling is critical during development, and we lack vital data on many chemicals” potential to
disrupt these processes. As written, the CSIA fails to include strong protections for children as
well as other vulnerable populations including workers, the ¢lderly and those already
compromised by disease. Legislation designed to repair the nation”s broken chemical regulatory
system must make it a priority 1o protect these valnersble groups.

Meaningful chemical policy reform must also include a requirement for minimum data setson
new and existing chemicals, and here again the Chemical Safety Improvement Act, as dralfied,
falls woefully short, The first steps in patient care and treatment include collection of a health

history and an pssessment of symptoms. Physicians and other health care professionals require
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this information to make an accurate dingnosis and to prescribe the best course of treatment. As
experienced medical providers, we strongly believe the same principles should apply to the
evaluation and regulation of chemicals produced and marketed in the United States. Adeguate
da collection is essential for accurate evaluation of a chemical’s hazard or safety, followed by
appropriate regulation as needed to prevent or remedy public health problems. Medical
practitioners can't afford to make sssumptions without facts, and neither should the government.

In the current regulatory framework established by the 1976 Toxic Substances Control Act,
chemicals are presumed safe until proven otherwise. This paradigm allows a potentially foxic
chemical to be marketed widely before enough data has been generated to demonstrate whether it
is safe. This puts the public at risk, and bere again the CSIA, as drafied, fails to address the
problem. We need legislation that requires manufacturers to provide sdequate data on the
potential toxicity of a chemical before it is marketed, and that gives the Environmental
Protection Agency clear authority to take regulatory action W protect public healih as necessary,
The EPA should also be required 1o make such decisions ina timely manner under clear
deadlines,

We also have serious concerns about CSIA”s proposed safety standard, which largely replicates
the weak standard in TSCA. It merely requires that a chemical pose “no unreasonable risk of
harm to human health or the environment™ {Chemical Safety Improvement Act, 8. 1009, 113th
Cong. § 3163} Implicitly, this means that “reasonable risks™ are acceptable, Chemical safety
standards should be based on “reasonable certainty of no hasm.”

Additionally, the CSIA"s provisions governing confidential business information do not ensure
that heatth professionals or the scientific community will have access o information needed to
make informed decisions about peblic health and patient care. The bill makes it possible for
companies to withhold the identity of the chemicals being evaluated in safety studies submitted
10 EPA. Even in emergency situations, CSIA allows disclosure of this information to treating
physicians and nurses only whes the specific chemical identity will assist in diagnosis or
treatment, To fulfill its responsibilities, the medical community must have ready sccess to
confidential information on chemicals that might harm or otherwise affect public health. Health
professionals must have specific information on chemicals that the public encourters in daily life
i order 1o determine whether particular exposures are refevant to their patients” health,

Finally, we are disturbed that the CSIA s broad language on state-level preemption could prevent
states from implementing more stringent protections for their citizens: Although the Clean Air
Act, the Clean Water Act, TSCA and many other federal environmental laws allow states to take
more aggressive action than the foderal government when necessary to protect their residents
from potential environmental threats, such action would be severely Himited under the Chemical
Safety Improvement Act.

Reforming U.S. chemical regulatory policy is essential and overdue, but it should be done ina
manner that adequately protects public health and vulnerable populations and that provides
regulators and health care professionals with the data needed to make informed decisions.
Medica! practitioners sivive to prevent and treat illness by evaluating their patients” health
histories and symptoms and making informed assessiments of the presence or risk of disease. The
same precautionany and information-based agsessment should be required in chemical policy
reform.
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Sincerely,

Debra Baseman, MD, FACOG
Princeton Medical Group

Aly Coben, MD, FACR
Founder and Medical Director, Integrative Rheumatology Associates
JonesLovell Fellow, Arizona Center for Integrative Medicine

Barry H. Cohen, MD, FACP
Founder and Medical Director, Mercer Kidney Institute

Steven Cohen, DO
Nephrologist, Mercer Kidney Instiute

Jenmifer Lighter Fisher, MD
Pediatric Epidemiologist
NYU Langone Medical Center

Nicole Gordon, MD
Gastroenterologist, Atlants gastroenterology Associates

Mark Hyman, MD
Founder and Medical Director, The UltraWellness Center
Chafeman, Institute for Functional Medicine

Richard Joseph Jackson, MDD, MPH, FAAP, Hon ASLA, Hon AlA

Professor and Department Chair, Director of the Center for Occupational & Environmental
Health (COEH)

UCLA Fielding School of Public Health

Rebecea Jacobson, MD
Obstetrics and Gynecology

Jason 8. James, MD
Chairman, Department of Obstetrics and Gynecology, Baptist Hospital of Minmi
Medical Director, FemCare Ob-Gyn

Laura H. Kahn, MDD, MPH, MPP, FACP

Research Schodar

Program on Science and Global Security

Woodrow Wilson School of Public and International Affairs
Princeton University

Harvey Karp, MDD, FAAP
Assistant Professor of Pediatrics
USC School of Medicine
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Elizabeth Kieff, MD

Assistant Professor of Psychiatry and Behavioral Neuroscience
Director of Wellness Programs

The University of Chicago Pritzker School of Medicine

Eric J Kessler, MD
Private practice-Interventional Cardiology

Erwin Kuo, MD
Internal Medicine
Diplomat, American Board of Internal Medicine

Bruce Lanphear, MD, MPH
Clinician Scientist, Child & Family Research Institute
Professor, Simon Fraser University

Stephen B. Lewis, MD
Founder and Medical Director, lintegrative.com
Faculty, New Jersey Institute for Successful Aging

Victoria Maizes, MD

Professor of Clinical Medicine, Family Medicine, and Public Health
Executive Director, Arizona Center for Integrative Medicine
University of Arizona

Bert Mandelbaum, MD. FAAP
Chairman, Department of Pediatrics
University Medical Center at Princeton

Robert Ostfeld, MD, M8c, FACC
Dérector, Cardiac Wellness Program
Associate Professor of Clinical Medicine
Montefiore Medical Center

Randi Protter, MD
Medical Director
Capital Health Center for Women's Health

Beverly Radice, MD
Medical Director
Princeton Regional Schools

John Routt Reigart 1L, MD
General Pedintrics, MUSC Children™s Hospital

Rich Stagliano, MD
Founder and Medical Director, Live Fit Medicine
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FRED UPTON, MICHIGAN HENRY A, WARMAN, CALIFORNIA
CHARMAN RANKING MEMBER

ONE HUNDRED THIRTEENTH CONGRESS

Congress of the United States

House of Representatives

COMMITTEE ON ENERGY AND COMMERCE
2125 Raveurn House Ormer Buwoms
Wasnngron, DC 20615-8115
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February 28, 2014

The Honorable Jim Jones

Assistant Administrator

Office of Chemical Safety and Pollution Prevention
U.8. Environmental Protection Agency

{200 Pennsylvania Avenue, NW,

Washington, D.C. 20460

Dear Assistant Administrator Jones:

Thank you for appearing before the Subcommitiee on Environment and the Economy on Wednesday,
November 13, 2013, to testify at the hearing entitled “S. 1009, The Chemical Safety Improvement Act”

Pursuant to the Rules of the Committes on Energy and Commerce, the hearing record remains open for
ten business days to permit Members to submit additional questions for the record, which are attached. The
format of your responses to these questions should be as follows: (1) the name of the Member whose question you
are addressing, (2) the complete text of the question you are addressing in bold, and (3) your answer to that
question in plain text.

To facilitate the printing of the hearing record, please respond to these guestions by the close of business
on Friday, March 14, 2044, Your resp should be e-mailed to the Legislative Clerk in Word format at
Nick.Abraham@mailhouse gov and mailed to Nick Abraham, Legislative Clerk, Comimittee on Energy and
Commerce, 2125 Rayburn House Office Building, Washington, D.C. 20515,

Thank you again for your time and effort preparing and delivering testimony before the Subcommittee.
Sinceraly,

o

hn Shimkus
hairman
Subeommittee on Environment and the Economy

ce: The Honorable Paul Tonko, Ranking Member,
Subcommittee on Environment and the Ecenomy

Attachment
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Dear Chairman Shimkus:
Thank you for the opportunity to respond to the questions for the record following the November
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in my office at kaiser.sven-erik@epa.gov or (202) 566-2753.

Laura Vaught
Associate Administrator
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House Committee on Energy and Commerce
Subcommittee on Environment and Economy
Hearing on “8.1009, The Chemical Safety Improvement Act”
November 13,2013
Questions for the Record

The Honorable Henry A, Waxman

Transparency has been a significant problem under TSCA, Consumers, public health advocates,
researchers, and state governments are often in the dark about chemical risks, even when EPA
has data, This is because the statute prohibits EPA from sharing information that has been
marked as Confidential Business Information, or CBI, but requires no substantiation of CBI
claims, Current law includes no penalty for over claiming CBL

The result is a system where the public has no access to any information about approximately
20% of the 83,000 chemicals on the TSCA inventory, and the chemical identities of 66% of new
chemicals covered by pre-manufacture notices (PMNs) are marked CBI. EPA has been working te
check these CBI claims, and has made significant strides to make more chemical information
public, but the process requires significant public resources.

Waxman 1. Should TSCA reform legislation require upfront substantiation of CBI claims, and
why is this important?

S. 1009 would require up front substantiation for some, but not all, CBI claims. The bill contains a
long list of types of information that will be presumed to be CBI, without substantiation,

Response: The Administration’s principles for reform of chemicals management legislation state that
TSCA reform should include stricter requirements for a manufacturer’s claim of Confidential Business
Information (CBI) and that manufacturers should be required to substantiate their claims.of
confidentiality. This principle is important to assure transparency and public access to information.

Waxman 2. Does exempting large categories of information from the substantiation requirement
comport with EPA’s principles for TSCA reform?

Response: As indicated above, the Administration’s principles for reform of chemicals management
legislation include the need for stronger provisions for transparency and public access to information,
including a requirement for the substantiation of confidentiality claims, Stronger provisions on
transparency and increased access will ensure that legitimate CBI claims are protected while providing
the American public with greater access to chemical information.

The relevant principle states: “TSCA reform should include stricter requirements for a manufacturer’s
claim of Confidential Business Information (CBI). Manufacturers should be required to substantiate
their claims of confidentiality. Data relevant to health and safety should not be claimed or otherwise
treated as CBI. EPA should be able to negotiate with other governments (local, state, and foreign) on



193

appropriate sharing of CBI with the necessary protections, when necessary to protect public health and
safety.”

One impact of EPA’s review of CBI claims has been a significant decrease in the number of claims
being made. For example, under the last Inventory Update Rule, manufacturers claimed that the
use of a chemical in children’s products was confidential 24% of the time. In the most recent
version — the Chemical Data Reporting Rule, the rate of confidentiality claims for the use of a
chemical in children’s preducts dropped to 0.4%.

Waxman 3. Why does the EPA collect and publish information about what chemicals are used in
children’s products?

Waxman 4. Are there other types of uses that might be particularly relevant and important for the
public at large and vulnerable populations?

Response to Questions 3 and 4: Chemical Data Reporting (CDR) information is used by the EPA to
support risk screening, assessment, priority setting and management activities. Processing and use
information reported in 2012 will help the EPA screen and prioritize chemicals for the purpose of
identifying potential human health and environmental effects. Collecting the information every. four
years will assure that the public has timely access to current and improved data. This information will
also provide the public with greater access to a wide range of information on those chemicals that are
produced in large quantities. Improved data will enhance the agency's ability to more effectively identify
and address potential chemical risks.

The 2012 CDR collected information on more than 7,600 chemicals in commerce including information
on more than 350 chemicals used in children’s products such as toys, playground and sporting
equipment, arts and crafts materials, and furniture. In addition, manufacturers reported on more than
1,700 chemicals used in consumer products generally. Users of the CDR data are able to view chemicals
with commercial and consumer uses and by geographic area for facilities where chemicals are being
manufactured. This information helps inform potential exposures and would be relevant for the public
and vulnerable populations.

For additional mformanon on the 2012 CDR, see the Federal Register Notice for 2012 CDR reporting
. il .
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FRED UPTON, MICHIGAN . HENRY AL WAXMAN, CALIFORNIA
CHAIRMAN BANKING MEMBER

ONE HUNDRED THIRTEENTH CONGRESS

Congress of the United States

House of Repregentatives
COMMITTEE ON ENERGY AND COMMERCE

2125 Rayauan House Orece Bunowms
Wasingron, DC 2051568115

February 28, 2014

Mr. Cal Dooley

President and CEQ
American Chemistry Council
700 2nd Street, N.E.
Washington, D.C, 20002

Dear Mr. Dooley:

Thank you for appearing before the Subcommittee on Environment and the Economy on Wednesday,
November 13, 2013, to testify at the hearing entitled “S, 1009, The Chemical Safety Improvement Act.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains open for
ten business days to permit Members to submit additional questions for the record, which are attached. The
format of your responses to these questions should be as follows: (1) the name of the Member whose question you
are addressing, (2) the compiete text of the question you are addressing in bold, and (3) your answer to that
question in plain text.

To facilitate the printing of the hearing record, please respond to these questions by the close of business
on Friday, March 14, 2014. Your responses should be e-mailed to the Legislative Clerk in Word format at
Nick Abraham@mail.bouse.zov and mailed 1o Nick Abraham, Legislative Clerk, Committee on Energy and
Commerce, 2123 Rayburn House Office Building, Washington, D.C. 26515,

Thank you again for your time and effort preparing and delivering testimony before the Subcommittee.

Sincerely,

Subcommittee on Environment and the Economy

ce: The Honorable Paul Tonko, Ranking Member,
Subcommittee on Environment and the Economy

Attachment
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American’
Chemistry
Council

March 14, 2014
Mr. Nick Abraham
Legislative Clerk
Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, D.C. 20515
Re: Questions for the Record to Mr. Cal Dooley Dated February 28, 2014
Dear Mr. Abraham:
Attached are the responses of Mr. Cal Dooley to the additional questions for the record following
the Subcommittee on Environment and the Economy’s hearing on November 13, 2013 on S. 1009,
the Chemical Safety Improvement Act.

Please let me know if you have any questions.

Sincerely,

Michael P. Walls
Vice President
Regulatory and Technical Affairs

Attachment: Cal Dooley QFRS 20131111 draft 20140314

americanchemistry.com® 700 Second St., NE | Washington, DC 20002 | (202} 249.7000 )
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Mr. Cal Dooley
American Chemistry Council
Responses to Questions for the Record Dated February 28, 2014

The Honorable Henry A. Waxman

General Response: ACC stands by our 2009 Principles for TSCA Reform. We firmly reject any
insinuation that ACC has departed from our 2009 Principles in advocating for an efficient, effective and
robust national chemical regulatory program.

ACC’s 2009 Principles were developed as a general guide to the issues and areas that were anticipated to
be addressed in TSCA reform. These principles could not be reasonably expected to address every detail
in a statute as complex as TSCA. We note that several other organizations — notably the Environmental
Protection Agency — developed principles that mirror many of the same issues addressed in ACC’s. The
other organizations’ statements of principle, like ACC’s, lack much of the detail which some Members
insist on reading into ACC’s Principles.

Q1. Does ACC still support providing EPA with sufficient resources to implement the
requirements of TSCA?

Response: The relevant element of ACC’s 2009 Principles for TSCA Reform states, in its
entirety:

EPA should have the staff, resources, and regulatory tools it needs to ensure the safety of

chemicals.

» EPA’s budget for TSCA activities should be commensurate with its chemical
management responsibilities.

The ACC principle as stated is clearly focused on a general need for EPA to have sufficient
resources to implement TSCA reform, and speaks only to EPA having sufficient budget resources
for that purpose. ACC supports EPA’s having sufficient resources to implement the requirements
of TSCA as it might be reformed.

Q2. Are ACC members willing to provide a portion of those resources through fees?

Response; ACC’s 2009 Principles for TSCA Reform do not address the specific question of fees.
Section 26(b) (15 U.8.C. § 2625(b)) of TSCA as it exists today provides that the Administrator
may require the payment of a fee to defray the cost of administering certain elements of the
program. Neither S. 1009 nor Mr. Shimkus’ discussion draft (published February 28, 2014, well
after the November 13, 2013 hearing that is the subject of this question) amend the fee provisions
in section 26. ACC’s expectation is that EPA would continue to have authority to establish and
collect fees to support implementation of TSCA.

Q3. ACC has expressed support for S. 1009, but the bill falls short of your principle on resources —
do you think the bill should be amended to ensure that EPA has sufficient resources?

Response: This question appears to imply that ACC should or could support TSCA reform only
if each and every element of our 2009 Principles for TSCA Reform is included ina TSCA
amendment, without exception. It is true that S. 1009 does not address the question of EPA
resources. In our view, both S. 1009 and Mr. Shimkus’ discussion draft (published on February
28, 2014, well after the November 13, 2013 hearing which is the subject of this question)

1
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properly focus on getting the structure and parameters of necessary TSCA reform detailed first.
In ACC’s view, the resources made available to EPA to implement the program should be scaled
to the scope of the program, rather than the amount of resources dictating the scope of the
program.

Q4. ACC’s 2009 principle for TSCA reform called for requiring upfront substantiation, and
periodic resubstantiation, of CBI claims, without an exception for existing CBI claims or certain
types of information. Does ACC still support those requirements?

Response: The relevant element of ACC’s 2009 Principles for TSCA Reform stated, in its
entirety:

Companies and EPA should work together to enhance public access to chemical health and

safety information.

* EPA should make chemical hazard, use, and exposure information available to the public
in electronic databases.

» Other governments should have access to confidential information submitted under
TSCA, subject to appropriate and reliable protections.

e Companies claiming confidentiality in information submittals should have to justify those
claims on a periodic basis.

* Reasonable protections for confidential as well as proprietary information should be
provided.

We note that S. 1009, and Mr. Shimkus’ discussion draft (published on February 28, 2014, well
after the November 13, 2013, hearing which is the subject of this question) both provide that the
submitter of a claim for protection against disclosure should justify the claim and indicate a
period for which protection is necessary. Under both S. 1009 and the House discussion draft,
EPA has the authority to approve and modify the claim. Under both S. 1009 and the House
discussion draft, the submitter has an opportunity to extend the period for which protection
against disclosure is required. ACC believes this is a reasonable approach for up front
substantiation and periodic resubstantiation consistent with our stated Principle.

Q5. Does ACC continue to support its principle that cost should not be a part of a safety
determination?

Response: Yes. Both S. 1009, and Mr. Shimkus’ discussion draft (published on February 28,
2014, well after the November 13, 2013, hearing which is the subject of this question) clearly
separate cost and benefit considerations from the application of the safety standard in EPA safety
determinations.
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FRED UPTON, MICHIGAN HENEY A, WAKMAN, CALIFORNIA
CHAI
TARMAN RANKING MEMBER

ONE HUNDRED THIRTEENTH CONGRESS

Congress of the United States

Pouse of Representatives

COMMITTEE ON ENERGY AND COMMERCE
2125 Ravsusn House Orece Burome
Wassnaron, DC 206158115

February 28, 2014

Dr. Richard A. Denison

Senior Scientist

Environmental Defense Fund
1875 Connecticut Avenue, N.W.
Suite 600

Washington, D.C. 20009

Dear Dir. Denisorns

Thank you for appearing before the Subcommitiee on Environment and the Economy on Wednesday,
November 13, 2013, to testify at the hearing entitled ¥S. 1009, The Chemical Safety Improvement Act.”

Pursuant to the Rules of the Committes on Energy and Commerce, the hearing record remains open for
ten business days to permit Members fo submit additional questions for the record, which are attached, The
format of your responses to these questions should be as follows: (1) the name of the Member whose question you
arc addressing, (2) the complete text of the question you are addressing in bold, and (3) your answer to that
question in plain text.

To facilitate the printing of the hearing record, please respond to these questions by the close of business
on Friday, March 14, 2014. Your responses should be e-mailed to the Legisiative Clerk in Word format at
Nick, Abraham@mail.house.gov and mailed to Nick Abraham, Legislative Clerk, Committee on Energy and
Commerce, 2125 Rayburn House Office Building, Washington, D.C, 20515,

Thank you again for your time and effort preparing and delivering testimony before the Subcommittee,

Sigeerely,

n Shimkus
Chairman
Subcommittee on Environment and the Economy

¢c: The Honorable Paul Tonko, Ranking Member,
Subcommittee on Environment and the Economy

Attachment
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March 14, 2014

The Honorable John Shimkus

Chairman

Subcommittee on Environment and the Economy
Committee on Energy and Commerce

U.S. House of Representatives

2125 Rayburn House Office Building
Washington, DC 20515-6115

Dear Chairman Shimkus:
Attached please find my responses to the written questions for the record | received in follow-
up to the November 13, 2013 hearing held by the Subcommittee titled “S. 1009, The Chemical

Safety Improvement Act.”

| received one set of questions, from Committee Ranking Member Henry A. Waxman.
Responses to each guestion are attached.

1 greatly appreciate the opportunity to have testified before the Subcommittee on this very
important subject, reform of the Toxic Substances Control Act.

Best regards,

Richard A. Denison, Ph.D.
Senior Scientist

cc: The Honorable Paul Tonko, Ranking Member

F 2002234 6049

sdf.org
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Responses of Dr. Richard A. Denison
Senior Scientist, Environmental Defense Fund
to
Follow-Up Questions from Congressman Henry Waxman
Committee on Energy and Commerce
Subcommittee on Environment and the Economy
for the
Hearing on “S. 1009, The Chemical Safety Improvement Act”
held on November 13, 2013

The Honorable Henry A, Waxman

S. 1009 would not require new chemical applications to be accompanied by data and would not
require testing of all existing chemicals. Instead, testing would continue to be required on a chemical
specific basis under section 4. In fact, the bill explicitly authorizes EPA to allow new chemicals into
commerce after determining that testing is needed and before receiving the results of that testing.

1. Should a reformed TSCA ensure that EPA gets more information about new chemicals at the pre-
manufacture notice (PMN) stage?

RESPONSE: A reformed TSCA should ensure that a new chemical {or a significant new use of chemical)
can only commence manufacture upon a determination by EPA that the chemical (or significant new
use) is likely to meet the safety standard. Where insufficient information is available for EPA to make
that determination, two options should apply:

a. Manufacture of the chemical (or of the chemical for the significant new use) cannot commence
until the information is provided and EPA’s makes the requisite determination.

OR

b. EPA imposes conditions on the chemical {or significant new use} sufficient for EPA to determine,
despite the insufficiency of the information available, that the chemical or use is likely to meet the
safety standard. An example would be where a company proposes three uses of a chemical and EPA
has enough information to find two of the three are likely safe, but not the third. EPA couid allow
the chemical on the market for the first two uses, but prohibit the third use until sufficient data are
received and analyzed to make the determination on the third use. Another example would be
where EPA places limits on the chemical, such as a maximum production volume, use restriction, or
release limit, that are binding on the company, based on which EPA could make the requisite
determination,

In any case where EPA imposes conditions on a new chemical or significant new use (typically done
through a consent agreement or order} — whether or not in response to a lack of information it is
essential that those conditions apply to any manufacturer or processor of the chemical. The most
straightforward way to ensure this is to mandate that EPA issue a significant new use rule (SNUR} in

2
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conjunction with the consent agreement or order that delineates those conditions and requires
notification to EPA by any company proposing to make or use the chemical in a manner that does not
comport with the conditions.

S. 1009 would change the determination that EPA must make before requiring testing under section 4,
replacing the risk determination with a determination that the new data is needed to perform a safety
assessment, to make a safety determination, or to meet information needs under other statutes. The
bill does not provide authority to require testing for the review of the chemicals or in order to inform
prioritization screening.

2. Should a reformed TSCA provide EPA with authority to require testing of new chemicals?

RESPONSE: My response to question 1 is germane to this question as well. 1 believe ideally there should
be a requirement that new chemical notifications be accompanied by a robust safety information set.
But it is most essential that there be: a) a requirement for EPA to make an affirmative safety decision
prior to manufacture, and b) EPA authority and a mandate to either: i) withhold such a decision in the
absence of sufficient information, or ii) impose conditions necessary for EPA to make an affirmative
safety decision even in the absence of the information. If a new chemical with insufficient information is
not allowed to commence manufacture except under conditions sufficient for EPA to make the “likely
meets the safety standard” determination, companies have an incentive to provide needed information
and there is an assurance that information gaps do not jeopardize public and environmental health.

Current TSCA does not restrict EPA’s authority to require testing of new chemicals, so in this respect S.
1009 scales back EPA authority. Current TSCA does not, however, have a requirement for an affirmative
safety determination to be made for new chemicals.

3. Should a reformed TSCA, if it requires a prioritization screening, provide testing authority to inform
that screen?

RESPONSE: The retraction of TSCA’s current authority for EPA to require testing for prioritization is a
serious flaw in CSIA as introduced and that authority should be restored. {Again, it is important to note,
however, that CSIA does address two other key flaws in TSCA’s testing authority: it provides for EPA to
require testing by issuing an order rather than by rulemaking; and it eliminates the requirement that
EPA first show evidence of potential risk, or high production and high release or exposure, in order to
require testing.)

The problems arising from the lack of authority under CSIA to require testing to inform prioritization
decisions are compounded by other provisions of CSIA as introduced. First, there is no requirement that
low-priority designations be based on sufficient information on both hazard and exposure to ensure
confidence in an EPA determination that such a chemical is in fact likely to meet the safety standard.
Second, under CSIA as introduced, such low-priority designations pre-empt state and local government
authority to impose new requirements on such chemicals, and those designations are not judicially
reviewable. Third, while fack of sufficient information can be “a factor” in making high-priority
designations, such lack of information should be a sufficient basis by itself to designate a chemical high-
priority. Fourth, there are no deadlines or data- or action-forcing steps in the provision authorizing EPA

3



202

to defer a prioritization decision due to lack of information. Other than a requirement that EPA solicit
voluntary submissions of information on such chemicals, nothing precludes such chemicals from
entering what could amount to an indefinite limbo. Finally, there is no requirement that EPA publicly
identify chemicals for which it has deferred a prioritization decision and the basis for that decision.

Together, these provisions of CSIA as introduced would yield a situation where lack of data would lead
to no decision or potentially an erroneous prioritization decision, with little or no transparency or
incentive to address data gaps. Because many chemicals in commerce have significant gaps in available
information on their hazard, use and/or exposure, lack of authority to ensure adequate information is
developed could stymie the entire purpose of the prioritization process.

S. 1009 fails to require protection of vulnerable populations in safety determinations for chemicals
and in risk management decisions. This fundamental flaw could put women, children, the elderly, the
disabled, workers, and residents of hot spot communities at grave risk.

4. Do you think that a chemical that poses a serious or substantial risk to a vulnerable population
should be able to pass a safety standard under a reformed TSCA?

RESPONSE: A safety standard under a reformed TSCA should be a health-based standard, and the
standard should assure protection of vuinerable populations, including those subject to higher exposure,
higher susceptibility, or both. Chemicals should be found to meet the safety standard only where risks
to such populations have been assessed and found not to be significant.

5. Do you think that risk management decisions must ensure that significant or substantial risk to a
vulnerable population should be addressed?

RESPONSE: Where a safety determination for a chemical finds that the chemical does not meet such a
safety standard, it should be allowed to remain in commerce only where conditions or restrictions are
imposed sufficient to ensure the standard is met ~ which includes protection of any relevant vuinerable
populations.

One of the significant obstacles we have seen to implementation of TSCA, like other environmental
laws, is the lack of resources afforded to EPA to carry out its essential public health mission. Yet S.
1009 creates significant new procedural requirements and hurdles to agency action without providing
additional resources.

6. Should EPA have the resources necessary to effectively administer a reformed TSCA?

it is essential that EPA be afforded sufficient resources to develop and implement new policies and
procedures and carry them out in an effective and efficient manner. The sheer magnitude of the
problem —tens of thousands of chemicals in commerce the safety of which has never been assessed —
poses major challenges and any system will likely take many years to work through this backlog.
Nonetheless, while there is no magic number dictating the optimal pace and scope of progress in a new
program, to be credible | believe the new program needs to operate on a scale that is significantly
expanded over the status quo. All stakeholders should have a shared interest in having an ambitious
program that makes decisions expeditiously and provides confidence to the market, consumer and the

4
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general public that the program is working well and making serious and steady progress in tackling the
problem. Assuring that outcome will require that sufficient, sustained resources are provided.

7. Should industry contribute a portion of those resources through user fees?

Industry should contribute a significant share of the resources needed to fund the full breadth of EPA
activities under a reformed TSCA, which would include data collection and analysis and new and existing
chemical evaluations, but also additional activities such as review of industry claims for protection of
confidential business information. Some type of user fee is needed that could expand and modernize
the fee provisions in current TSCA {Section 26}, which apply only to new chemical reviews.

Similar fees are routinely applied to cover EPA substance reviews and related activities under laws
regulating drugs and pesticides, where legislation has implemented specific fee systems, e.g., the
Prescription Drug User Fee Act (PDUFA) and the Pesticide Registration Improvement Act (PRIA).
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FRED UPTON, MIGHIGAN HENRY A, WAXMAN, CALIFORN
CHAHMAN BANKING MEMBER
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Congregs of the United States
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COMMITTEE ON ENERGY AND COMMERCE
2125 Ravsusn House Ormce Bunoing
Wastmgron, DC 205158118
k. ST

February 28, 2014

Mr. Andy Igrejas

National Campaign Director

Safer Chemicals, Healthy Families
1050 30th Street, NW.
Washington, D.C. 20007

Dear Mr. lgrejas:

Thank you for appearing before the Subcommitiee on Environment and the Economy on Wednesday,
November 13, 2013, to testify at the hearing entitled “S. 1009, The Chemical Safety Improvement Act.”

Pursuant to the Rules of the Committes on Energy and Commerce, the hearing record remains open for
ten business days to permit Members to submit additional questions for the record, which areattached. The
format of your resp to these questions should be as follows: (1) the name of the Member whose question you
are addressing, (2) the complete text of the question you are addressing in bold, and (3) your answer to that
question in plain text,

To facilitate the printing of the hearing record, please respond to these questions by the close of business
on Friday, March 14, 2014, Your responses should be e-mailed to the Legislative Clerk in Word format at
Nick.Abraham@mail.house goy and mailed to Nick Abraham, Legislative Clerk, Committee on Energy and
Commerce, 2125 Rayburn House Office Building, Washington, D.C. 20515.

Thank you again for your time and effort preparing and delivering testimony before the Subcommittee.

Singerely,

1 Shimkus
Chalrman
Subcommittee on Environment and the Economy

ce: The Honorable Paul Tonko, Ranking Member,
Subcommities on Environment and the Economy

Attachment
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FRED UPTON, MICHIGAN HENAY A, WAKMAN, CALIFORNIA
CHAIRMAN HANKING MEMBER

ONE HUNDRED THIRTEENTH CONGRESS

Congress of the United States

PHouge of Vepresentativey

COMMITTEE ON ENERGY AND COMMERCE
2125 Raveurn House Orece Bunoing
Wasumgron, DC 20515-6115

Hatority 1RO 2262987
Piingely (A0 SRG-D041

February 28, 2014

Ms. Wendy Wagner

Joe A, Worsham Centennial Professor
The University of Texas School of Law
727 E. Dean Keeton Street

Austin, TX 78705

Dear Ms, Wagner:

Thank you for appearing before the Subcommittee on Environment and the Economy on Wednesday,
November 13, 2013, to testify at the hearing entitled “S. 1009, The Chemical Safety Improvement Act”

Pursuant to the Rules of the Committee on Energy and Commierce, the hearing record remains open for
ten business days to permit Members to submit additional questions for the record, which are attached. The
format of your responses to these questions should be as follows: (1) the name of the Member whose question you
are addressing, (2) the complete fext of the question you are addressing in bold, and (3) your answer to that
question in plain text.

To facilitate the printing of the hearing record, please respond to these questions by the close of business
on Friday, March 14, 2014. Your responses should be e-mailed to the Legislative Clerk in Word format at
Nigk Abrahamy il.house.gov and mailed to Nick Abraharm, Legislative Clerk, Committee on Energy and
Commerce, 2125 Rayburn House Office Building, Washington, D.C, 205135,

Thank you again for your time and effort preparing and delivering testimony before the Subcommittes,
Sincerely,

-

hin Shimkus
hairman
Subcommittee on Environment and the Economy

ce: The Honorable Paul Tonko, Ranking Member,
Subcommittee on Environment and the Economy

Attachment
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SCHOOL OF LAW
THE UNIVERSITY OF TEXAS AT AUSTIN
727 East Dean Keeton Street » Austin, Texas 78705-3299 « (512) 232-1477 » Facsimile (512) 47]-6988

/ WENDY E. WAGNER

March 14, 2014

Nick Abraham

Legislative Clerk

Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, D.C. 20515

Dear Chairman Shimkus,
Thank you for your request for more information regarding S.1009. My answers to the questions

raised by the Honorable Henry A. Waxman are provided below. Please do not hesitate to let me
know if you have any further questions.

1. Given the requirements you have identified, do you expect EPA to take action to
assess or regulate any chemicals in the near future? Can you estimate how long you
think the delay could be before regulatory action would be taken under this bill?

Under S.1009, EPA’s regulation of chemicals could be even more sluggish than it is under
TSCA. The bill narrows the aperture for the scientific evidence the agency may consider to
justify regulation (see my written and oral testimony on the “Best Available Science” provision
at the Nov. 13, 2013 hearing), while at the same time establishing new hurdles for the agency in
demanding additional testing from manufacturers. See #6 below. The bill also imposes an
entirely new set of procedural requirements on the agency as a prerequisite to regulation. See #5
below. These cumulative impediments add to the high burden already required of the agency to
regulate chemicals under TSCA. If over the last thirty-five years, EPA has managed to regulate
only five existing chemicals, then one might expect still less progress under S.1009, equating to
perhaps to regulatory action on only about one existing chemical every ten years.

2. Does the bill provide resources to EPA to meet the procedural requirements you
identify?

No. To my knowledge, there is no provision in the bill for added resources to enable EPA to
implement the bill’s many added requirements.
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3. Would companies required to test chemicals under TSCA have a financial incentive
to challenge a testing requirement?

Companies will have a financial incentive to challenge EPA’s rules requiring more testing, even
in cases where the companies do not expect to prevail in court. Litigation-backed comments
appear to lead to the weakening of proposed rules, at least when the comments are submitted by
regulated industry. See, e.g., Wendy Wagner, Katherine Barnes, and Lisa Peters, Rulemaking in
the Shade: An Empirical Study of EPA's Air Toxic Emission Standards, 63 ADMINISTRATIVE
LAW REVIEW 99 (2011). Moreover, with respect to litigation, a simple, rational actor model
predicts that a company will invest as much in litigating an EPA regulation as it expects to derive
in profits as a result of the added delay of regulation. If litigation delays EPA’s regulation by
five years, for example, then a company may find it beneficial to challenge that rule if the cost of
the litigation is less than the financial gains (e.g., interest from forgone testing, delay in
regulatory restrictions) that it expects to recoup as a result of the delay. See, e.g., Gordon C.
Rausser et al., Information Asymmetries, Uncertainties, and Cleanup Delays at Superfund Sites,
35 J.ENVTL. ECON. & MGMT. 48, 49 (1998) (arguing that potentially responsible parties at
Superfund sites may use their asymmetric information regarding their contributions to a site to
delay EPA investigation and cleanup because delay brings great cost savings); Sidney A. Shapiro
& Thomas O. McGearity, Not So Paradoxical: The Rationale for Technology-Based Regulation,
1991 DUKE L.J. 729, 737-39 (making the case for how increased profits resulting from delay in
regulation make it profitable in many cases for industry to judicially challenge regulatory
requirements, regardless of the expected outcome on the merits).

Past experience also reveals that in many cases litigation against the agency is not brought by a
single company but instead by trade associations on behalf of many members. To the extent this
pooling of resources occurs for litigation, the company’s individual financial benefits from
litigation will be much lower to justify a rational investment in litigation. This financial
calculation, moreover, brackets the possibility that the litigation might yield favorable precedent
for the companies that could have positive spillover effects for other features of their businesses.

4. Is this type of scientific determination well suited to court review?

No -~ judicial review of EPA’s decisions to demand more testing or to regulate existing
chemicals are not well suited to judicial review. The courts have struggled over the last three
decades to identify the appropriate level of deference to afford agency scientific and technical
choices, and their decisions have varied widely in the level of deference they afford to the
agencies. See, e.g., Howard A. Latin, The Feasibility of Occupational Health Standards: An
Essay on Legal Decisionmaking Under Uncertainty, 78 Nw. U. L, Rev. 583, 583 (1983) (arguing
that courts lack adequate conceptual framework for dealing with factual uncertainties); Richard
J. Pierce, Jr., Two Problems in Administrative Law: Political Polarity on the District of
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Columbia Circuit and Judicial Deterrence of Agency Rulemaking, 1988 DUKE L.J. 300, 311
(arguing that courts often require “that agencies ‘find” unfindable facts and support those
findings with unattainable evidence™). In fact, one of the most criticized cases from within this
larger set is the Fifth Circuit’s review of EPA’s effort to regulate asbestos under TSCA. See, e.g.,
Thomas O. McGarity, The Courts and the Ossification of Rulemaking: A Response to Professor
Seidenfeld, 75 TEX. L. REV. 525, 548 (1997) (“In the six years that have passed since the
Corrosion Proof Fittings opinion, the EPA has not initiated a single action under section 6 of
TSCA....”). The courts’ approach to the judicial review of science has also led to various
perverse incentives for agencies to be even less transparent in their rulemakings. See, e.g.,
Wendy Wagner, The Science Charade in Toxic Risk Regulation, 95 CoLUMBIA L. REV. 1613
(1995). Since the standard for judicial review under S. 1009 is the higher “substantial evidence”
standard, moreover, EPA may face a less deferential judicial panel in the courts’ review of its
interpretation as compared to the “arbitrary and capricious” standard of the Administrative
Procedure Act (APA).

5. What other scientific determinations would the bill make judicially reviewable, and
do you have concerns about the ability of courts to effectively review those
decisions?

S. 1009 imposes a number of science-intensive methodological and procedural requirements on
EPA, including: 1) development of a “structured evaluative framework” before initiating its
chemical oversight work; 2) publication of criteria for evaluating all data and information on
which it relies to make any decision; 3) establishing a risk-based screening process for
designating chemicals high or low priority for review; 4) development of a strategic plan to
promote the development and implementation of alternative test methods and to promote non-
animal tests; and 5) promulgation of procedural rules governing safety assessments EPA will
conduct for each “high priority” chemical.

Some of these steps appear to be judicially reviewable — for example, the promulgation of
procedural rules governing safety assessments — and other steps might be insulated from judicial
review, particularly in cases when the agency does not promulgate a final rule. Yet the bill is
ambiguous about which steps are judicially reviewable and which are not (see, e.g., S. 1009 §
6(b)(6)(B)). This ambiguity, in and of itself, is thus likely to lead to additional litigation over
which regulatory products can ultimately be challenged in court. In addition and discussed in #4,
the challenge that courts face in reviewing science-intensive rules is well-established in the
literature.
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6. Given the instruction to use the best available science, do you think it will be
difficult for EPA to effectively demonstrate that additional data is needed?

Under S. 1009, EPA must establish the need for data as a condition for demanding more testing.
Manufacturers could attempt to argue in opposing such a demand that EPA lacks a legal basis for
requesting new data since the “best available evidence” is good enough for purposes of
regulation. Hopefully such a circular and counterproductive reading of the bill will not prevail in
court, but there is no guarantee in this regard.

It is also difficult to imagine how EPA will justify the need for new testing when it is not clear,
absent that testing, what the new information will reveal. Regardless, the requisite showing of
need threatens to impose an added evidentiary burden, and a potentially heavy one, on EPA
before it can collect additional data from manufacturers. Already the Section 4 requirements of
TSCA have led to a Catch 22 since EPA must establish that the chemical “may present an
unreasonable risk of injury to health or the environment” as a prerequisite to requiring more
testing, even for chemicals for which nothing is known. See, e.g., Mary L. Lyndon, Information
Economics and Chemical Toxicity: Designing Laws to Produce and Use Data, 87 MiCH. L. REV.
1795, 1799 (1989). As a result of this burden, EPA has issued only 200 test rules over thirty
years (there are roughly 80,000 existing chemicals in the inventory). By imposing possibly an
even heavier evidentiary burden on the agency to acquire added testing under S. 1009, one could
expect EPA to be still less successful in acquiring information upon which to base its regulatory
decisions.

Respectfuily,

Wendy E. Wagner
Joe A. Worsham Centennial Professor

wwagner@law.utexas.edu
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