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S. 746, THE REGULATORY IMPROVEMENT ACT
OF 1999

WEDNESDAY, APRIL 21, 1999

U.S. SENATE,
COMMITTEE ON GOVERNMENTAL AFFAIRS,
Washington, DC.

The Committee met, pursuant to notice, at 9:35 a.m., in room
SD-342, Dirksen Senate Office Building, Hon. Fred Thompson,
Chairman of the Committee, presiding.

Present: Senators Thompson, Voinovich, Lieberman, Levin, Dur-
bin, and Edwards.

OPENING STATEMENT OF CHAIRMAN THOMPSON

Chairman THOMPSON. Good morning. Let us come to order,
please. The Committee will consider the Regulatory Improvement
Act of 1999, S. 746, which Senator Levin and I introduced in March
with 15 of our colleagues.

We began our work on this legislation in the last Congress and
S. 746 reflects changes that we made in negotiations with the
White House. We are pleased that the administration has said the
President would sign this proposal. We want to bring much needed
improvement to the Federal regulatory system.

We believe that the American people deserve better results from
the vast resources and the time that is spent on regulation. We
support sensible regulations that help ensure a cleaner environ-
ment, safe food, safe workplaces, and reliable economic markets.
Some continue to make increasingly isolated claims that the Regu-
latory Improvement Act would block or undermine important safe-
guards. We disagree with that. We want to make some common
sense changes that will benefit all.

There is compelling evidence that our current rulemaking system
is missing opportunities to deliver greater benefits at less cost. In-
effective and wasteful regulations erode the public’s confidence in
government and they undermine important programs that the pub-
lic values. We have to regulate smarter.

This legislation will lead agencies to carefully consider and dis-
close the benefits and costs of different regulatory alternatives and
seek out the smartest and most flexible solutions. It will help the
Federal Government set smarter priorities to better focus money
and other resources on the most serious problems. It will add
transparency and accountability to the current regulatory process
iand help expedite important safeguards to reduce risk and save
ives.

(D
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We have a fine lineup of witnesses from government, the private
sector, public interest groups, and academia to provide input into
the bill. I want to welcome them all and I look forward to hearing
their views.

Before I call my first witness, I will recognize Senator Lieberman
and other Members of the Committee who may be present for any
opening comments. Senator Lieberman.

OPENING STATEMENT OF SENATOR LIEBERMAN

Senator LIEBERMAN. Thanks, Mr. Chairman. Let me say at the
outset how much I appreciate the efforts that you and Senator
Levin have made on this proposal over a long period of time. I rec-
ognize that this measure before us, S. 746, includes a number of
changes made in response to some of the concerns expressed about
the bill in the last session, and I thank you for that. Nevertheless,
I may be one of those who remain skeptical about the approach of
the legislation, for many of the reasons that I have expressed at
the earlier hearings.

I continue to worry about unintended consequences and unfor-
seen results. Trying to reform every type of regulation with a single
law still seems to me to pose too high a risk to the public’s health
and safety. As democratically elected representatives, I know we all
feel that we have an obligation to the people we serve to protect
them from harm. That means, among other things, maintaining a
strong defense, adequately staffing local police departments, but I
think it is also equally our responsibility to protect people from
breathing polluted air, drinking dirty water, eating contaminated
food, working under hazardous conditions, and falling prey to con-
sumer fraud.

There is a broad consensus in this country and in this Congress,
I believe, that transcends party lines, for an appropriately active
regulatory role for government. I think there is also a consensus
that we ought to be enacting these protections in an equitable, effi-
cient, and fact-based manner, in a manner that is open to as much
public understanding and participation as possible.

In other words, we all support in the broad sense regulatory re-
form, but the question is how do we achieve it, and to me, the best
way to achieve it is to target it statute by statute, not general and
across the board.

An example of what I would call effective regulatory reform is
the Safe Drinking Water Act Amendments that were enacted a few
years ago, including a very targeted series of reforms that dealt
with features unique to the problem of drinking water quality.
Similarly, the Food Quality Protection Act, which focused on re-
forming the pesticide regulatory program, was narrowly tailored.

In both instances, negotiations led to agreements intended to in-
crease future cost effectiveness while giving EPA the flexibility to
address the higher priority risks to the public. Both bills passed
the House and Senate by wide bipartisan margins.

Now, by comparison, let me offer an example of how I fear omni-
bus regulatory reform might affect regulation under individual
statutes, and I am going to use the program regulating toxic air
pollution under the Clean Air Act as an example. In 1990, when
we amended the Clean Air Act, we recognized that toxic air pollu-
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tion was not being adequately controlled. Literally thousands of
pollution sources were releasing chemicals into the air that were
known or suspected causes of cancer, birth defects, or other serious
health problems. Many of these pollution sources were without con-
trols, partly because it took too long for the agency to research and
analyze the risks, as was required by the law.

Instead, Congress decided that there was already sufficient evi-
dence of risk to justify regulating a list of particularly harmful
chemicals, to narrow the field of regulation in that way, and we in-
structed EPA to set basic standards based on existing technologies
Witliogt revisiting the questions of risk that Congress had already
settled.

So if this bill, S. 746, applied to the air toxics program, I worry
that EPA could be required to delay issuing standards for these
toxic chemicals until the agency conducted extensive risk assess-
ment for each standard, which was not the intention when we
adopted the law. I know some of the witnesses today will discuss
other examples of areas where S. 746 would affect regulation in
ways that are probably not intended or may not be anticipated.

As troubled as I am about these examples, I am equally con-
cerned about the ones that we are not going to hear about today
and cannot foresee because this will have such a broad impact
across all of our laws and regulations. I think it might be interest-
ing to see a law-by-law survey showing how S. 746 would affect in-
dividual programs that now exist, whether at EPA or the Nuclear
Regulatory Commission or the Food and Drug Administration, the
National Highway Traffic Safety Administration, the Federal Avia-
tion Administration, or any other agency.

We have already, in fact, enacted a number of regulatory reforms
beyond those targeted statutes in recent years, and, as I have said
before, I prefer to give those some more time and to have us evalu-
ate how they are affecting environmental protection, consumer pro-
tection, and worker safety, for instance, until we go further.

These are the questions that leave me skeptical about the pro-
posal, though I know it is well intended, and I look forward to the
testimony today and to working with my colleagues on this Com-
mittee in pursuing the goal of fair and effective regulatory reform
that I know we all share. I thank you.

Chairman THOMPSON. Thank you very much. Senator Voinovich.

OPENING STATEMENT OF SENATOR VOINOVICH

Senator VOINOVICH. Mr. Chairman, I am pleased that we are
here today conducting this hearing on a very important issue of
regulatory reform.

As you know, I testified before this Committee last year as a gov-
ernor in support of the Regulatory Improvement Act. When I was
Chairman of the National Governors’ Association, I worked with
the State and Local Government Coalition to make this bill one of
our top priorities. That is an organization better known as the “Big
7.” As a matter of fact, I spent over 40 hours in the last session
trying to lobby this bill through this very Committee.

Fundamentally, what this legislation does is it says that we need
to do risk assessment, cost-benefit analysis, objective standards
that would be set for various agencies by OMB and the President’s
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Scientific Council. It would allow for peer review of that. It would
look at alternatives to regulations that are being contemplated and
it would finally provide an opportunity to file a lawsuit if an agen-
cy did something that was capricious and arbitrary—reasonable
things that I think ought to be applied to all of our regulatory
agencies.

One of the things that I was impressed with last year is how this
Committee worked on a bipartisan basis to put this bill together
and also with the White House to try and make it something that
would be acceptable to the various groups that were concerned
about this legislation. So this is an opportunity to take something
that has really been debated and talked about and get it done this
session. Again, I want to commend Senator Levin and our Chair-
man for the good job that they have done.

I also want to extend a warm welcome to a gentleman who was
my mayor while I lived in the governor’s residence in Columbus,
Mayor Greg Lashutka. Mayor Lashutka was a leader in the un-
funded mandates debate and is a strong proponent of the use of
risk assessment and cost-benefit analysis.

Like Mayor Lashutka, I am a public servant who cares deeply
about the needs of our environment and the health and well-being
of our citizens. However, I am also concerned about the unneces-
sary and burdensome costs that are imposed on our citizens and
State and local governments through Federal laws and regulations.
As the lead governor on federalism for the National Governors’ As-
sociation, I worked with the State and Local Government Coalition
to help push the unfunded mandates relief legislation through and
the Sage Drinking Water Act Amendments of 1996.

Much of the initial research showing regulatory cost on State and
local governments was started in Ohio and Mayor Lashutka was
one of the leading advocates of both pieces of legislation, as mayor
and president of the National League of Cities.

These statutes set key precedents for the reforms that are envi-
sioned in the Regulatory Improvement Act, as they made govern-
ment more accountable based on awareness of risk, cost, and bene-
fits. I would just like to remind the Members of the Committee,
when we passed the amendments to the Safe Drinking Water Act,
there were a lot of environmentalists and others that were opposed
to it and we worked with those organizations and I will never for-
get being at the White House when the President signed that piece
of legislation. It was that same kind of openness and working to-
gether that caused us to be successful with that and I am hopeful
that same attitude will prevail with this legislation today.

I am not going to go into all the details about the costs that are
involved in businesses and others complying with regulations, but
I would like to say that, so often Congress fails to realize how
much these regulations cost State and local government, our part-
ners. As a former mayor and governor, I did not mind regulations,
but I did mind regulations that when you looked at them and you
looked at the costs involved and realized that the benefits that de-
rived were not analyzed or looked at from a cost-benefit point of
view, it was very frustrating.

So, Mr. Chairman, I am hopeful that we can get this legislation
on the floor as soon as possible and that we can work with other
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Members of this Committee that may have some reservations to
see if we cannot answer their concerns and others that will be tes-
tifying before us. Thank you.

PREPARED STATEMENT OF SENATOR VOINOVICH

Mr. Chairman, I am pleased that you are conducting this hearing on this very
important issue of regulatory reform. As you know, I testified before this Committee
last year as a governor in support of the Regulatory Improvement Act. When I was
Chairman of the National Governors’ Association, I worked with the State and local
government coalition to make this bill one of our top priorities. I am pleased to join
you now as an original cosponsor of this important legislation.

I commend you and Senator Levin for your bipartisan work to enable Federal reg-
ulators to do a better job of protecting public health, safety and the environment.

I want to extend a warm welcome to a gentleman who was my mayor while I lived
in the governor’s residence in Columbus, Mayor Greg Lashutka. Mayor Lashutka
was a leader in the unfunded mandates debate and is a strong proponent for the
use of risk assessment and cost-benefit analysis.

Like Mayor Lashutka, I am a public servant who cares deeply about the needs
of our environment and the health and well-being of our citizens. However, I am
also concerned about the unnecessary and burdensome costs that are imposed on
our citizens and State and local governments through Federal laws and regulations.

As the lead governor on Federalism for the National Governors’ Association, I
worked with the State and local government coalition to help push the Unfunded
Mandates Reform Act (UMRA) and the Safe Drinking Water Act Amendments of
1996. Much of the initial research showing regulatory cost on State and local gov-
ernments was started in Ohio. Mayor Lashutka was one of the leading advocates
of both pieces of legislation as a mayor and president of the National League of Cit-
ies.

These statutes set key precedents for the reforms that are envisioned in the Regu-
latory Improvement Act, as they made government more accountable based on
awareness of risk, cost, and benefits.

However, UMRA and the drinking water amendments have had limited applica-
tions. The Regulatory Improvement Act is needed to provide across-the-board cost-
benefit analysis and risk assessment procedures at all Federal agencies, including
independent agencies. I think it is time that we make Federal agencies—not just
Congress—accountable for the decisions they make.

As a Nation, we spend vast sums of regulations. A report commissioned by the
U.S. Small Business Administration estimates that regulations will cost the econ-
ﬁnﬁi about $709 billion in 1999—more than $7,000 for the average American house-

old.

Unfortunately, this burden on consumers and American businesses has not al-
ways resulted in maximum health or environmental protection. At times, it has di-
verted scarce resources that could be used for other priorities such as education,
crime prevention and more effective protection of health and the environment.

The challenge facing public officials today is determining how best to protect the
health of our citizens and our environment with limited resources. We need to do
a much better job ensuring that regulations’ costs bear a reasonable relationship
with their benefits, and we need to do a better job of setting priorities and spending
our resources wisely.

I think S. 746 will help achieve these goals by increasing the public’s knowledge
of how and why agencies make major rules. I also believe that this bill increases
government accountability to the people it serves and will improve the quality of
government decision-making by allowing the government to set priorities and focus
on the worst risks first.

Mr. Chairman, I look forward to today’s testimony.

Chairman THOMPSON. Thank you very much. Senator Levin.

OPENING STATEMENT OF SENATOR LEVIN

Senator LEVIN. Mr. Chairman, I want to thank you for calling
the hearing, for your cosponsorship of this legislation, for sustain-
ing the level of effort that is going to be necessary to see that this
legislation becomes law. This task may be a Herculean one. I just
hope it is not a Sisyphean one.



6

I came to the Senate because I believe that government can
make a difference in people’s lives, and I also know that govern-
ment can waste money on a good cause, and when we do so, we
jeopardize support for government acting to achieve the essential
goals of public health, safety, and a clean environment. If we can
do more with the resources that we have, or if we can spend less
to achieve the protections that we want, we are wasting our money
if we do not do that.

If we can choose between protecting 5,000 people for a cost of
$100 million or 10,000 people for a cost of $110 million, I want to
know about that choice. If it costs five times more to protect twice
as many people, I want to know that, too. If we do not set up the
systems so that we know what the choices and trade-offs are, then
we are just being ostrich-like and putting our heads in the sand.

This bill is about information—information which we can use to
judge the work that our government is doing to determine what the
best methods are for achieving our goals. This bill directs agencies
to consider all of our values, those that can be quantified and those
that cannot be quantified. It directs agencies to learn about things,
to get certain information. It does not tell the agencies when to reg-
ulate, what to regulate, or how to regulate. It just gives the infor-
mation to agencies so that they can regulate wisely and it gives the
public information that it can use to assess the agency’s decision.

It is one thing to argue against a regulatory reform bill because
of the concern that a bill that looks pretty good today may be modi-
fied in the legislative process to be unacceptable tomorrow, and I
can understand that argument and I am very well aware of that
concern. But it is another thing to argue that people should not
know the costs and benefits of major Federal regulations. We
should not be afraid of knowing what we are doing when we are
regulating.

I have read the testimony of the opponents of the legislation and
I must say that they are often describing a bill that I do not recog-
nize and they are defending a cause which I do not support. The
cause that I am referring to is not the cause of a cleaner environ-
ment or a safer workplace. Those are causes I do support, and
strongly so. But the cause that they are too often defending and the
cause that I do not support is choosing not to know the con-
sequences of our actions as a government.

This bill has broad bipartisan support, including the support of
the Democratic leader, Senator Daschle. It also, obviously, has op-
position. The President has agreed to sign this bill if it comes to
him in its current form, and I would ask, Mr. Chairman, if it al-
ready has not been done, that a statement of Jack Lew, the Direc-
tor of the Office of Management and Budget, that says that if S.
746 emerges from the Senate and House as you now propose, the
President would sign it, be inserted in the record.l

Chairman THOMPSON. Without objection.

Also, Mr. Chairman, I would ask, if it has not already been in-
serted in the record, that the statement of the General Accounting

1The prepared statement of Jacob J. Lew, Director, Office of Management and Budget, ap-
pears in the Appendix on page 59.
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Office on this bill be inserted in the record, and I would just simply
read one paragraph on page 8.1

“S. 746 contains a number of provisions designed to improve reg-
ulatory management. These provisions strive to make the regu-
latory process more intelligible and accessible to the public, more
effective, and better managed.” The GAO concludes that paragraph
by saying, “Passage of S. 746 would provide a statutory foundation
for such principles as openness, accountability, and sound science
in rulemaking.”

Chairman THOMPSON. It will be made part of the record, without
objection.

Senator LEVIN. Finally, Mr. Chairman, we all want an effective
government that protects public health, welfare, and the environ-
ment. We all want our government to achieve those goals in the
most sensible and efficient way possible. We all want to do the best
that we can with what we have and to do more good at less cost,
if possible. That is the intention of this bill and I believe that this
bill will help us achieve that.

Thank you, and I also want to thank Senator Voinovich, who,
when he was a governor testified here was so effectively on this
legislation last year.

Chairman THOMPSON. Thank you very much. Senator Durbin.

OPENING STATEMENT OF SENATOR DURBIN

Senator DURBIN. Thanks very much, Mr. Chairman. I suspect I
am a minority on this panel, but I have serious problems with this
legislation, as I did when we last considered it. I agree that we
need regulatory reform. We need to make every effort to reduce bu-
reaucracy and red tape and litigation. But I do not agree that a
child’s health can be measured in dollars or that public safety
should take a back seat to a marathon of bureaucratic haggling. I
am fearful that this bill would slow down the regulatory process by
imposing new responsibilities on Federal agencies for net cost-bene-
fit determination, risk assessment, and peer review.

If you take a look at the track record of this Federal Government
in responding to national crises, it really suggests that we are not
quick to respond in the time when most Americans think we would.
In 1993, the E. Coli outbreak really signaled that our food safety
inspection process needed to be looked at and brought up to date.
Well, it took us over 3 years to get started and to implement the
HACCP process, and, frankly, it will not be operational until the
year 2000. So this is a process that is already slow and will be
made even slower if this legislation passes.

Look at the OSHA situation. OSHA is an agency which is sup-
posed to protect the health and safety of workers. It takes 10 years,
on average, to issue a worker health and safety protective stand-
ard. This bill will make it longer. It took the EPA 10 years to issue
a clean water rule. This bill will make it longer.

When you look at all these, you have to stop and ask whether
or not we are prepared to put the people in place at these agencies
to implement this bill, and the honest answer is we are not. In this

1The prepared statement of the General Accounting Office on S. 746 appears in the Appendix
on page 71.
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same building, a budget resolution is talking about cuts of up to
12 percent in terms of the budgets of some of these agencies. This
bill will impose new standards, new responsibilities on these agen-
cies without even a hint that we are going to provide the personnel
so that they can keep up with these new requirements.

The people on the other side, in the private sector, will be mak-
ing their investment in their attorneys and researchers and sci-
entists. We will not make the investment on the government side
to protect public health. We will impose new responsibilities and
mandates on these agencies before they can issue regulations for
health and safety, and yet we will not provide them the people to
implement those mandates. So there will be fewer people involved
in inspection, and fewer people involved in implementation.

The net result, of course, the American consumers and families
are the losers. We might have a good idea about how to protect
them, but we have to clear all the new hurdles in this bill and we
?0 not have the people to do it. That, I am afraid, is the bottom
ine.

As it is currently written, this bill will result in more bureauc-
racy, more red tape, and more delay. Congress does not and should
not have to choose between business and consumers. There has to
be a sensible approach that can protect both interests.

Thank you, Mr. Chairman.

Chairman THOMPSON. Thank you very much.

I would like to recognize our first panel. We are pleased to have
today with us, as Senator Voinovich indicated, the Hon. Gregory
Lashutka, Mayor of the City of Columbus, Ohio.

We also have Robbie Roberts, the Executive Director of the Envi-
ronmental Council of States, and Scott Holman, the Chairman of
the Regulatory Affairs Committee of the U.S. Chamber of Com-
merce.

Thank you for being with us here today. Mayor, do you have a
comment that you would like to make?

TESTIMONY OF HON. GREGORY S. LASHUTKA,! MAYOR, CITY
OF COLUMBUS, OHIO

Mr. LASHUTKA. I do, Mr. Chairman. Thank you very much to the
Members of this Committee and particularly warm greetings to my
Senator, Senator Voinovich. I do appreciate the opportunity to pro-
vide testimony today on the Regulatory Improvement Act, S. 746.

I do want to echo the comments of others commending you, Mr.
Chairman, and Senator Levin, particularly, on your expertise and
commitment in making the regulatory process, in fact, more ac-
countable to the people of this country.

As you may be aware, our city has looked at this issue for a num-
ber of years and we have been stressing the need for Federal proce-
dures to reduce the very unintended consequences that Senator
Lieberman had alluded to. Those unintended consequences are a
result of mandates and regulations on significant occasions that af-
fect our Nation’s cities and towns.

Not only have I weighed in on behalf of our citizens on regu-
latory reform, but today I am appearing and testifying on behalf

1The prepared statement of Mr. Lashutka appears in the Appendix on page 80.



9

of the National League of Cities. The National League of Cities is
the largest and the oldest organization representing cities from the
East and West Coast and North and South, citizens that live in
each of your States, from the largest to smallest. We are proud of
our two past presidents—who are now in the Senate—including
Senator George Voinovich and Senator Dick Lugar from Indiana.

Our organization represents 135,000 cities and towns across the
country. Significantly, over 75 percent of those are from the small-
est cities, with populations less than 50,000, cities reflected in your
State, Mr. Chairman, Tennessee, and all the States represented by
this Senate.

We strongly, as an organization—the National League of Cities—
support the Regulatory Improvement Act of 1999. We are not
alone. All the lead organizations representing the Nation’s local
governments, known as the “Big 7,” are in support of passing this
legislative and regulatory goal that will benefit the States and local
government and most particularly their constituents. I am pleased
that a letter should be forthcoming to you later today,! Mr. Chair-
man, from all those State and local government associations,
known as the “Big 7,” supporting this legislation. Passage of this
bill is part of the federalism partnership agenda of the “Big 7.”

The “Big 7” is also pleased to work with you and Senator Levin
and Members of this Committee for the passage of the Regulatory
Right-To-Know Act, S. 59, as well as the preemption bill that we
are currently drafting. The “Big 7” believes these bills are a signifi-
cant legislative package in their entirety to clarify the intent of
Federal regulation and legislation. While this will allow further
input from those of us who really have the main responsibility in
implementing that, State and local government, we applaud your
distinctive leadership on this issue.

While the Unfunded Mandates Relief Act of 1995 had a very
positive impact on the shift of burden of cost on State and local
government, it only addressed the legislative process. It does not
address Federal regulations. S. 746 will enclose the gap that is left
open that allows costly regulation on cities by providing for better
consultation with State and local government for risk assessment
and cost-benefit analysis of the legislation that would be proposed.

It is imperative that all levels of government work together to
deliver the most efficient services to constituents that are both of
ours, Federal, State, and local. Our constituents expect no less than
the Federal, State, and local government to work together, provid-
ing effective service. And the most effective way for us to deliver
those services is for each level of government to stay within its
most effective and efficient roles.

These lines are becoming more and more obscure as the Federal
Government continues to regulate various sectors in our local com-
munities, too often without consideration of the very impact that
is a concern by both sides on this issue. Gaining an equal voice
through this legislation in the regulatory process will allow cities
and towns to demonstrate the impacts before it is too late. We

1The letter from the “Big 7,” dated April 21, 1999, to Senator Thompson appears in the Ap-
pendix on page 238.
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must balance health, safety, and economic needs and wants of our
citizens.

Here is the core problem in my opinion. Each Washington bu-
reaucracy, or sometimes even a Congressional committee, views
each of our cities through a soda straw on the given issue at hand
for that day. It is only one look at one point in time on one issue.

For example, we promote regulations on underground storage
tanks, and that is one set of legitimate issues, and yet we may or
may not correlate, and quite often does not, with our stormwater
runoff or how we are pursuing the issue on drinking water that
was raised earlier or other environmental issues that are of equal
concern to our citizens. But we are forced on a local level to triage
the most important. The Federal Government wants us to address
all of those, quite often at the same time.

We are a microcosm that interacts, a living, breathing, dynamic
region and not just a government, but we have to deal with busi-
nesses, large and small, not-for-profit organizations, and neighbor-
hoods, all who have some dynamic with us. We look to our busi-
nesses, the economic energy and revenues, to provide basic serv-
ices, and all the mandates have an impact, good or bad, upon us.
Sometimes they, in fact, do have a rational scientific basis. At other
times, they do not.

The problem, again, as I mention, is tunnel vision. Each regula-
tion may take a few pages in the Federal Register, but I would sug-
gest to you as we were successful in passing the Unfunded Man-
dates Relief Act that the pile of regulations our city had affected
is taller than you, Senator, taller than the rest of the Senators on
your Committee, and taller than myself on an annual basis and we
are responsible for reviewing those, as are others.

This past year, our cities and towns have seen regulations that
preempt our cities and towns in decision making on authority on
local issues and regulations and those cost us millions of dollars.
An example, our Occupational Health and Safety Administration
mandated cities who were in OSHA State plans would have to do
the following manning standards to respond to interior structural
fires, a legitimate cause, but our cities and towns support those ef-
forts and regulations and the need for greater health, safety, and
environment. But this regulation was implemented at a period
when fire is at a historical low.

I have other testimony, but I notice the red light is on and I
would be more than happy to tender that to the written testimony
if you like, Mr. Chairman.

Chairman THOMPSON. All written statements will be made a part
of the record. Thank you very much.

Mr. Roberts.

TESTIMONY OF ROBERT E. ROBERTS,! EXECUTIVE DIRECTOR,
ENVIRONMENTAL COUNCIL OF STATES

Mr. ROBERTS. Mr. Chairman, Members of the Committee, thank
you for the opportunity to appear before you this morning regard-
ing the Regulatory Improvement Act of 1999.

1The prepared statement of Mr. Roberts appears in the Appendix on page 88.
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My name is Robbie Roberts. I am the Executive Director of the
Environmental Council of States. The Environmental Council of
States is the national nonpartisan, nonprofit association of State
and territorial environmental commissioners. Each State and terri-
tory has some agency, called different things in different States
and located in different places in different State Governments, that
corresponds to the U.S. Environmental Protection Agency. Our
members are the States and territories and the people with whom
we work are the officials who manage the environmental agencies
in the States and territories. Currently, 52 of the 55 States and ter-
ritories are members of the Environmental Council of States.

We are delighted to join with our friends and colleagues in the
National Governors’ Association, the Council of State Governments,
the National Conference of State Legislatures, the National Asso-
ciation of Counties, the U.S. Conference of Mayors, and the Na-
tional League of Cities to support this legislation.

Robert W. Varney is the Commissioner of the New Hampshire
Department of Environmental Services. He is our current Presi-
dent. He signed the letter which has been provided to the Commit-
tee already. He regrets he could not be with you today but asks
that I formally present that letter, which I have done.!

Let me read one paragraph from Commissioner Varney’s letter
that I think captures the central issues in this legislation. “We sup-
port consideration of cost-benefit analysis because to do otherwise
is to risk misapplication of limited resources. We support risk anal-
ysis because to do otherwise may be to attack the wrong problems.
Expanding the participation of State and local government officials
in the development of national environmental requirements can
only strengthen the final products.”

Mr. Chairman, the extent to which environmental protection is
performed not by the Federal Government but by the States and
local governments is not perhaps generally understood. Let me give
you four measures of the degree to which environmental respon-
sibilities have been shifted to the States.

First, approximately 75 percent of State environmental and natu-
ral resources spending is State funds, not Federal funds.

Second, approximately 78 percent of enforcement actions are
taken by State environmental officials, not by Federal environ-
mental officials.

Third, about 96 percent of the total environmental quality infor-
mation currently held in Federal databases was gathered by State
environmental officials, not by Federal environmental officials.

And fourth, of all the major environmental programs that were
designed to be delegated to the States, about 71 percent have been
delegated and are currently being administered by the States.

This is a success story. We have talked over the last few years
about devolution of responsibility to the States and much of that
devolution has taken place. As States have increased their capacity
and as environmental protection has become increasingly impor-
tant to the general public, more and more responsibilities have
been moved to the level of government best able to carry them

1The letter from Mr. Varney to Senator Thompson dated April 16, 1999, appears in the Ap-
pendix on page 240.
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out—State and local governments—which are best able because
they are closest to the problem, closest to the people who must
solve the problems, and closest to the communities that must live
with the solutions.

In this situation, it becomes increasingly important that taxpayer
resources be directed to the most important problems. Problems
sometimes seem to be infinite. Resources are finite. To help
prioritize problems and define where to apply limited resources,
new and innovative techniques are required. Risk analysis and
benefit cost analysis of proposed Federal rules and regulations can
improve our ability to spend taxpayers’ money wisely.

Finally, we support actions which make the Federal rulemaking
process easier to understand and easier to participate in. By mak-
ing more information available, all interested participants, includ-
ing State and local government officials, can help assure that rules
and regulations better meet the needs of the local area and of the
Nation.

Thank you, Mr. Chairman, for the opportunity to make this pres-
entation.

Chairman THOMPSON. Thank you very much. Mr. Holman.

Senator LEVIN. Could I just give a special welcome to Mr. Hol-
man, who comes from my home State of Michigan, an area of the
State where my great grandparents happened to come from, but
more important, he has been active in the small business commu-
nity, the education community, and I just want to give him a spe-
cial welcome.

TESTIMONY OF SCOTT L. HOLMAN,! CHAIRMAN, REGULATORY
AFFAIRS COMMITTEE, U.S. CHAMBER OF COMMERCE

Mr. HoLMAN. Thank you, Senator. Chairman Thompson, Rank-
ing Member Lieberman, and Members of the Committee on Gov-
ernmental Affairs, I am Scott Holman, owner and President of Bay
Cast, Incorporated, of Bay City, Michigan. My company is a small
manufacturer of large custom steel castings for the automotive tool-
ing, machine tool, steel mill, and construction industries.

I am a member of the U.S. Chamber of Commerce’s Board of Di-
rectors, Small Business Council, and Chairman of the Chamber’s
Regulatory Affairs Committee. I was a delegate to the 1995 White
House Conference on Small Business and served on the Michigan
Chair for both Regulatory and Taxation Committees.

I would like to thank you for the opportunity to testify on behalf
of the Chamber, of which more than 96 percent of the members are
small businesses, 71 percent of which have 10 or fewer employees.
Therefore, we are particularly cognizant of the problems of smaller
businesses.

Mr. Chairman, first, I would like to salute you and my Senator,
Mr. Levin, for your leadership in making the Federal regulatory
process more accountable and responsive to the regulated commu-
nity, which includes all Americans. The growing spirit of biparti-
sanship in Congress for improving the regulatory system is very
encouraging to me, along with the Regulatory Improvement Act,
the Mandates Information Act, the Regulatory Right-To-Know Act,

1The prepared statement of Mr. Holman appears in the Appendix on page 91.
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and the Small Business Paperwork Reduction Act, all examples of
both parties coming together to provide some common sense ration-
ality to the fragmented and overly complex regulatory system with
which small businesses must deal.

Government paperwork, red tape, and regulations are among the
greatest concerns facing small business owners today. The regu-
latory burdens imposed upon business in the United States are as-
tounding. Recent studies estimate that the compliance costs of Fed-
eral regulations are more than $700 billion annually and small
businesses bear much of this cost.

A 1995 study conducted by renowned economist Tom Hopkins
found that businesses with fewer than 20 employees have almost
twice the regulatory cost per employee than operations with 500 or
more employees. I, like other small businesses across our Nation,
find it frustrating that regulators cannot seem to figure out that
regulations and paperwork cost not only money but time spent in
figuring out how to comply.

For example, regulation relevant to just one of the many raw ma-
terials used in the metal casting industry deals with sand. Every
year, foundries use more than 100 million tons of this material. Ap-
proximately 90 to 95 percent of the foundry sand used is not toxic
when tested by the EPA required method. Five to 10 percent por-
tion of that sand fails to pass a toxicity test. It is easily identifiable
by a specific production process at the source. So the hazardous
portion could easily be disposed of differently than the non-hazard-
ous portion.

Unfortunately, the regulation does not allow us the flexibility to
do the sensible thing. In fact, an independent study conducted in
Wisconsin shows the used foundry sand to be less of a threat to the
human health than even natural background soils. This material is
a commodity that can be made available for reuse in numerous con-
struction related applications. Technology also exists to convert
foundry sand into glass or for roofing or for other materials.

Yet foundries across the Nation face tremendous hurdles in get-
ting approval for beneficial reuse of this byproduct from their proc-
esses. So foundries end up paying an ever-increasing disposal cost
for sand. The burdens imposed by these restrictions amount to sig-
nificant costs for small facilities, like mine. Disposal costs for these
and other reusable materials is approximately $500 million for the
industry, depending on the landfill tonnage and fees at the time.
This is too much to pay for materials that have been judged to be
cleaner than dirt.

It is sad and ironic that our society and small metal casters are
forced to pay a double cost because of excessive regulation. We lose
the opportunity to convert sand into useful economic items and we
must instead pay the high cost of needless disposal. So the sand
fills up valuable landfill space while it could have been recycled to
make new products. Is this environmentally friendly regulation?

So information is the power. This has never been as true as it
is in today’s information age. The Regulatory Improvement Act is
about ensuring a healthy exchange of information on government
decisions between people and their government. One of the found-
ing principles of our Nation was the ability of people to question
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their government. The Regulatory Improvement Act of 1999 pro-
vides power of the American people through greater information.

While not an expert theorist on risk analysis, I am a practicing
expert on cost-benefit analysis and risk assessment, as are most
surviving entrepreneurs. If I fail to set priorities based upon well-
grounded information, I risk not being able to make my payroll. If
I fail to make appropriate risk assessment, I can lose the order
that may keep my people working, or worse, maybe get the order
and place the whole operation at risk for our very survival. If I fail
to use well-founded plausible assumptions in the allocation of my
limited resources and commit capital in the wrong areas, I can get
into trouble. So I need that kind of information.

The burdens for small business go far beyond the direct cost of
compliance. Most of us cannot afford to have the full or even part-
time environmental staff in-house and therefore face escalating
costs of consultants and attorneys just to comprehend our obliga-
tions under the hailstorm of regulations. Are we going to tailor our
laws to the actual risks out there? Which regulations are justified,
those that make an appreciable difference in our health and quality
of life or those that force us to jump through new hoops and pile
up paper and consume capital and human resources with question-
able results?

S. 746 is a pragmatic and measured attempt to correct real flaws
in our system without giving up the protection that the public
wants. I, for one, do not want to poison my workers or my neigh-
bors or destroy the beauty of the community, but I have no interest
in paralyzing our regulatory system with hurdles and delays.

This legislation forces a degree of feet-on-the-ground accountabil-
ity through risk analysis, cost-benefit analysis, open communica-
tion, contextual comparison, and peer review. Ultimately, reason-
able people of good will can disagree on the details, but the over-
arching and powerful concept of this legislation must be given a
try.

The Committee deserves to be commended for its efforts to pro-
vide greater accountability and better decision making into the reg-
ulatory process and the Chamber appreciates the difficulty involved
in pursuing the reform. We encourage the Committee to continue
working toward reform this year so that these crucial reforms can
become law.

Again, thank you for this opportunity to testify at this time. I am
willing to answer any questions that you have, and Mr. Chairman,
I request that my full statement be submitted for the record.

Chairman THOMPSON. It will be made a part of the record.

Thank you very much for being here today, gentlemen, all of you.
It looks to me like in getting back into this again this year and
looking at the statements and so forth that, once again, we risk
those of us who are proponents of this legislation and those who
are opponents, some risk of talking past each other. Those who pro-
mote this legislation want better rules, and those who oppose want
to do nothing to make things less safe or less healthy, as if these
were two different positions.

I think the main point that I would like to make out of all of this
is that better rules will make for a safer environment. We live in
an age of regulation. Some people think the more regulation, the
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better. It is especially better if it is unquestioned and we set up a
regulatory that essentially does not have to give any reasons for
what they do. I disagree with that.

But the fundamental question is, what is most likely in the long
run to produce a safer environment, a healthier environment? Is it
one where the best science is used or not used? I mean, we worship
at the altar of science in this country and we have made tremen-
dous strides in our ability to do such things as risk analysis, for
example. Yet we have to ask ourselves the question, are we better
off if we avail ourselves of that or not? Are we likely to produce
a safer or healthier society by analyzing?

Those are the key words of this legislation, analysis, assessment,
balanced review, having experts look at it. Are we better off? Are
we going to be less healthy or less safe by having an assessment
of what we are doing, by having experts balance all views pre-
sented, looking at it?

We know that we are spending more money than we need to.
Every expert in the field will tell us that, billions and billions of
dollars. We know we do not always come up with the best regula-
tions. We know we do things sometimes that, contrary to the best
intentions, hurt people instead of helping people, whether you talk
about air bags or asbestos removal or drinking water standards
and so forth. Oftentimes, we know we do not have the right prior-
ities, that we are using limited resources in ways that somebody
thought was the best way to use it, but unquestioned, unaccount-
able, basically, not transparent.

So which is most likely to produce a safer, cleaner society, that
way or using scientific benefits that we have derived over the years
in the framework of analyzing it and assessing it and doing a bal-
anced review?

The irony of it to me is that when people talk about, well, it is
going to slow down the process and all the bad things about this
and so forth, is that under the President’s Executive Order, in most
cases, we are supposed to be doing these things anyway, cost-bene-
fit analysis and that sort of thing.

So we really are perpetrating a fraud when, on the one hand, we
say we are doing it while we know that, apparently, in many cases,
we are not doing it. We have it on paper because we give lip service
to the notion that these obvious things are true, and that is we are
better off if we bring some of these things to bear. We give lip serv-
ice to that. We put it in writing and we put it out there as a good
thing to do, apparently not thinking that it is going to slow down
the process, not thinking that it is going to produce a more dan-
gerous or less safe society. But then we want to be free to totally
ignore that.

It does not make sense to me. It looks to me like we are better
off in the long run to bring these other things to bear, and again,
as Senator Levin said, without even requiring—this is informa-
tional. This has to do with analysis of what we are doing and as-
sessing what we are doing, reviewing what we are doing. Is that
really going to produce a more dangerous society? Is that going to
make our children more susceptible to E. coli, by using the limited
resources that we have for things that will, with better informa-
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tion, be directed toward where the problem is and having someone
unaccountable essentially doing that?

Mayor and Mr. Roberts, you deal where the rubber meets the
road, and the mayors and States and so forth, as you point out, Mr.
Roberts, most of this is done at the State level. As Director of the
Environmental Council of the States, you represent the people who
do the environmental work there. You obviously have to be con-
cerned about the claim that what you are advocating here is going
to make a more dangerous society, you are somehow endangering
the health of the people that you represent. What is your response
to that?

Mr. ROBERTS. Mr. Chairman, I think it goes without saying that
no State environmental department sets out to endanger the health
of the people in the State. No administration, no governor is inter-
ested in anything remotely approaching that.

Our position has been that the more that rules are scientifically
based and cost based and the more we have tools to make those
kinds of decisions, the better we can target the limited resources
that are available, and resources are always going to be limited ir-
respective of what their total amount is. We can spend them more
intelligently on more pressing problems.

The more rules are easily understood, the more the public will
support them. The more people are involved in the making of the
rules, the more people will buy into the rules and support them.
So these seem to us to be two tools in a broad range of public par-
ticipation to make better, more targeted use of resources in dealing
with more pressing and immediate problems.

Chairman THOMPSON. Mayor Lashutka.

Mr. LASHUTKA. Mr. Chairman, Members of the Committee, the
question you raise is a legitimate one. Frankly, my colleagues
across the country, I think, are as environmentally sensitive as
anyone because their constituents understand that for the young
and the old and those of us in between, that in our cities if we do
not protect the environment and if we do not provide a quality of
life, people will leave. They have the idea of moving to other States
and other cities. We want to keep our businesses. We want to keep
a quality of life that is very important.

We have a choice of either complying with all of these regula-
tions and raising the cost of doing service, either as businesses or
taxes we impose upon our citizens, or stretching those dollars as
long as we can. Two examples might be helpful. I am afraid some-
times examples, though, polarize on both sides, so I do not mean
that. That is not intended.

But the unintended consequences that were a concern came from
a regulation in Columbus on a chemical for our water treatment
plant that, to the best of our knowledge, was used only for pine-
apples in Hawaii. We do have a very aggressive and growing agri-
cultural community that is part of central Ohio, but growing pine-
apples is not part of what we make in central Ohio as part of our
agricultural effort. And so those dollars could be better used
for

Chairman THOMPSON. Tell me exactly what you are talking
about here. What was the regulation and what was the——
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Mr. LASHUTKA. This has been cured subsequently, but it was
used roundly on the unfunded mandates legislation that talked
about the unintended consequences and the problems, but before
that was passed, we were required in our drinking water statutes
to test for a chemical that is only used for the growing of pine-
apples and that is primarily in Hawaii. That was not the intent.
I think good people tried to have a regulation, but it goes back to
the “soda straw” example.

On the flip side of it, we also saw a blip in our lead testing which
occurred randomly in the spring on water runoff. We have been
tested by both Ohio Environmental Protection Agency and the U.S.
Environmental Protection Agency, and the Senator now from Ohio
who was governor then and I talked about it, but the regulation
required us, because of the time frame, to send a notice to all water
users who provide water users in our city and the entire region. I
know I have a legitimate lead paint situation on the south side of
the city with older houses. The dollars used for that mailing, which
could have been mailed in a regular water and sewer payment, had
to be mailed separately because of the Federal regulation and we
could not until a year or two later have a reach in our stretch of
dollars for a legitimate effort in the south side housing effort on
our lead paint situation.

That tradeoff, we make every day, and we have to make those
and we are forced to. But we clearly think that this legislation, as
has been said by my friend, Mr. Roberts, will be more informa-
tional, provide a better result, and frankly, maybe in some occa-
sions, slowing it down is in everybody’s best interests. When we
need to move ahead, we are willing to do so in the interest of safety
of our people, just as those of the Federal Government.

Chairman THOMPSON. You say slowing it down might be in some
cases be in everybody’s best interest. What are you thinking about?
In what kind of situation?

Mr. LASHUTKA. Let me move away from the environmental side,
but recently, there was a regulation that came out of the Depart-
ment of Housing and Urban Development and the rule would have
granted HUD unilateral and unbridled and unchecked authority to
determine whether a city or a State could curb the efforts regard-
ing fair housing, both within and outside of our legal authority. It
was criticized roundly without any input meaningfully from those
of us at the State and local level.

I might give the good side of the story. It was reviewed after a
hue and cry came from those of us responsible and HUD retracted
that order, but if this legislation was in place, it would have com-
pelled that discussion before unintended consequences provided an
adverse result, another example of something that did not work but
was intended to be a good result. It just did not fit with the way
people are regulating in the real world.

Chairman THOMPSON. Thank you very much. Thank you, gentle-
men.

Senator Lieberman.

Senator LIEBERMAN. Thanks, Mr. Chairman. Thank you, gentle-
men, for your thoughtful testimony.

Let me go back, if I may, to the contrast I tried to draw in my
opening statement between the targeted regulatory reform that has
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been part of, for instance, the Safe Drinking Water Act Amend-
ments, and the broader regulatory reform that is involved in S.
746, about which, as I have said, I have concerns of what I have
called unintended consequences.

Let me ask you specifically to comment on the concern I ex-
pressed about the possible impact of this legislation if it were
adopted on those sections of the Clean Air Act Amendments of
1990 that control toxic air pollution. My concern is that this legisla-
tion, S. 746, would require risk assessments in this program, the
toxic air pollution program, where Congress decided in 1990 that
analysis of risk would no longer be required. What might poten-
tially happen here is that we would end up in a quagmire of delay
that Congress intended to avoid in 1990.

So my question is, to any of you or all of you, why does it make
sense for us now to make a decision that would alter the decision
we made in 1990, that the problem was so severe with this limited
number of chemicals that we did not need to wait for risk assess-
ments? For instance, we have not studied the circumstances involv-
ing the regulation of air toxics anymore in coming to the consider-
ation of this bill. So that is my concern. Why adopt a bill that
might well overturn a judgment that we made earlier, in 1990?
Does anybody want to take a shot at that? Mayor Lashutka.

Mr. LASHUTKA. Senator Lieberman, Members of the Committee,
I would like to, and this may not be totally on point but I think
it generally is in the ballpark.

Some years ago in this country, there was a huge concern that
landfills were a dramatic problem, a concern identified at the na-
tional level and one at the local level. In the six priorities of reduce,
reuse, recycle, there were landfills and waste energy as the next
two and then through a discussion, landfills dropped to No. 6 in
that priority.

In the meantime, our community under a prior mayor concluded
that landfills probably should not be the preferred choice because
they were tough to site, they had environmental problems, and we
were encouraged through policy then to pursue a waste-to-energy
plant, and we did, popular in Europe, growing in some discussion
in this country. At a cost of several hundreds of millions, we cre-
ated a cutting-edge facility. It had problems, but overall was per-
forming, the biggest recycler, I might say, in our area.

During my time as mayor, I inherited this facility, but a curious
thing happened. Landfills then moved back from No. 6 to No. 4 as
a preferred choice. Waste-to-energy plants, because of issues that
would be a concern on air pollutants, became less desirable, and we
were closely scrutinized, as every waste-to-energy plant all across
America.

And over the back of that, I had to appoint a board to a regional
authority that the governor and others in the legislature thought
was appropriate so we could regionalize our approach. That board
was faced, as we were as owners of the facility, with criminal sanc-
tions if we did not succumb to what was perceived as a threat by
Dioxin. After all, that was a challenge. Most of the people I ap-
pointed, who are good citizens, business people in our community,
people who are concerned about the environment, chose not to have
to go to jail to pursue this issue and it was settled.
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Oddly enough, without much discussion nationally, the issue of
Dioxin, which was going through some significant challenges on
peer review, dropped off the chart and was not the threat that it
was alleged to be at the time we had to face criminal sanctions in
keeping the plant open.

Consequently, it is closed. We are picking up off of our general
obligation debt the funding for the bond holders, and we still have
a AAA bond rating in spite of that, and the threat that was per-
ceived, without having appropriate peer review, went away. Some-
how, in our citizens’ confusion, this is a significant question. How
could all of this happen?

Now, if the threat was not legitimate at the beginning and it ul-
timately left with huge consequences, and luckily, we are a robust
city financially, we could endure it. But for other cities going
through similar consequences, these are back breakers, and par-
ticularly that 75 percent of our smaller cities who are dealing with
well intended consequences but they do not comport to the real
problems with cities.

I hope that is somewhat helpful to you as a legitimate problem
in our city.

Senator LIEBERMAN. Yes, I hear you. It is interesting, the re-
sponse. My concern is that in this case, there has been no similar
ch(ailnge of attitude or evidence regarding the air pollution stand-
ards.

Incidentally, I want to tell you that the robust nature of your
economy, I believe that my 11-year-old daughter takes partial cred-
it for because of her excessive purchases from the Limited Too.

Mr. LASHUTKA. The chairman of the Limited Too, all the stock-
holders, and I appreciate your daughter’s buying and we would en-
courage more, of course, in your discretion with you and your wife.

Senator LIEBERMAN. Thank you. I have another question, unless
either of you is eager to jump into that one.

Mr. Roberts, let me focus another example of my concern to you
because it involves State activities with regard to automobile tail-
pipe emissions and standards that some of your member States
have taken in trying to achieve cleaner ambient air. In establish-
ing, as you know, the ambient air quality standards, EPA con-
ducted fairly broad analysis of health benefits and risk reduction,
but in developing the automobile tailpipe regulations needed for
the States to achieve their ambient air quality standards, EPA
analyzed their effectiveness in meeting the standards but did not
repeat the analysis of health benefits and risk reduction.

So my question is whether you have considered whether S. 746
might cause delays in establishing tailpipe emissions standards by
requiring EPA to go back and reanalyze the underlying risks of vio-
1iting the ambient standards and the health benefits of achieving
them.

Mr. ROBERTS. Senator, we have not looked at an impact like you
describe on any existing program, and certainly I would never tell
you that there is no possibility of unintended consequences of any
legislation that might come out on this subject. In answer to your
ﬁrit question, we have not looked at the impact on the clean air,
either.

Senator LIEBERMAN. Right.
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Mr. ROBERTS. As I said before, I think our position is simply that
these are additional tools to be applied to help us spend limited re-
sources more effectively. I do not understand the bill to go back
and require relooking at prior decisions that have been made, but
I could be wrong in that interpretation.

My concern about a targeted change would be, as you know, the
great difficulty in considering the major environmental legislation
a piece at a time, as in the reauthorization process. That can be
very time consuming. To take that approach delays what we would
see as the benefits of this kind of an approach.

Senator LIEBERMAN. I wonder if I might ask you—if it is some-
thing that you can do without spending too much of your time—
if you might raise the question I raised with some of your member
States. I would appreciate hearing in writing what their reaction
is.

A final question, which goes to another example of the kinds of
concerns I have. Currently, EPA and OSHA do not conduct risk as-
sessments for right-to-know regulations, which, as you know, pro-
vide communities and workers just with information about toxic
chemicals and releases, and they have had a generally salutary ef-
fect. I think even the businesses involved have a pretty good feeling
about the effect now.

The community right-to-know law, for example, requires compa-
nies to let the surrounding community know the amount of certain
chemicals that are emitted from a facility. There is no requirement
that exposure data be collected. It is just informational, and the
hope is that you put people on notice and maybe, by the fact of dis-
closure, you encourage the source to reduce the emissions. But
there is no mandate in there.

So my question is why a risk assessment and cost-benefit analy-
sis should be required for a regulation like this one that does not
control toxic exposure but instead just mandates public informa-
tion. Any response?

Mr. ROBERTS. I think, Senator, the response to the requirement
to release the information has generally been what you alluded to,
and that is that the releases have been decreased——

Senator LIEBERMAN. Yes.

Mr. ROBERTS [continuing]. Simply because people did not nec-
essarily want to be branded, if that is the right word, with having
made those releases.

Senator LIEBERMAN. Right.

Mr. ROBERTS. And so in that instance where the requirement is
a public information requirement, it would seem to be having the
salutary effect that was desired, which was to reduce the releases
themselves.

Senator LIEBERMAN. It is, indeed, and my concern is that, not-
withstanding the general support for the law at this point, that S.
746 would subject it to regulatory review and risk assessment and
cost-benefit analysis that might delay or defer its effectiveness.

Mr. ROBERTS. I will ask those questions as you asked, Senator,
and will reply to you in writing.

Senator LIEBERMAN. Thank you very much. Thank you, Mr.
Chairman.

Chairman THOMPSON. Thank you very much. Senator Voinovich.
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Senator VOINOVICH. Mr. Chairman, first of all, I think that your
statement was well taken in that what we are talking about here
today is something that appeals to common sense, and that is that
if you are going to pass a rule or regulation, and we are talking
about rules and regulations that are over $100 million nationally,
that you ought to use risk assessment and cost-benefit analysis to
determine whether or not the regulation is, indeed, needed.

In addition, I think that people should be comfortable with the
fact that OMB and the Office of Science and Technology Policy
would be the organizations to establish the objective criteria by
which you go about making those decisions, which would, I think,
be very helpful to our various Federal agencies.

In addition, I think, in response to Senator Lieberman’s ques-
tions, S. 746 does not override statutory standards nor statutory
deadlines that are currently in effect today. So those are exempted
from this legislation.

It also does one other thing that I think is very important and
I think was part of the compromise that we put together last year
on this legislation, and that was that it exempts rules where the
agency finds for good cause for proceeding quickly without comply-
ing with S. 746. So there is a provision that says that here is some-
thing that is very important and for just cause, we are going to by-
pass S. 746 and get out there and take care of that situation.

In terms of the tailpipe issue that Senator Lieberman brought
up, it is very interesting. Ohio is one of the few States that have
instituted emissions testing, and as Mayor Lashutka knows, I
caught a great deal of hell from a lot of people for instituting it.
By the way, today, we have every area in the State but one that
complies with the current ambient air standards.

But one of the things is that a lot of groups raised the issue
about whether or not tailpipe emissions testing really does some-
thing to help the air. We went back to the EPA, and you know
something, they did not have the scientific data to prove that it did,
and so we got Congress to appropriate last year $350,000 to do a
study for the EPA to verify the fact that, indeed, this does make
a difference on the environment. So we are trying to get at stuff
that, from a common sense point of view, makes sense, and I would
have loved to have been able to say to them, hey, the science says
this really does work. They had not done that.

I would like to ask Mayor Lashutka, and this is a little off the
subject, but I am going to ask it anyhow because I wanted the
Chairman to include this in this bill and he is going to do it some
other way, you and the “Big 7” worked hard to ensure that Medic-
aid was covered by the Unfunded Mandates Reform Act of 1995,.
However, the Congressional Budget Office is misinterpreting the
mandates law in a way that takes most Medicaid mandates off the
table.

Chairman Thompson has led the charge to correct CBO’s inter-
pretation, and last year he introduced S. 2068, a bill that was co-
sponsored by Senator Glenn, my predecessor. This legislation made
it clear that cutting the Federal share of Medicaid and requiring
States to make up the difference is, indeed, an unfunded mandate.
I am working with Senator Thompson to reintroduce this bill in the
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106th Congress and I would like to know, does the “Big 7” have
a position in regard to this legislation?

Mr. LASHUTKA. Yes. Mr. Chairman, Senator Voinovich, I believe
the position is in support of that bill. That legislation is consistent
with the spirit of the debate that took place in the unfunded man-
dates legislation that was successful again in 1995 and we think
that amendment will be helpful to States and local government.

Senator VOINOVICH. Thank you.

Mr. Roberts, some argue that Federal agencies are already re-
quired to conduct risk assessment and cost-benefit analysis under
Executive Order 12866. If they are required to do so, why is this
legislation needed?

Mr. ROBERTS. Senator, we are not certain that those analyses
have always been done as they were required to be done. This
would strengthen the requirement that such analysis be done be-
fore the rule is finalized. It would institutionalize a way in which
State and local government officials might be able to participate in
that process before it was complete and we would regard both of
those as advantageous to those agencies that are carrying them out
on a day-to-day basis.

Senator VOINOVICH. I think one of the things that all of us are
concerned about in terms of rules and regulations, also, are that
dollars be spent that really make a difference in terms of the envi-
ronment, and I think that, getting back to my example about tail-
pipe emissions and the inconvenience and the cost of it, it is nice
to know that, whether you are a businessman or a governmental
agency, that the costs that are incurred as a result of what you are
being asked to do really do make a difference. That makes it a
whole lot easier.

In addition, I think that from a point of view of public safety or
environment, with dollars that are limited, you want to make sure
that when you do spend those dollars, you are spending them on
those things that are really going to make a difference and not put
them on something that may be the flavor of the month and you
get into it and you get back later and realize that you have in-
vested the money and you are not getting your return on it, where-
as you could be spending that money on something else and really
making a difference in terms of public safety or the environment
or public health.

Mr. Chairman, I am finished.

Chairman THOMPSON. Thank you very much. Senator Levin.

Senator LEVIN. Thank you, Mr. Chairman.

Senator Voinovich raises a specific issue which actually had an
application in Michigan on the tailpipe emissions. Ours was very
similar and it illustrates what this bill is really all about.

On the west side of our State, we had three counties that were
required to go through testing of each automobile, take certain ac-
tion on each tailpipe, because the three counties had, I believe, 2
or 3 days a year of excess ozone. The reason they had excess ozone
in those three counties was because of certain air that was blown
up from the south. It came up from Indiana, Illinois—but in any
event, from the south. Let us leave it that way.

Chairman THOMPSON. But not too far south.

Senator LEVIN. Yes, just the right distance. [Laughter.]
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I think we lost Durbin to this cause already. I cannot do any
more damage.

Senator VOINOVICH. You may have lost me. [Laughter.]

Senator LEVIN. I think I will actually gain you on this. I cannot
get more support from you than we have already received.

Now, EPA then forces every person in those three counties to
take an action which is totally irrelevant to the air quality. If there
were no cars in those three counties, you would still have the same
number of days of violation. You could push all the cars into Lake
Michigan.

EPA then became a subject of scorn. People were put to expense
and trouble to do something (putting aside the fact that they did
not cause it, forget that) to do something that they cannot correct.
Two things happened, and I think, Mr. Roberts, you and others
here already said so. Money was wasted that could be used for a
good cause and public support for environmental protection,
through that particular agency, at least, is undermined. Both those
things happened. Was the environment advanced by that? That
was the purpose of it. It had the opposite effect. That is our tailpipe
experience on the west side of Michigan.

First, let me ask the mayor, in your judgment and in the judg-
ment of the League of Cities, will this bill in any way harm the
environment or public safety?

Mr. LASHUTKA. Mr. Chairman and Senator Levin, no.

Senator LEVIN. Mr. Roberts, you have described briefly the work
that you do and I would like you just to explain a little bit more.
You have given us some very good figures in terms of the percent-
age of certain activities which are carried out by the States and so
forth. Are the States that you represent, States and territories, all
but, I believe, two or three, you said?

Mr. ROBERTS. Yes, sir, 52 of 55.

Senator LEVIN. The agencies that you represent, the heads of
those agencies are responsible for protecting the environment in
those States, is that correct?

Mr. ROBERTS. Yes, sir. They are in most instances appointed by
the governors of the State and confirmed by some element of the
State legislature. In some instances, they work for commissions
that have been appointed by the State. But in all instances, they
are responsible for carrying out the Clean Water Act, the Clean Air
Act, RCRA, CRCLA, those kind of pieces of legislation, and they
are, with the exception of the governor, the only official in the
State that is responsible for all elements of environmental protec-
tion within the State.

Senator LEVIN. Senator Lieberman suggested that the bill over-
turns Congressional mandates or intent, and I do not believe that
it does. I agree with what Senator Voinovich said on that. For in-
stance, Congressional direction to use the best available technology
or the maximum achievable technology is not affected by this bill.
This bill adds information where a problem is to be addressed by
an agency. And, by the way, I think the other example you used
would also not be covered, since the information requirement in
terms of the toxics which are released into the air does not require
any action. It is simply an informational requirement.
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Ironically, that is what this bill does. It is a wonderful example
of a way where information can lead to a result, even though it
does not mandate a result. I think that the bill requiring the listing
of toxics that are released into the air has had an impact without
mandating anything other than information. That is what this bill
is all about. So, ironically, that example, I think, is supportive of
the approach used by this bill.

But in terms of your specific point, because the requirement does
not address a problem by requiring an action to be taken relative
to it, it does not mandate anything, it is my belief that we can
work this out, and that this bill’s requirement would not affect that
particular Congressional intent.

Just one final question, Mr. Holman. You have given us a very
interesting example in your toxic sand. As I understand that exam-
ple, you had a situation where there was a certain percentage of
sand which could be toxic as a byproduct of your processing, your
manufacturing process, and that you were required to handle it in
a certain way which was more expensive than how you could have
handled that in a different way.

The issue, then, is not whether or not, as I understand it, you
are going to address the problem of the byproduct. You believe that
that problem should be addressed. The issue is whether it needed
to be addressed in the more expensive way required by the Federal
regulation or whether or not you would be permitted to address the
same problem in a less expensive way. Is that generally correct,
and if not, just correct me on it.

Mr. HoLMAN. The sand has binders in it and certain processes
have binders that can produce some toxic by the standards of the
EPA. Most of the sand is not. Most of the foundries use binders
that do not create that. The point is that we have been forced to
treat all sand, that 90 percent which is not toxic, the same as if
it were toxic.

Senator LEVIN. Well, now how do you know without treating it
that 90 percent sand is not toxic? How can you be so confident? Do
you not have to treat it all in order to cover the 10 percent?

Mr. HOLMAN. Because of the process that you use. For example,
you know what binders that you are using in the sand or that you
are buying for that particular process. If you are not using that
binder in your foundry, you know that you do not have that prob-
lem.

Senator LEVIN. All right. So you are being required to treat a by-
product of a process which does not use a binder which creates the
problem?

Mr. HoLMAN. That is right. So they are broad-brushing all sand
with those foundries that use, for example, phenolic binders which
nillay require toxic handling with other binders that do not require
that.

Senator LEVIN. All right. And that has an impact on your costs?

Mr. HOLMAN. A tremendous impact on the costs. It is trucking,
disposal costs, when it could be used for a resource. We ought to
get paid for it, not have to pay to get rid of it.

Senator LEVIN. When you say paid for it, because you could use
that in another——

Mr. HOLMAN. As a resource, right.
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Senator LEVIN. But it has a cost, an expense that you must incur
to which is useless? It increases the cost of your product?

Mr. HOLMAN. It increases the cost of the product.

Senator LEVIN. Does it make you less competitive?

Mr. HOLMAN. Absolutely, on an international market.

Senator LEVIN. It costs jobs, wastes money, no environmental
benefit, is that a fair summation?

Mr. HoLMAN. It is a fair summation, and it uses up landfill
space.

Senator LEVIN. Indeed, has an environmental detriment.

Mr. HOLMAN. That is right.

Senator LEVIN. So something which is intended to have an envi-
ronmental benefit is an environmental detriment, costs us money
which we could use for the environment or public health, safety,
welfare, and makes you less competitive, which then costs us jobs,
costs you, obviously, as a small business person, money and profit.

On the international market, do you know what other countries
would require their small business people to go through that same
process? Offhand, would you know if any other country does that?

Mr. HoLMAN. I think the only country that I can think of per-
haps is Canada, but

Senator LEVIN. They might?

Mr. HoLMAN. They are not a major competitor of ours. We are
dealing with overseas competitors.

Senator LEVIN. Have you talked to your Canadian colleagues and
asked them if they have the same problem with their regulation?
I am curious.

Mr. HOLMAN. No. I have not talked with them.

Senator LEVIN. Have we lost significant business to countries
which do not have that requirement?

Mr. HOLMAN. Absolutely, and I am talking about India, South Af-
rica, the Czech Republic, all of the overseas—we compete inter-
nationally, as do many metal casters.

Senator LEVIN. Thank you. Thank you, Mr. Chairman.

Chairman THOMPSON. Thank you very much. Senator Durbin.

Senator DURBIN. Thank you, Mr. Chairman. I want to thank the
panel for being here.

I want to follow up on that last question. It really raises an inter-
esting challenge to us, since we are in the world of global competi-
tion, but I think we also have to concede that there are certain
standards of living in America that we are very proud of, the qual-
ity of our clean air and clean water, the protection of our citizens
when it comes to environmental standards.

If we were to be asked to compromise those to be more competi-
tive in the world market, I think most American families would
react negatively. They would say, surely, in our ingenuity and cre-
ativity, there must be a way to be competitive without in any way
endangering the water I drink or the air that I breathe. So I hope
that the global competition argument does not suggest that we
have to go down to the lowest common denominator.

I have visited China. China is coming on. It is a huge economy
and everybody is interested in it and it is going to be producing a
lot. I can tell you that any time of the day or night that you get
up in Beijing, you will face fog. That fog is pollution. It is there
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when you wake up in the morning, it does not burn off at noon,
and it is there when you go to sleep at night. That fog and pollu-
tion comes from burning coal. We certainly do not want to accept
standards at that level to be “competitive” in the world economy.

I do not quarrel with your statement, Mr. Holman, nor Senator
Levin’s that there are regulations that go too far, but I think we
have to keep a perspective here about the fact that, yes, in Amer-
ica, we will do it a little differently. We will make it a little tougher
for business because we believe that that is part of the quality of
life in this country.

I would like to ask the mayor here a specific question, though,
because I want to go back to an illustration he used. I do not know
much about toxic sand, so I cannot really follow up there. But I
really do want to address the issue about pineapples in Ohio, if I
might, because I thought that was an illustration that was given
and has been mentioned before about just how silly regulations can
be, the idea of checking for a chemical that is being used to grow
pineapples in Ohio.

Yet, when you look more closely, it turns out that there is much
more to the story. I am going to mispronounce this, but I am going
to try. The name of the chemical, DBCP, is dibromochloropropane.
It is a highly persistent pesticide that, in fact, has been found in
ground and surface water across America. It was widely used as a
soil fumigant across the country on over 40 crops until it was out-
lawed for most uses other than pineapples. DBCP is considered a
probable human carcinogen. It has been linked to sterility in pro-
duction workers. Therefore, it was restricted from most uses in
1987.

Due to its persistence, it has been found in 16 of 25 States that
have tested for this pesticide and at levels that exceed EPA’s drink-
ing water standard in at least 10 States. Over 2,000 wells in Cali-
fornia alone are contaminated with DBCP. This is a report from
1995.

The cost of testing contaminants in intake water under the Safe
Drinking Water Act had been wildly exaggerated. EPA estimates
that, aside from testing for bacteria and lead and copper from
pipes, the total nationwide testing cost is $60 million per year.

The reason I raise that, mayor, is that there is always more to
the story, and although this pesticide is used on pineapples, it
clearly was used by a lot of other people for a lot of other reasons,
and that may be the reason why you had to test for it in Ohio, and
probably in Illinois.

I can understand that government can go too far, and maybe the
toxic sand example is an illustration, but do you not agree with me
that once you have heard the whole story, that perhaps picking out
this pineapple pesticide really does not tell the story completely?

Mr. LASHUTKA. Mr. Chairman, Senator Durbin, I have heard
nothing from you that would dissuade me that my argument is in-
correct. There is no evidence of a problem in central Ohio. Your
reading does not suggest there was. And, in fact, it was an illustra-
tion, I think, that held the test of time then for us and does today.

I have agreed that there are extreme examples that do a disserv-
ice to both sides of this argument. It was not my intention to do
so. I think it fits more into the example that my friend, Mr. Hol-
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man, said about a well-intended consequence that was blanketed
for everybody without pinpointing where those problems are that
should be part of the mission of the State environmental protection
agencies and U.S. EPA.

Clearly, a mayor in California with the evidence problem would
do the same thing. They would test on water quality. What you
read to me did not suggest anything that that problem exists in
central Ohio, and yet I am required then to have tested it.

Might I say that that has been corrected by U.S. EPA in the in-
terim as we had the debate on the unfunded mandates legislation,
and it is to their credit they recognized that perhaps it was over-
reaching, as well. At least, that is the understanding I have from
my folks who run our water treatment plant, and it shows a will-
ingness when more information is provided that we have the ability
to adequately regulate and wisely regulate.

So, no, I would not agree with your conclusion there at all. I do
not shift my——

Senator DURBIN. Well, let us just go a step further.

Mr. LASHUTKA. Sure.

Senator DURBIN. If you have a chemical that is a known carcino-
gen and that has shown up in States across the Nation—let us see
here, now, 16 out of 25 have been shown to exceed the EPA’s drink-
ing water standard and at least 10 of those States—you do not
think we should test for that?

Mr. LASHUTKA. That is not what I said. I will repeat what I said
to make sure that you and I are communicating appropriately.
What I have said is that if there is evidence of a problem

Senator DURBIN. That is fair. I agree with that.

Mr. LASHUTKA [continuing]. And what you are saying——

Senator DURBIN. Are you sure there was no evidence of it in the
State of Ohio?

Mr. LASHUTKA. I did not say that. My city is in central Ohio. We
have a region that has seven cities with a population of 100,000 or
more. The problems in Columbus are different than they are in the
industrial belts that include Youngstown and Cleveland. We are
agriculture, primarily, and service, with some industry. Cincinnati
and the river has a different set, and frankly, that is the spirit of
what this legislation is all about, is to have information, have it
risk based, and address those problems legitimately.

Senator DURBIN. I think it is reasonable, I would agree with you,
that if there is no evidence of this chemical in the State of Ohio,
to put that standard is not reasonable. There has to be some con-
nection. But I want to make the record clear that it has a lot more
to do with a known carcinogen than growing pineapples. I hope
that we can both agree that if there was evidence in my home
Sta{t):e of Illinois or yours of Ohio, we would want testing, would we
not?

Mr. LASHUTKA. There is no question, if there is a legitimate prob-
lem, I think that there is a responsibility for mayors, for regulators
at the local and the State and the Federal level, and more impor-
tantly, I think those people who are residents and run the busi-
nesses all want the same goal. But it is not blanketed. It should
not be viewed that all parts of Ohio are the same or, frankly, all
parts of Illinois the same and that regulations that affect Chicago
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are the same thing downstate in Illinois or they are in Columbus
versus the other parts of our State.

Senator DURBIN. Mr. Roberts, may I ask you a question. Going
back to Senator Lieberman’s question, we passed a law that said
if you are a business that would emit certain chemicals which we
considered unsafe, you would be required to report that emission
so that people in the local community would know that you and
your plant were emitting these chemicals into the atmosphere. It
is known as the Toxic Release Inventory.

Getting back to this whole question about cost-benefit assess-
ment, there clearly is a cost to the industry involved here. They
have to report it and probably have to file a lot of forms to do it
and hire some people to make sure it is done right. How would you
measure the benefit to the public and their right to know that
those chemicals were being emitted?

Mr. ROBERTS. First, Senator, I do not know whether that require-
ment, if it came along now, would be subject to this bill or not, and
that is just lack of understanding on my part. I do not know wheth-
er this requirement for the cost-benefit analysis would apply to the
Toxic Release Inventory if it came along now and it is one of the
points that we have indicated we will try to respond in writing to
Senator Lieberman about.

It is very difficult to measure the benefit there. I agree with you,
absolutely. What has happened, as we have noted already, is that
most of those releases have been reduced simply because the indus-
tries or factories involved did not want to be associated with that
maximum release.

Now, in that current legislation, all that is measured is release.
Exposure or impact is not measured, and if there were a way to
measure the exposure or impact that could easily be applied, that
would be a better measure than the release and it would be headed
in the direction of this legislation because it would be a measure
of the risk of that release. But I agree with you that it is very dif-
ficult to measure what the benefit would be.

Senator DURBIN. But I want to follow through, because I really
think you get to the heart of this legislation with the answer you
have just given to me. You cannot quantify the value of the public
right-to-know. How do you put a dollar amount on that? I think
that is what you said. But I think what you also said, you could
quantify illnesses or deaths associated with it.

We believed in passing this legislation that there was a social
value to public information, that mayors, governors, Senators, Con-
gressmen would know that these chemicals are being emitted, per-
haps to give notice to some agency to more carefully track, to per-
haps suggest that maybe in Columbus or Springfield, Illinois, that
the emission of these chemicals might have a possible impact on
groundwater and the drinking water of people who lived in the
mayor’s town or my town.

So, you see, that is where I have a problem with this legislation.
You cannot put a dollar sign on everything, and trying to put a dol-
lar sign on the public right-to-know, I think, really raises a serious
defect in this bill.

Mr. ROBERTS. I do not disagree with what you are saying, Sen-
ator. The only addition I would make is that Congress, State legis-
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latures, State environmental agencies, mayors, city councils, all are
driven to make decisions about where to spend their resources, and
recognizing the limitations of this kind of analysis, if it can help
make those decisions, we would be in favor of it.

Senator DURBIN. Thank you for your testimony. Thank you, Mr.
Chairman.

Chairman THOMPSON. Thank you very much.

On the Toxic Release Inventory question, the TRI rules do not
have the primary purpose to address, that is treat health, safety,
and environmental risks. TRI rules simply require the disclosure of
emissions information. Therefore, S. 746 would not require risk as-
sessment for the TRI rules.

Insofar as cost-benefit analysis goes, S. 746 would only apply
that requirement if the Executive Order would require it. It is our
understanding that TRI rules typically have not had an impact of
$100 million annually and thus has fallen under the requirement
for cost-benefit analysis under the applicable Executive Order.
Since S. 746 contains the same basic provisions for applicability of
the Executive Order, it cannot really be asserted that this legisla-
tion will apply where the Executive Order does not.

I believe that is the appropriate answer to the question as far as
the right-to-know regulations are concerned. It is just not what this
legislation is designed to affect.

Unless anybody else has——

Senator LEVIN. I just had one comment, one very quick comment.

Chairman THOMPSON. Go ahead.

Senator LEVIN. I could not agree more with Senator Durbin, that
you cannot put a dollar sign on everything and that you surely can-
not measure a child’s health in dollars. This bill does not. Let me
just say it again. This bill does not. The bill says it six times. I am
not going to say it orally six times. I just said it twice. But I could
not agree more that you cannot measure health, or life, in dollars.
Now, there are some efforts on the parts of some people to do that,
to attach the value of a life, some of the scientists do try to do that.
This bill does not—this bill uses both quantifiable and non-quan-
tifiable benefits.

I think it is so important that we put that off the table. There
are a lot of important issues that this bill tries to address, but it
does not put a value on a human life. If 10,000 fewer kids are going
to be asthmatic because of some regulatory action, that is a valu-
able fact to know. You do not need to specify the value in dollars
of having 10,000 fewer asthmatic kids. Those benefits may be non-
quantifiable.

Senator LIEBERMAN. Mr. Chairman, I just very briefly want to
put on the record my own—I do not know if I would call it a dis-
senting opinion—but an expression of uncertainty about the inter-
pretation of the applicability of S. 746 to the Toxic Release Inven-
tory, for instance. And just to read from the bill, it says that “each
agency shall design and conduct risk assessments in accordance
with this subchapter for—(i) each proposed and final major rule the
primary purpose of which is to address health, safety, or environ-
mental risk.”

So I would argue that a Toxic Release Inventory requirement is
a rule which has the primary purpose of addressing health, safety,
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or environmental risk, even though it does not mandate any behav-
ior beyond the release of the information. But perhaps that will be
settled by a higher court sometime.

Senator LEVIN. Actually, it could be settled by the sponsors of the
legislation, who have both just spoken out on it today. The word
“address” means treat. But in any event, as the two lead sponsors
of this legislation, we have just said that that is not the intent. We
do not think that is what the word means. So that should not be
a problem in terms of clarification.

Chairman THOMPSON. I think that is true. My only parting com-
ment would be, with regard to the quantifying human life and so
forth, it is ironic to me that those who would want the status quo
and put all your trust, faith, and confidence in an unsupervised
kind of regulatory situation, but at the same time think that if we
pass this law, that those same people would be in some way mini-
mizing the loss of human life or that if you look at any of these
major rules with regard to teen smoking or tobacco sales to chil-
dren and things like that, the benefits greatly outweigh the costs.

So these same people are not going to change their stripes over-
night and start minimizing or discounting or in any way upsetting
the balance as far as what traditionally have been the assessments
of costs and benefits. Any of those things, as far as I have seen,
where you have got public health issues, kids smoking or the meat
inspection rules or anything like that, the benefits clearly have al-
ways outweighed the costs in those assessments and I would as-
sume that they would continue to do so.

Senator DURBIN. Mr. Chairman.

Chairman THOMPSON. Yes, Senator Durbin?

Senator DURBIN. I was going to suppress the urge to comment
again, but since you raised the issue of tobacco, I have to tell you
that that is a classic illustration of why this does not work. This
Dutch survey that came through and said stopping people from
smoking allows them to live longer and cost us more, if they con-
tinue to smoke and die an early death, they are cheaper, just to
put a cash register up on the table and measure it, you would draw
a conclusion, well, maybe we should not stop people from smoking.
But, thank God, we did not draw that conclusion. We are trying ev-
erything we can and 41 State attorneys general are trying to stop
them, too. Just measuring it in dollars and cents does not work
sometimes.

Chairman THOMPSON. The FDA, when they looked at it, they
put, as far as tobacco sales to children, they put the benefits at be-
tween $28 and $43 billion a year and the costs at $149 to $185 mil-
lion a year. They did not look at it in the same way that you are
looking at it.

I would just simply say that, again, these regulators who we
place our faith and confidence in and the opponents of this bill do
not want to upset that, I would suggest when they take a look at
that situation that it is going to be a no-brainer. They will not say,
oh, my God, because somebody has done this analysis, we are going
to have to not regulate in this area. We are talking about non-
quantifiable benefits as well as quantifiable and non-quantifiable
costs. We have a provision in there that says if it is contrary to the
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publﬁc interest, the law does not even apply, every safeguard imag-
inable.

So, again, we have either got to have some confidence in our reg-
ulators or not. We cannot have it both ways, I do not think.

But anyway, gentlemen, thank you very much. We have got an-
other panel here, so we will not detain you any longer. You have
been very helpful to us and we appreciate your comments. Thank
you.

I would like to turn now to our second and final panel. With us
today is Professor Ron Cass, Dean of the Boston University School
of Law and Melville Madison Bigelow Professor of Law. Dean Cass
is also Chair of the Section on Administrative Law and Regulatory
Policy of the American Bar Association.

He will be followed by Dr. Lester Crawford, Director of the
Georgetown University Center for Food and Nutrition Policy.

Our third witness will be Dr. John Graham, Director of the Har-
vard Center for Risk Analysis.

Pat Kenworthy will then testify on behalf of the National Envi-
ronmental Trust.

Our fifth witness will be Frank Mirer, Director of UAW Health
and Safety Department.

Dr. Mirer will be followed by David Vladeck, Director of the Pub-
lic Citizen Litigation Group.

Because this is a large panel, I would like to again encourage the
witnesses to limit their oral testimony so that we can give ample
opportunity for questions. Your prepared testimony will be included
in its entirety in the record.

Dean Cass, would you like to begin, please?

TESTIMONY OF RONALD A. CASS,! DEAN, BOSTON UNIVERSITY
SCHOOL OF LAW

Mr. Cass. Thank you, Mr. Chairman, Members of the Commit-
tee. I appreciate the opportunity to appear here.

Let me just make three brief points about this legislation. First,
I have to agree with Senator Levin that it is hard for me to recog-
nize the legislation toward which most of the criticism is directed.
It is not the bill that I have read. S. 746 is a fairly balanced bill.
It is sensitive to concerns that Americans have concerns with regu-
lation, concerns both that the government do enough to protect us
against risk to health and safety and concerns that government not
impose undue costs on us, our businesses, our State and local gov-
ernments.

This is not a bill that overrides concerns for health and safety
only to look at economic concerns. It is not a bill that says, look
only at quantifiable costs and benefits. It is not a bill that requires
agencies to look only at some risks. It seeks to get better informa-
tion on which to regulate.

Second, given my size, I am very much concerned about anything
that is one-size-fits-all. It never fits me. This legislation is not one-
size-fits-all legislation. It is generic legislation that deals with all
agencies, but it does so in a flexible way. It does so in a way that
gives the agencies a great deal of discretion to choose how they will

1The prepared statement of Mr. Cass appears in the Appendix on page 100.
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comply with the statute. The agencies are given the option of
choosing different ways of doing their cost-benefit analysis, dif-
ferent ways of doing valuation, different ways of doing risk assess-
ment, and different ways of doing peer review.

Look, for instance, at the peer review section. It says that agen-
cies can, if they want to, use institutions, panels of experts, or
other formal or informal means. If they use a panel of experts, they
choose the experts. I do not see any reason to believe the agencies
will choose the wrong experts. If you trust the agency, as we said
a moment ago, if you trust the agency to do the regulation in the
first place, you should trust their choice of experts.

In addition, the legislation has not just one but at least two safe-
ty valves in it. There is a safety valve express in the legislation
that allows agencies to say, here is why we cannot do this in this
case. There are also safety valves in the Administrative Procedure
Act whose definition of rules is used in this legislation, so that if
there is an emergency, there is not time to go through the ordinary
notice and comment proceeding, the agency can choose not to come
within the definition of “rule” that is in this legislation.

Third, judicial review. There is an assumption that is made in
some testimony that somehow this bill changes what courts are
going to do in a radical way and gives courts a tool that they can
use to eviscerate health and safety regulation. I do not see that
anywhere in this bill. It is a bill that leaves in place the standards
of judicial review that exist today. If an agency refuses to comply
at all with the law, a court can, but it does not have to, reverse
or remand the agency decision.

Other than that, the judicial review provisions intend to, and I
think generally do, leave in place the standards of review under
the Administrative Procedure Act. In my written statement, I have
recommended one small change to make that even more clear.

Thank you again, Mr. Chairman, Members of the Committee, for
letting me comment here.

Chairman THOMPSON. Thank you very much. Dr. Crawford.

TESTIMONY OF LESTER M. CRAWFORD,! DIRECTOR, CENTER
FOR FOOD AND NUTRITION POLICY, GEORGETOWN UNIVER-
SITY

Mr. CRAWFORD. Thank you very much, Mr. Chairman. I am Di-
rector of the Center for Food and Nutrition Policy at Georgetown
University, but prior to that assignment, I was in leadership posi-
tions in food safety at the Food and Drug Administration and also
at the U.S. Department of Agriculture from 1978 to 1991. It is from
that perspective that I present my comments on the bill.

I am pleased to note from the last time I testified on a prede-
cessor bill that there has been improvements in the bill that were
discussed then, some of which were included in my testimony, and
I appreciate that very much, indeed.

I also believe, though, that the new bill is improved in many
other ways that I think will help the regulatory process in the Fed-
eral Government. I would like to make comment with respect to
the food safety and public health aspects of the bill.

1The prepared statement of Mr. Crawford appears in the Appendix on page 107.
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There are three tools that are institutionalized in the bill. The
first is the cost-benefit analysis, and I very much appreciate the
earlier discussion among the Senators about this aspect of the bill.
One has to be very careful in talking about cost-benefit with re-
spect to human health, death, disease, and suffering, and I appre-
ciate the safeguards that are present in the bill in that regard.
Also, I am pleased to see that the bill does not override the so-
called super mandate.

The second thing that would be institutionalized—risk assess-
ment—is extraordinarily important and is rapidly becoming the
international language of food safety. We recently held a risk as-
sessment consultation at the World Health Organization in Geneva
in which an attempt was made to publish, in effect, a book which
will recommend to all governments that they use this as the means
of communication within the government and also to their various
publics and between governments in an effort to make more ration-
al decision making in terms of public health, and particularly food
safety.

So I think you are right on the cusp of a revolution in commu-
nication both within the government, within the scientific appara-
tus, and also between regulators and the public and it is going to
make a large difference in how we agree on major efforts in public
health.

The third thing is peer review, which has been called the surety
bond of science. Peer review is the modern day application of the
old adage, two heads are better than one. It has been tried in the
government a couple of times with great success, in my view.

In 1958, the Food Additives Amendment created the term “gen-
erally recognized as safe,” which embraces the idea that if you can
empanel an uneven number of experts in a field and they say that
a substance is generally recognized as safe, then FDA may con-
clude the substance is safe.

A number of years later, FDA institutionalized while I was there
the concept of product specific advisory groups such as the oral con-
traceptive advisory group, diabetes drug advisory group, and so
forth. These are, in effect, peer reviewers who look at the evidence,
look at what FDA may be proposing to do, and makes a judgment.
The fact that you have included peer review in the bill will make
available to the Federal Government in one expertise than has
been the case in the past.

I think these three tools would be a great help. Now, let me use
the case example to illustrate my point.

Previously, it was mentioned that the Hazard Analysis Critical
Control Point system, HACCP, is a new food inspection standard
not only in this country but in the world. The United States almost
was the leader in this field. We discovered the concept in the
United States, and following a National Academy of Sciences study
in 1985, we attempted to convert HACCP to a regulatory tool. We
were ready by 1989 to propose to the country and also to decision
makers at the highest level in this government that the inspection
programs be converted to HACCP, but we had difficulty in commu-
nicating to OMB the value of the concept because decision making
in that distant time, just 10 years ago, was largely intuitive and
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subjective and it was difficult for regulators and scientists to find
at OMB a common ground for discussion.

We performed risk assessments, but they were not able to take
those and see in them the same things we were, so they resorted
to various regulatory and administrative subterfuges to slow down
the process, one of which and the last of which was the Paperwork
Reduction Act. The process envisioned by S. 746 would have avert-
ed this unfortunate development. Had we had that, I believe
HACCP would have been implemented about 3 years earlier.

I believe that S. 746 will lead to better, more efficient govern-
ment, and I am convinced the bill provides a framework wherein
regulatory initiatives can be fairly and openly judged in a trans-
parent manner. My conclusion is that the bill will institutionalize
risk assessment as a calculus for regulatory decision making. To
the extent that this is the case, S. 746 will bring the United States
in congruence with its international trading partners and the long-
sought goal of science-based decision making will at last have been
realized.

Thank you, Mr. Chairman.

Chairman THOMPSON. Thank you very much. Dr. Graham.

TESTIMONY OF JOHN D. GRAHAM,! PH.D., DIRECTOR, CENTER
FOR RISK ANALYSIS, HARVARD SCHOOL OF PUBLIC HEALTH

Mr. GRAHAM. Thank you, Mr. Chairman. I am Professor of Policy
and Decision Sciences at the Harvard School of Public Health,
where I teach the methods of risk analysis and cost-benefit analy-
sis. Mr. Chairman, I am honored to be here today to offer my en-
thusiastic support for the Regulatory Improvement Act.

For the last 15 years, I have studied the decision making at Fed-
eral agencies responsible for protecting public health, safety, and
the environment. Although each of these agencies serve a vital pub-
lic function, I have found the decisions of these agencies are not al-
ways grounded in a good understanding of science, engineering,
and economics. As a result, our regulatory system is far less effec-
tive and efficient than it could and should be.

One of my previous doctoral students at Harvard, now Professor
Tammy Tengs at the University of California at Irvine, found in
her doctoral dissertation that life saving investments in the United
States are often inefficient. Based on a sample of 200 policies, she
estimated that a reallocation of life saving resources to cost-effec-
tive programs could save 60,000 more lives per year than we are
currently saving at no increased cost to taxpayers or the private
sector.

Please let me cite three concrete examples of flawed regulatory
decisions that resulted from inadequate regulatory analysis. Exam-
ple one, the risks of cleaner gasoline, MTBE. In the 1990 Clean Air
Act, Congress sought to reduce pollution in city air by ordering
EPA to force an increase in the oxygen content of gasoline. EPA
later issued a rule that permitted a particular chemical, MTBE, to
be used in compliance with the mandate. Now that MTBE is widely
used in gasoline throughout the United States, serious questions
are being raised about the safety and toxicity of MTBE. There are

1The prepared statement of Mr. Graham appears in the Appendix on page 109.
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also reports that this highly persistent chemical is contaminating
groundwater supplies in several regions of the country.

EPA is now scrambling around trying to find evidence in support
of this mandate, and they have recently kicked this issue, this hot
potato, to an independent commission. That may be helpful, but
what is missing today is the same thing that was missing in 1990,
a careful risk-benefit analysis of MTBE and its alternatives.

Example two, mandatory fuel economy standards. During the oil
crisis of the mid-1970’s, a Federal agency was charged with regu-
lating the average fuel economy of new vehicle fleets. As a result,
cars have become more fuel efficient, but they have also become
smaller and lighter than they would otherwise have been, causing
an additional 2,000 to 3,000 additional traffic fatalities each year
because of the inferior occupant crash protection provided by small-
er vehicles.

More recently, the objectives of this entire regulation have begun
to be circumvented by the growing popularity of sport utility vehi-
cles, a class of vehicles that has not yet been seriously analyzed for
its safety and environmental consequences.

Example three, passenger air bags and children. When air bags
were mandated in the early 1980’s, concerns were raised that the
passenger air bag might be dangerous to children seated in the
front seat. Technical papers by engineers from General Motors and
Honda had already quantified the potential dangers of these air
bags to children. The relevant Federal agency, NHTSA, did perform
a risk assessment of air bags, but it was not subjected to independ-
ent peer review. NHTSA analysts concluded the passenger air bag
could endanger children under rare circumstances, but the problem
was unlikely to be widespread and serious.

To the agency’s credit, now 15 years later, NHTSA has published
a real world analysis showing how wrong their early predictions
were—increases of 20 to 100 percent in the risks to children in cars
with passenger air bags have been shown. In this case, NHTSA de-
signed a regulation that has harmed children unnecessarily be-
cause the underlying analysis was flawed and never subjected to
independent peer review.

Looking back on these three examples, it must be acknowledged
that we have much more knowledge today than Congress and agen-
cies had when these regulations were originally formulated. The
benefits of hindsight are certainly considerable. Nonetheless, it is
my opinion that in each of these cases, the regulatory decisions and
the subsequent actions by Congress might have been very different
and smarter if the agency had performed the kinds of analysis
mandated in the bill we are discussing today.

Thank you very much, and I look forward to the question period.

Chairman THOMPSON. Thank you very much. Ms. Kenworthy.

TESTIMONY OF PATRICIA G. KENWORTHY,! VICE PRESIDENT,
GOVERNMENT AFFAIRS, NATIONAL ENVIRONMENTAL TRUST

Ms. KENWORTHY. Good morning, Mr. Chairman. On behalf of the
National Environmental Trust, I wish to thank you and Senator
Lieberman, as well as other Members of this Committee, for the op-

1The prepared statement of Ms. Kenworthy appears in the Appendix on page 118.



36

portunity to present our views today about S. 746. I am Vice Presi-
dent for Government Affairs and Senior Attorney at the National
Environmental Trust, and prior to joining NET 2 years ago, I was
Director of Regulatory Affairs for Monsanto Company.

We believe there are a number of serious problems with the bill.
It will, in our opinion, greatly increase the time required for agen-
cies to make regulatory decisions. No provision is made for a cor-
responding increase in resources to address these newly imposed
burdens. We believe that attempting to accomplish sweeping re-
form by enacting a single comprehensive statute is bound to result
in unforseen and unintended consequences, including in some cases
subjecting new rules to inappropriate analysis that was never in-
tended by the authorizing statutes.

Senator Lieberman mentioned the Toxic Release Inventory law.
I would like to take that example a little bit further, although quite
a bit has already been said about it here this morning.

As has been discussed, this law is not a risk-based statute. It is
simply a community right-to-know law. It is an example of the po-
tential for unintended consequences that this legislation would cre-
ate. By the way, our information is that TRI rules have been sub-
jected to the Executive Order and under that test would certainly
be subject to the mandates of S. 746.

If TRI laws and other community right-to-know laws and many
other examples that can be enumerated of rules to which this stat-
ute would create unintended consequences, we believe simply that
those things should be specifically excluded. As Senator Lieberman
pointed out in his response to the Chairman’s comments, we can
all read the statute a different way about the applicability of some
of these things. It is not all that clear.

We read S. 746 to require that a risk assessment be performed
before a new regulation can be promulgated in order for the bene-
fits to be calculated. This brings up an important point about risk
assessment and cost-benefit analysis generally. These evaluations
are not a panacea to prevent bad regulatory decisions. Risk assess-
ment and cost-benefit evaluations inform, surely, but do not pro-
vide answers to hard questions. The answers to how to regulate a
particular risk must in the end always be based on value judg-
ments.

We have heard a great many anecdotes and examples here this
morning intended to demonstrate how irrational the existing sys-
tem is and that are supposed to show that S. 746 would improve
the system. In any large and complex regulatory system, there will
be errors, there will be foolish results, and there will be bad deci-
sions. As Senator Durbin has pointed out, in some of the particular
cases we have heard about this morning, there has been and is
more to the story.

In any event, S. 746 would not have changed the outcome of most
of the examples we have heard this morning, even if it had been
enacted. The better approach, in our opinion, is to deal with par-
ticular situations, with particular problems that may arise from in-
dividual statutes on a case-by-case basis.

There is very real potential for unintended consequences when
an attempt is made to reform perceived regulatory problems with
a comprehensive piece of legislation. This bill attempts to address
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an array of many different statutes that have diverse purposes and
goals. These many affected statutes are administered by many dif-
ferent Federal agencies with distinct missions. We do not think this
kind of comprehensive legislation can possibly effect improvement
under those circumstances. We believe that, instead, it would cre-
ate confusion and inconsistencies and do great harm to agencies’
abilities to protect health, safety, and the environment. It is for
these reasons that we oppose this legislation.

Thank you again for this opportunity to testify.

Chairman THOMPSON. Thank you very much. Dr. Mirer.

TESTIMONY OF FRANKLIN E. MIRER,! DIRECTOR, HEALTH
AND SAFETY DEPARTMENT, INTERNATIONAL UNION,
UNITED AUTOMOBILE, AEROSPACE, AND AGRICULTURAL
IMPLEMENT WORKERS OF AMERICA (UAW)

Mr. MIRER. Thank you very much, Mr. Chairman. I am very
Rleased to be back. Senator Levin, I bring greetings from Green

cres.

Chairman THOMPSON. We are having a reunion of a lot of old
friends today, are we not?

Mr. MIRER. Right.

Senator LEVIN. Old neighbors.

Mr. MIRER. I heard a lot of John Graham’s issues when I was
on his advisory board and I am pleased to speak again. In part of
my role in the UAW, I visited 46 foundries myself. Dealing with
the previous example, spent foundry sand is filled with carcino-
gens. The workers that breathe that dust suffer excess mortality
from lung cancer. The exposures are only partly regulated by
OSHA, partly as a result of 13 years of litigation by the UAW. We
would hope to address the rest of them. So I would not view found-
ry sand as safer than dirt myself and would not have it in my
backyard.

Next week, the UAW will observe Worker Memorial Day. Hun-
dreds of local unions will fly flags at half mast to recognize workers
killed, injured, made ill on the job. Many of the fatalities and vir-
tually all of the occupational disease identified among our members
by research arose from conditions not covered, or exposures per-
mitted by existing OSHA standards. We are back here opposing S.
746 because it contains no provisions that would facilitate improv-
ing OSHA standards, and would do the opposite.

In my testimony, I describe the history of metal working fluid
standards, as yet another example of the real world potential of S.
746. There are about a million American workers exposed to metal
working fluids. Our efforts began in the early 1980’s when we did
several studies in Connecticut bearing plants showing increased
cancer among our members there.

My full testimony describes an outbreak of serious lung disease,
hypersensitivity pneumonitis at Chrysler’s Kenosha engine plant,
affecting dozens of workers, some of whom will never come back to
work. I talk about the extraordinary efforts of Chrysler, UAW Local
72, the Wisconsin Health Department, and NIOSH in responding
to this problem.

1The prepared statement of Mr. Mirer appears in the Appendix on page 132.
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The key point is that there was no exposure in that facility re-
motely approaching OSHA’s permissible exposure limit, and no
OSHA requirement for medical surveillance for those employees
gh(ziit would have stemmed the outbreak before it got as bad as it

1d.

We have been working on this problem a while, starting in the
1980’s. After a decade of research, we petitioned OSHA for a new
standard. In 1993, after 4 years, OSHA formed a 17-member stand-
ards advisory committee. We have had eight or nine meetings,
traveled around the country. After we get done, there will be at
least a 2-year delay to get the proposal issued with the existing
processes, even to get to a public hearing. That is the present situ-
ation.

Now, if S. 746 were to become law, even if the 17 members,
union, management, and public health representatives reached
complete agreement on every issue in the standard, OSHA would
still have to conduct a new formal risk assessment, a different cost-
benefit analysis than what is required under the statute, a substi-
tution risk analysis, comparative risk analysis. Then OSHA would
have to subject it to peer review before the proposal would be for-
mally issued for public comment. So the specific provisions in this
bill would add years of additional delay.

I also want to talk a little bit about the so-called peer review pro-
visions. From personal experience as a peer reviewer, they are ac-
tually substantially less accountable, less transparent, less open
than the current OSHA procedures. OSHA now holds an informal
public hearing on the proposal to which everybody can come, every-
body can ask questions, and all the evidence is questioned by the
parties of interest. The process is open, on the record, exhaustive.
The President’s Commission on Risk Assessment and Risk Manage-
ment recognized this as equivalent to peer review.

By contrast, the additional peer review process required in S. 746
is closed. Participation is limited. By its nature, workers would be
excluded from participation and it would involve industry rep-
resentatives with conflicts of interest and it permits decisions to be
made on secret information.

I have done peer review of journal articles and peer review of
grants. Peer review is a secret, closed process. Sometimes, the iden-
tity of the reviewer is concealed from the person who submitted the
journal article, and the identity of the author of the journal article
is concealed from the reviewer. So I just do not think it is an ap-
propriate process, certainly not in all cases, and not as good as
what we have now.

I make some other general points about whether the specifica-
tions in the bill and cost-benefit analysis are appropriate, whether
it is burdensome or not. The bill kicks in with an OSHA standard
that costs the average employer $17 a year. A major rule at OSHA
is something that costs an employer $17 a year.

Let me close by saying what would really solve some of the regu-
latory problems, the standard setting problems at OSHA and see
whether we see any of these in S. 746.

First, I think it is important to recognize that the OSHA process
is actually more transparent, open, and accountable than the new
peer review process and that has to be specified.
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Second, we have got a lot of off-the-record, opaque, hidden proc-
esses in this business already, SBREFA review, some of the aspects
of OMB review not fully covered by the Executive Order or the lan-
guage here. All of that has to be brought into the open so that we,
the advocates of the regulation, have the right to question those
people who are involved in the regulatory process.

Third, we have to provide the same access to judicial remedies
for the parties who wish to challenge the agency’s failure to act. As
much of the litigation at OSHA is over agency’s failure to act to
protect, as those who would oppose action.

And finally, not only will this legislation add delay to the stand-
ards process that is already decades long, but it will also reduce
the number of hazards which the agency can take up by soaking
up resources for some analyses that are irrelevant.

So I think those four issues have to be addressed if we are going
to have anything like a balanced approach to public health protec-
tion. Thank you very much.

Chairman THOMPSON. Thank you very much. Mr. Vladeck.

TESTIMONY OF DAVID C. VLADECK,! DIRECTOR, PUBLIC
CITIZEN LITIGATION GROUP

Mr. VLADECK. Thank you, Mr. Chairman, Members of the Com-
mittee. Thank you for inviting me again to testify on this bill.

I bring to the table 20 years of experience as a lawyer represent-
ing consumers, workers, and others who are dependent on our
health and safety agencies to protect them from hazardous work-
places, from foods that may be adulterated, from dangerous drugs
and other consumer products. It is difficult for me to find myself
in disagreement with people who I respect and people who share
common aspirational goals.

We all want to see better, more efficient, and improved rule-
making and decision making. But today, our health and safety
agencies are on the brink of paralysis. OSHA takes 10 years or
more from start to finish to get a rule out to protect workers. That
is intolerable. It can take EPA just as long. The Department of Ag-
riculture, as Dr. Crawford already made clear, spent years develop-
ing HACCP. It is not in place today and there is no HACCP stand-
ard for prepared or packaged meats that is even on the table.

I would suggest to Congress that it ought to tackle the gridlock
that now paralyzes our regulatory agencies rather than look at S.
746, which will only add to that delay.

I would like to start out this morning by talking about how and
why S. 746 is going to condemn agencies to regulatory paralysis.
One thing that S. 746 does that has not been talked about is it dic-
tates a structure that agencies must follow in their rulemaking
process. This is clear. This is not flexibility by any stretch. The first
thing that the agency must do, well before it begins formal rule-
making, is it has to publish notice that it is about to undertake a
risk assessment. It must solicit information from the regulated in-
dustry as well as from the public. That is before it begins.

It is also required to consider all relevant information that is rea-
sonably available. This requirement is unbounded. It is not limited

1The prepared statement of Mr. Vladeck appears in the Appendix on page 143.
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durationally. It extends until the date the final rule is published.
It is an undoable task for the agency to be on a treadmill, always
assimilating new data when it comes in, yet that is a requirement
of this bill.

The agency then has to follow what I believe are relatively pre-
scriptive requirements for risk assessment, requirements that are
far more prescriptive than exist today in the Executive Order or
any other source of law.

Finally, the agency then has to submit its risk assessment to a
peer review organization. That will take time. This is just the first
step of the agency’s sequence, because the agency is directed to in-
clude the results of the risk assessment in the cost-benefit analysis,
which is the second step of this sequence. This, too, is a laborious,
long process that will require the agency to devote considerable
time and effort to preparing before it even begins the rulemaking.

Then, again, a new requirement, unmatched anywhere else in
law, agencies must address substitution risks, and for agencies like
OSHA and EPA, which by definition regulate where there will be
substitution risks, this, too, is a very considerable task.

Only after the agency completes all of these tasks may it take
even the first step in the regulatory process, which is to publish a
notice of proposed rulemaking. It cannot be seriously argued that
this bill will not add considerably to the delay that is already para-
lyzing our regulatory agencies. That is wrong. It is bad policy.

The second thing I would like to talk about is judicial review. I
disagree with my good friend, Ron Cass, that the judicial review
provision in this bill is benign. I think there are many problems
with it. I would like to focus only on one.

It has at least been commonly understood in discussions with
staff that this bill was not intended to allow a rule to be set aside
or remanded if the agency performed the risk assessment, per-
formed a cost-benefit analysis, but did not do so in the manner pre-
scribed by the statute. I do not think this bill, the way it is drafted,
achieves that result, and there are three reasons for my conclusion.

The first is, this bill does not contain language that was in its
predecessors that said rules could be remanded only if the agency
failed entirely to perform these functions. That language has been
deleted.

Next, the bill says that the adequacy of compliance with specific
requirements of this subchapter shall not be grounds for invalidat-
ing the rule. But the phrase “adequacy of compliance” suggests
that compliance with specific requirements is reviewable, but ade-
quacy is not. It is a dangerous formulation that invites mischievous
judicial review.

And third, and this is my last point, the act sets forth very pre-
scriptive provisions governing risk assessment, cost-benefit analy-
sis, and so forth. A reviewing court is going to be skeptical that you
in Congress wanted the agency to do this but could simply put in
a piece of paper labeled “risk assessment” and that would foreclose
judicial review. I think that is an untenable position to take. I
think the way this provision is drafted, you are inviting courts to
set aside agency rules simply because the agency, in performing
the risk assessment, the cost-benefit analysis, did not dot its “i”s
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and cross its “t”s. That could have devastating consequences for
agency rules.

Chairman THOMPSON. Thank you very much.

On your last point first, Senator Levin and I have spent a long
time on this, and if somebody can come up with a way to make this
clearer, I would welcome the suggestion. The idea that the court
can throw the analysis out because of the adequacy of the cost-ben-
efit analysis or the risk assessment is just totally unfounded. I do
not know how it could be any clearer.

It says in Section 627(d), the cost-benefit analysis, cost-benefit
determination under Section 623(d) and any risk assessment re-
quired under this subchapter shall not be subject to judicial review
separate from review of the final review to which such analysis or
assessment applies. The cost-benefit analysis, cost-benefit deter-
mination under Section 623(d) and any risk assessment shall be
part of the rulemaking record and shall be considered by a court
to the extent relevant only in determining under the statute grant-
ing the rulemaking authority whether the final rule is arbitrary
and capricious and abuse of discretion or unsupported by substan-
tial evidence where the standard is otherwise provided by law.
Then Section 623(e) says that if you fail to perform the cost-benefit
anlalysis or risk assessment, a court may remand or invalidate the
rule.

Can you think of a way that we can draft that to make it any
clearer? Obviously, the rule in and of itself, if it is arbitrary and
capricious, the court can throw it out, but the court clearly cannot
pick out the cost-benefit analysis or the risk assessment and con-
sider that individually and the adequacy of that individually in
order to throw the rule out. It goes into the entire rule and the
court has to consider the rule. Can it be any clearer than that?

Mr. VLADECK. Well, I take it your question is directed to me. I
think it could be much clearer and I think you should go back to
the language in the Glenn-Chafee bill that included a qualifier be-
tween fails to perform such as entirely and you take out the lead
in the next sentence, the adequacy of, because what you are doing
is you are inviting the court to review—not to review adequacy, but
to do a checklist.

Remember, under this statute, a cost-benefit analysis is only one
done in accordance with the strictures laid out in the statute. If
you look at Section 621, the definition of cost-benefit analysis says
it is one performed in accordance with the mandates laid out later
on in the statute. If you take out that language, you significantly
alleviate the possibility that a court will do what I have just said,
which is

Chairman THOMPSON. Take out what language, the adequacy of?

Mr. VLADECK. The adequacy of.

Chairman THOMPSON. And just say the compliance?

Mr. VLADECK. The first thing I would do 1s I would go back to
Glenn-Chafee. That is the best and clearest way to fix this concern,
which is to use a qualifying phrase like—and I would be glad to
work with your staff on this, and Paul knows these arguments
backwards and forwards—but to use qualifying language like that,
that would make it crystal clear to a reviewing court that if, for
example, the agency failed to—in the risk assessment requirement,
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you have to describe the major uncertainties in each component of
the risk assessment. If you have failed to do that, that may be
grounds

Chairman THOMPSON. But it says that the risk assessment shall
not be subject to judicial review, separate and apart.

Mr. VLADECK. No, but suppose there is a challenge to an agency
final rule? One argument that will be made is that the final rule
is not rational. It is arbitrary and capricious because there are
flaws in the risk assessment. The flaw in the risk assessment

Chairman THOMPSON. And that would be valid only if it is so
flawed that it makes the final rule arbitrary and capricious.

Mr. VLADECK. I am suggesting another ground for remand.

Chairman THOMPSON. I beg your pardon?

Mr. VLADECK. I am suggesting a different ground for remand.
The argument you made is the conventional argument. Yes, the
rule itself is irrational as demonstrated by the flaw in the risk as-
sessment. There is a second line of argument made available under
this bill, which is that the risk assessment is flawed because it
omits consideration of something mandated by this rule. Therefore,
the agency failed to perform the risk assessment as Congress has
decreed and that independently may provide a reviewing court a
ground for setting aside or remanding a rule.

Chairman THOMPSON. We cannot give risk assessment total im-
munity. I mean, no matter how flawed it is, it becomes a part of
the rule. You have to look at the rule including the risk assess-
ment.

Mr. VLADECK. Risk assessments are already judicially review-
able. In fact, courts look at them all the time. The UAW—in a case
that I represented them—won an OSHA case challenging the ade-
quacy of a risk assessment. There is nothing unusual or unconven-
tional about that.

Chairman THOMPSON. This has some additional elements that
the court considers.

Mr. ViADECK. That is correct.

Chairman THOMPSON. Professor Cass, what am I overlooking
here? We tried to provide a belt and suspenders to this thing and
still, evidently, we have not accounted for the imagination of good
lawyers. What do you think?

Mr. Cass. Well, Mr. Vladeck is right about one thing, and that
is that he and I disagree on this. [Laughter.]

I think the legislation is crystal clear on this point. I think you
cannot read Sections 622 and 627(d) and (e) and come to the con-
clusion that a court is invited to go off and do a detailed review
of the risk assessment and then throw it out if the judge does not
like the way it has been done.

Unfortunately, in my profession as a law professor, we tend to
focus on the really odd case, on the court that goes way off the deep
end. There are 22 million civil actions a year of which the Supreme
Court hears argument in about 85, and one of those every few
years makes it into a case book. Those are the ones we spend all
our time on. It gives us something of a warped view of the system.

I think this legislation is quite clear. I do not see the risk that
Mr. Vladeck does here at all.
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Chairman THOMPSON. All right. Let me ask some of you to ad-
dress another criticism that we have heard fairly consistently. The
reference is made to the OSHA process and perhaps the EPA proc-
ess, it takes 10 years to get a rule, and so forth. I assume going
in there is an awful lot that we all agree on here that we are trying
to do, and transparency is good, using the best scientific analysis
is good. Even having some, regardless of what kind of review it is,
having some process or someone of expertise, if it is fair and bal-
anced, looking at all of this. A lot of this is incorporated in the Ex-
ecutive Order. So, as I say, we pay lip service that this is a good
gle(ail. If it is not a good idea, it should not be in the Executive

rder.

But having agreed on all those things, there still is clearly con-
cern that what we are doing here is going to slow down the process.
It takes, let us say, 10 years to get some of these rules done. There
is one major OSHA rule a year or something like that, I guess.

Dr. Graham, what would be your feeling about that?

Mr. GRAHAM. Mr. Chairman, I wanted to share with the Commit-
tee the results of a book provocatively entitled “The Fifth Branch:
Science Advisors as Policy Makers,” written by Professor Sheila
Jasanoff, then at Cornell University, now at the Kennedy School of
Government. And what she did is she reviewed those health, safe-
ty, and environmental agencies that currently use independent
peer review. She looked at case studies of what happens when
independent experts from universities and think tanks review the
analyses performed by agencies.

Let me give you just a paraphrased summary of her conclusions.
One scientific peer review can actually shorten the rulemaking
process by increasing technical consensus about whether regulation
is necessary and increasing the credibility of the agency in the deci-
sions that it makes.

Two, when scientific peer review is routine and rigorous, judges
are less likely to second guess agency decisions because those deci-
sions have been supported by independent scientific peer review.

Third, it is a myth that scientific peer review is a pretext for de-
laying decisions. Early peer review can actually accelerate regu-
latory decisions by building consensus about what science says on
the issue.

Four, agencies have developed workable procedures for handling
conflict of interest issues, though continued vigilance is required.

The academic literature on this subject, the studies of the actual
peer review process, do not suggest that some of the perilous sto-
ries that you have been told would actually take place.

Chairman THOMPSON. Are there any examples of where a cost-
benefit analysis was used in order to expedite a process or make
a process more politically palatable, to allow it to take place sooner,
in your opinion?

Mr. GRAHAM. I do not know an example on the cost-benefit anal-
ysis off the top of my head, but I think there is a very good one
in the case of the Safe Drinking Water Act. Under the Safe Drink-
ing Water Act, there already is a mandatory requirement for inde-
pendent peer review. In the case of nitrates, a contaminant of
drinking water, an agency scientist misread the underlying toxi-
cological and epidemiological literature and was going to set a
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standard that was not protective enough of infants who might be
exposed to nitrates. The independent peer review process exposed
this error and caused the agency to set the maximum contaminant
level tighter than it otherwise would have been. That is a case of
peer review making the process more protective of public health
and the environment. So I do not think we should assume that
peer review is going to be a bad thing for these public health agen-
cies.

Chairman THOMPSON. Before my light goes off, let me ask Dr.
Crawford. I will get in under the wire here.

Mr. CRAWFORD. Yes. I agree with Dr. Graham. I guess every wit-
ness has more or less said that some of these rules take too long.
We have talked about some that took 10 years. I can tell you one
when I was at FDA that took 24 years.

But the question is whether or not we are going to do something
about it or whether we are just going to continue to bemoan the
fact that the regulatory process is out of control. I think these sys-
tems, as Professor Graham mentioned, when I was in the govern-
ment, would have helped us establish diplomatic relations with
OMB and we could perhaps, I believe, have gotten things like
HACCP through much quicker. I just know we could, because we
eventually had lost communications and also perhaps scientific
cregibillity that peer review and risk assessment would have given
us back.

Chairman THOMPSON. Thank you very much. Senator Levin.

Senator LEVIN. Thank you, Mr. Chairman.

Mr. Vladeck has testified that the USDA could not have initi-
ated, and these are his words, the HACCP rule, or at best would
have been severely hampered by it, had S. 746 been in effect, and
I am wondering, Dr. Crawford, whether you agree with that.

Mr. CRAWFORD. Actually, in the predecessor bill hearing last
year, we did evaluate HACCP under what would happen if the bill
had been passed. We found out that HACCP would have passed
with flying colors. There would be a $2 billion, as I recall, on the
plus side for HACCP. So that, again, would have been a compelling
case for us to override OMB’s worries about the Paperwork Reduc-
tion Act, whatever that was.

Senator LEVIN. Would it have gone through possibly even faster?

Mr. CRAWFORD. It would have gone through, I would say, 3 years
faster.

Senator LEVIN. If this bill were in effect?

Mr. CRAWFORD. Yes.

Senator LEVIN. Now, if there is a case where these provisions are
creating delay, and I will ask you, Mr. Vladeck, is it not true there
is a provision in this bill which says that the agency may proceed
without taking these actions if doing so, if conducting the regu-
latory analysis, would be contrary to an important public interest?
You at least agree that language, that safeguard is in the bill?

Mr. VLADECK. Yes, sir.

Senator LEVIN. I know you do not think it is adequate, but you
would agree, at least, the language is there?

Mr. VLADECK. You have my position.

Senator LEVIN. All right. Now, you have also testified, Mr.
Vladeck, that S. 746 requires that an agency “certify that its rule
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optimizes economic efficiency,” and then you go on from there. I
would suggest to you that you are going back. We do not have a
certification the way Glenn-Chafee did. Glenn-Chafee, a bill which
many of the groups supported, now oppose our bill. Glenn-Chafee
had a requirement that there be a certification that the rule
produce benefits that will justify the costs.

Indeed, the Executive Order which we now have says that each
agency shall assess both the cost and the benefits of the intended
regulation, and recognizing that some costs and benefits are dif-
ficult to quantify, propose or adopt the regulation only upon a rea-
soned determination that the benefits of the intended regulation
justify the costs. That is the current Executive Order.

We do not do that. We do not have a requirement that there be
a determination that benefits justify cost. We do not have a certifi-
cation. We have a determination as to whether or not the rule is
likely to provide benefits that justify the costs, and then if it does
not, why it is that the agency proposes to regulate.

So in your testimony, you are using a word which appeared in
Glenn-Chafee which is a much more restrictive word on the agency
than what we have here, and I would just simply urge you as we
proceed with discussion of this bill that we focus on the language
of this bill. And this bill, again, has a determination as to whether
a rule is likely to provide benefits that justify costs and this bill
says, if not, then why is the agency proposing to regulate. It is a
much more flexible standard for the agency than the current Exec-
utive Order and it is more flexible than Glenn-Chafee in this par-
ticular regard. Feel free to comment on that, if you wish.

Mr. MIRER. Senator Levin, could I comment on that?

Senator LEVIN. Yes.

Mr. VLADECK. I think my statement, when read in context, is ac-
curate. Your bill says the agency must make a determination
whether the net benefits test is met, and what my focus is is not
on the word “certify” or “determine,” it is on “net.” Every dictionary
you look at suggests that you are talking about a mathematical
quantification.

Senator LEVIN. Even though it says quantifiable or non-quantifi-
able?

Mr. VLADECK. Yes, because the word “net” is the modifier. There
has never been any explanation of why that is not an incoherent
standard, to say to the agency, on one hand, you must use this
mathematical net benefits test. On the other hand, you can use
non-quantifiable factors.

Mr. MIRER. At the risk of being practical here

Senator LEVIN. Well, the only

Mr. MIRER. If I could just say, in the OSHA process——

Senator LEVIN. I am just going to have to comment on this, and
I have got a time limit, so forgive me. The bill itself says, and I
want to read the language here, on page 14, line 14, I want to read
the language. “Net benefit analysis shall not be construed to be
limited to quantifiable effects.”

Mr. VLADECK. As I acknowledged.

Senator LEVIN. I just want to simply read the language, without
arguing it with you.
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Mr. MIRER. Now, here is the practical point. In the OSHA proc-
ess, and I do not know how anybody does this at any other agency,
in the OSHA process, there is no credible economic information
available until we get to the hearing. All the feasibility informa-
tion, the cost of control, the options that could be taken, the substi-
tutions of chemicals that might take into account, none of that stuff
comes out until the hearing. When it gets to the hearing, OSHA
does a preliminary analysis, which is usually very weak and lim-
ited, partly because of the Paperwork Reduction Act, and then in
the hearing, workers who actually do the jobs and employers who
actually run these processes come forward with the real data and
it is possible to make the determination.

So what this process is doing is requiring all that to be done
prior to getting to the hearing, holding up the hearing until it can
be done, peer reviewing it before we can get to the hearing to get
to the real data, and then I guess the agency has to, if there is sub-
stantial new evidence that comes out at the hearing, which is the
purpose of having the hearing in the first place, they would have
to go through the process again.

So that is our argument for why this front loading, which is de-
structive anyway, of the process as we see it is not a good idea.

And then the second point is that this cost-benefit, etc., is not the
economic feasibility standard, to which OSHA is held and so it is
irrelevant, and as Senator Levin said, information can lead to a re-
sult, even if it does not mandate the result. That is exactly what
we are afraid of here, overriding the underlying protections in the
OSHA statute, even if it is not the intended result.

Senator LEVIN. This question, Dr. Graham, is for you, as to
whether or not the peer review which is provided for in this bill
is duplicative of what the rulemaking process already provides in
the area that they discussed.

Mr. GRAHAM. I think that the literature that exists on peer re-
view shows that certain agencies, such as FDA and parts of EPA,
currently use peer review processes, and I think those would sat-
isfy the requirements of this bill. Other parts of EPA, other parts
of FDA and OSHA, do not currently have an independent peer re-
view process. In those cases, they would be asked to institute what
is already being done at other programs.

But I think there is a lot of flexibility in the way the peer review
provision is written that would allow different agencies to tailor the
kind of peer review that is appropriate for the kinds of rules they
are developing.

Senator LEVIN. So the bottom line is, then, that the requirements
on peer review do not duplicate

Mr. GRAHAM. They would not have to do it twice. I see nothing
in there that suggests to me they would have to do it twice or three
times.

Senator LEVIN. I think that is all I have for this round. Thank
you.

Chairman THOMPSON. Thank you very much. Senator Voinovich.

Senator VOINOVICH. I listened to Dr. Mirer’s testimony and Mr.
Vladeck’s. I am a new member of the Senate and what I am hear-
ing today is that we have agencies out there that are already tak-
ing a long time to move things through them. I am also hearing
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that if we require them to do more, it is going to take a longer pe-
riod of time.

I wear hearing aids today because when I was a construction la-
borer, there was not a requirement that you have the ear plugs. I
have an uncle that died prematurely, I think, because he worked
with chemicals and he got leukemia.

Mr. Chairman, I just wonder, do we have a problem with some
of these Federal agencies in terms of the adequacy of the number
of people that work in them? It is like we do not have enough peo-
ple to get the job done, and if that is the problem, then why do we
want to load them up with some more stuff? The object is to try
and have regulations that are sensible and make sense and protect
people and do what they are supposed to be doing.

If the problem is that we do not have the wherewithal in these
departments, then I think that this Committee ought to be very,
very much concerned about that. I am thinking maybe you ought
to bring in those agencies and talk to them about how adequate are
they in terms of the staffing that they need to get the job done that
they are supposed to be doing. It is fundamental.

As a governor, I had great complaints, for example, about our
medical board in Ohio, that they were not doing the job that they
were to be doing, so we got involved in it and doubled the money
that was made available to them and put new people on the board.
I think 2 years ago or last year, it is the best medical board now
in the country in terms of getting rid of these people that should
not be practicing medicine.

So I think that maybe there is another problem here that we
need to address our attention to, in addition to just looking at this
legislation.

One of the criticisms that we heard, that if you have cost-benefit
analysis and risk assessment, it is going to end up in a situation
where you are going to put dollars over the values of the lives and
health of our citizens. You hear it all the time, and I would like
any panelist that would like to, to comment on that.

Mr. Cass. I would be happy to, Senator. I think that there is no
doubt that all of us every day make choices where we are trading
off some type of risk against some type of cost. There is no other
way to live. We do not have unlimited resources and we live in a
world where those choices are necessary.

If we look at the amount of money the Federal Government has,
even at its current level, it is limited, and the amount of money we
have in the economy is limited. The agencies have to be saying at
some point, is the amount of dislocation, cost, imposition on others
worth this saving in health and safety? It has got to be implicit in
what they do now.

What this legislation says is not to make a precise, quantifiable
point at which you value human life. What it says is not pin down
the unique solution to this problem. It says to look carefully at how
much different types of rules are going to cost and see if you can
do what you want more cost effectively—see if you can prevent
more risk more cheaply. And I think that is a good instruction to
give agencies.

Mr. MIRER. I do not think that there is any question that agen-
cies try to do that now. The heightening of the importance of regu-
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latory analysis is actually the bottleneck at OSHA. The system is
being run by the people who do the economic analysis, and the
leader of that group was just put in charge of all standard setting.
So instead of the health scientists or the engineers being the criti-
cal skill, the critical skill is being able to get out these analyses
that will withstand Executive Order review, that will withstand
the subsequent challenges in court and the like, and that is the
dominant feature. That is what is slowing things down.

When we come to the question of cost-benefit, one of the first
standards that OSHA took up was the noise standard, and that
would be, by any measure, a major rule. The problem is what is
the value of a worker’s hearing? That would actually be the thing
over which we struggled. Those ear plugs that you were provided
with, we now know they do not work anywhere near as well as
they were supposed to work, and people are losing their hearing
even if they religiously wear those hearing protection devices.

So now we are getting to balance the cost of quieting the noise,
and it is doable, against human hearing and what is the value of
a worker’s hearing. I actually do not know how to put a number
on that, but I can tell you that putting that as a cost-benefit ques-
tion has stopped progress on noise abatement in American industry
now. We have not had any progress in 10 or 15 years as a result
of that cost-benefit determination being made, actually by a review
commission judge, not even by a real court.

N Seglator VOINOVICH. Do any other panelists want to comment
ere?

[No response.]

Senator VOINOVICH. I am finished.

Chairman THOMPSON. You have a little time left, so I am going
to take 30 seconds of it.

Senator VOINOVICH. I yield my time to the Chairman.

Chairman THOMPSON. You are right. I mean, the difficulty you
point out is a correct one. But the other question is, what is the
best rule in order to prevent loss of hearing? And you also said in
your statement, we know more about ear plugs now than we did
then. So I think your point is well taken, but it is only a part of
the picture. We are talking about not only the value of it but what
is the best way to protect whatever value that a person might put
on it in view of current science, in view of what we know now, and
work all that into the process to come out with the best results,
right, Senator Durbin?

Senator DURBIN. Right. Thanks, Mr. Chairman.

Is there anyone on the panel who believes that the passage of
this legislation will not add to the responsibility of the agencies
covered? Is there anyone who believes that the agencies will need
fewer employees because we pass this bill, as opposed to their cur-
rent employee workload?

Mr. Cass. I do not believe that you will need fewer employees,
but I do not believe that for agencies, generally, you will be making
any significant addition to the burden on them. Most of the agen-
cies you are addressing these requirements to have very similar re-
quirements at present, and generally, when things are slow at an
agency, the answer is politics, not science, not administrative prac-
tice.
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Senator DURBIN. Mr. Vladeck.

Mr. VLADECK. I would like to respond to that. There are huge dif-
ferences between this bill and the Executive Order that add all
sorts of analytic burdens to the agency that they cannot possibly
meet with existing staff. You can just tick them off quickly.

The Executive Order does not have a peer review requirement.
The Executive Order does not prescribe across-the-board risk as-
sessment. The Executive Order does not prescribe the net benefits
test. The Executive Order does not change judicial review. The Ex-
ecuﬁzive Order does not require the consideration of substitution
risks.

So there are a lot of differences—plus, the Executive Order does
not require anything amounting to the detail that is required in
this statute for cost-benefit analysis and so forth. So there should
be no pretense. There is no way agencies can do this with their ex-
isting staff.

Senator DURBIN. I agree with Mr. Vladeck on this point. I want-
ed to let everyone have a chance to say what they thought about
it, and when I offered an amendment before this Committee last
year which said, do not go forward with this if the agencies certify
you are going to in any way hamper their core mission, for exam-
ple, the Environmental Protection Agency and the inspection stand-
ard and so forth, I lost 10 to 5. It appears we want to do this on
the cheap, and I think Senator Voinovich has made my point. We
would like to impose new mandates on these agencies in terms of
what they are going to do, the list that Mr. Vladeck said, and not
provide them the resources.

Let me ask Dr. Graham, I know a little bit about oxygenated
fuels because I come from ethanol land. As I understand your testi-
mony and my memory of what was involved in it, in an effort to
reduce air pollution, we suggested the use of oxygenated fuels——

Mr. GRAHAM. Mandated it.

Senator DURBIN [continuing]. Mandated oxygenated fuels, but
permitted them to use ethanol or MTBE. The permission was
given. It was not a mandate that they use it in a certain area.

Mr. GRaAHAM. EPA did a rulemaking in which they could have
compared the risks and benefits of alternative oxygenated fuels.
They could have provided technical information that would have
caused people to go to one oxygenated fuel or another. They did not
do so. They just let politics and market forces play it out and——

Senator DURBIN. They let the private sector play it out?

Mr. GRAHAM. Right. And the public health and the environment
oftentimes need EPA to exercise scientific and public health leader-
ship, which did not happen.

Senator DURBIN. I think you are calling for more regulation, and
it is

Mr. GRAHAM. Senator Durbin, I am an advocate of public health,
safety, and environmental regulation

Senator DURBIN. So am 1.

Mr. GRAHAM [continuing]. Smart regulation based on science.

Senator DURBIN. My point is that many of us thought MTBE was
dangerous to start with, for a lot of the reasons that have now been
discovered, but the marketplace was allowed to work it out, if you
will, and then——
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Mr. GRAHAM. And it might have been different if, in fact, EPA
had done an authoritative comparative risk assessment of MTBE
versus the alternatives.

Senator DURBIN. Let me ask about this. Everybody keeps using
the phrase independent peer review. Let us test how independent
peer review is under this bill. Should peer review be limited to both
industry and government experts who have no financial interest in
the outcome of the decision? Does anybody disagree with that? If
you have a financial interest in the outcome of the decision, should
you be sitting on a peer review panel under this bill?

Mr. GRAHAM. You should not let industrial scientists numerically
dominate the peer review panel. I think that it would be a big mis-
take, but Senator Durbin, to say in the case of a peer review of an
air bag design issue that you are going to exclude all of the air bag
supplier engineers, all the air bag manufacturer engineers, you are
just going to exclude them from the peer review. That would be a
big mistake and loss of critical expertise.

Senator DURBIN. Well, let me suggest here, this bill, if I read it
correctly, excludes those in government agencies from serving on
the peer review panels

Mr. GRAHAM. I do not read it that way. Those particular govern-
ment employees involved in developing the regulation, but other
aspects of the agency or the Federal Government, I read this as
saying that they could potentially serve on it.

Senator DURBIN. One of the objections made by OMB last year,
by Mr. Raines, was, for example, in the area of nuclear regulatory
activity, there are a limited number of government experts here,
and when we start excluding certain agencies from participating,
then we exclude resources that may not be easy to duplicate.

Mr. GRAHAM. Right.

Senator DURBIN. But I find it interesting that you use the word
“dominate”. I do not know how you can predict in advance who is
going to dominate a peer review. Is someone going to be milque-
toast meek or stand up and say, “I am in charge here. I am the
jury foreman.”

Mr. GRAHAM. Right, but industry scientists should not numeri-
cally dominate.

Senator DURBIN. That is a little hard to call, and if you are say-
ing that if we are going to do an air bag peer review, we certainly
ought to bring in somebody from General Motors and Ford to sit
there, is this then an independent peer review?

Mr. GRAHAM. I think it would be very hard to construct a tech-
nically competent peer review on air bag design issues and have no
engineers from the air bag supplier community and from the manu-
facturing community.

Furthermore, if you look at the history of peer review at Federal
agencies, which is what this book does, what you find is that in
most cases, the dominance in the peer review in terms of the num-
ber of participants, they are either from academic organizations or
from nonprofit research institutions. There would on occasion be
one or two members from a regulated community or from a labor
union or from a public interest group. But the dominant involve-
ment in these peer review panels in terms of number of partici-
pants and overall influence on the process are people who do not
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have any particular stake in the outcome, and that is the way it
should be.

Mr. MIRER. If I could——

Senator DURBIN. I am sorry.

Mr. MIRER. I have been on a lot of peer review groups myself,
at the National Academy of Sciences, National Toxicology Program,
Board of Scientific Counselors, which peer reviews the report on
carcinogens and the like. My trouble with the peer review require-
ment, certainly in the OSHA context, is that, yes, you want people
who have an interest in the outcome to be involved in the rule-
mak}ilng process, who have the expertise. I agree with Mr. Graham
on that.

What I do not agree with is saying that these people get special
crack at the rule before anybody else gets it. That is the problem
with the process as it is set up in the bill now, the detriment of
the process relative to OSHA.

Peer review groups involve—there is another conflict of interest
which is not talked about. The academic reviewers are often re-
viewing their own work and evaluating the quality of their own
work and how dispositive it is of the rule. That is a grievous con-
flict, actually, and may even be the dominant one on these commit-
tees. Stuff is decided based on extra-record evidence, and prejudices
of the individuals—free ideas, and frankly, they are not bound by
criteria in legislate or regulation.

I mean, you take a full professor of oncology on one of these com-
mittees. He does not necessarily believe he has to follow the rules.
He thinks he is better than the rules, so he is not following them,
and that is just the way it is. It is an inherent problem with the
methodology and I think we have this in the system now.

Senator DURBIN. We have lionized and sanctified peer review in
this panel, and after some of the comments here, I am a little bit
suspicious as to the product we can expect to come from it.

But let us go a step further. Should we have public access to the
peer review? Should people be able to judge for themselves who
dominated, whether the right people were chosen?

Ms. KENWORTHY. Senator Durbin, could I speak to that? I have
had some experience during my working career with FIFRA, the
insecticide law, pesticide law, scientific advisory panel as well as
with the EPA Science Advisory Board. Both of those processes work
routinely with public scrutiny. They announce their meetings in
the Federal Register ahead of time and people are allowed to sit in.
Oftentimes, the public is permitted to be present when the regu-
lated entity presents its side of the issue.

Those processes generally have worked extremely well. I think,
particularly if you are going to have peer reviewers who are finan-
cially dependent upon the regulated entity, that is all the more rea-
son for the need for public scrutiny.

Senator DURBIN. Thank you. Mr. Vladeck.

Mr. VLADECK. Yes. It bears mention that this bill reverses the
presumption that normally attaches to peer review activity. Most
peer review committees are governed by the Federal Advisory Com-
mittee Act, which mandates very broad openness, not simply with
respect to the meetings but with the working papers and so forth
of the Committee. There is nothing in this bill that mirrors that.
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In fact, it is explicitly made not applicable, which means that there
may be even internal papers generated by the peer review commit-
tee that would not be made public. That is a serious problem.

Senator DURBIN. Yes. Dr. Crawford.

Mr. CRAWFORD. I have a couple of experiences which might be
worthwhile. As you know, the National Academy of Sciences last
year asked itself to be excluded from the Federal Advisory Commit-
tee Act because they believed certain aspects impeded scientific de-
cision-making. Congress granted that request.

Then another point is that when FDA approves drugs, food addi-
tives, and so forth, this is not an open process. They may hold
hearings or public advisory committee meetings but the final deci-
sion is reserved to FDA staff.

Another way is that some of the FDA committees, like the Food
Advisory Committee, requires members with vested interests to be
non-voting members. That would be a third way of dealing with the
perceived problem.

Senator DURBIN. Thank you. Thank you, Mr. Chairman.

Chairman THOMPSON. Thank you very much. Senator Edwards.

OPENING STATEMENT OF SENATOR EDWARDS

Senator EDWARDS. Thank you, Mr. Chairman. I decided when I
was sitting in my office and Senator Durbin started to talk about
tobacco, I had better get down here. [Laughter.]

Senator DURBIN. I am leaving.

Senator EDWARDS. Let me say first that I have enjoyed the dis-
cussion. This subject, I think, is a fascinating subject. I think the
bill intends to do some very positive things. I do not think there
is any question about that.

It seems to me we ought to be trying to improve efficiencies,
reduce bureaucracy. I am personally concerned about the human
impact of this bill, if it were to pass. I just wonder whether, ulti-
mately, this bill, which I think has a very laudable goal, accom-
plishes what it is we are trying to accomplish, which is to, for ex-
ample, to improve agency efficiency, to get these OSHA regulations,
EPA regulations, passed more quickly, whether we are reducing
unnecessary regulatory bureaucratic burdens that are placed on
businesses, and I emphasize unnecessary.

A lot of the arguments that have been made on both sides of this
bill lead me to the conclusion that it is still a bill that I am open
minded about, but I have real concerns about it, very serious con-
cerns.

Let me just ask you sort of a generic question to start with and
whoever wants to respond. Does anyone believe that this piece of
legislation, in fact, makes agency rulemaking more efficient? And
tell me why.

Mr. CRAWFORD. Yes, I do, because at the present time the first
thing that happens is the agency decides to announce that they
have an intention to regulate by publishing an advance notice of
proposed rulemaking, and the way an agency comes to that point
may vary from a petition that is sent in, it might be a letter from
a citizen of the United States or someone who is not even a citizen
and it is not routinized. There is no decision making matrix that
they have to conform.
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So, consequently, petitions that turn into regulations can lay in
abeyance for 4 or 5 years before they come up with some sort of
structure to put them together. This would give them that struc-
ture and it would make it routine throughout the Federal Govern-
ment, and over time, through experience, I believe S. 746 would
make the whole process more efficient and certainly more trans-
parent. It would be more like what goes on in other countries and
groups of countries, like the European Union, where risk assess-
ment has become the order of the day and the state of the art.

Ms. KENWORTHY. Senator Edwards, could I respond to that, just
briefly?

Senator EDWARDS. Yes, of course.

Ms. KENWORTHY. First of all, I do not agree that because you
have put all of those additional requirements, front load the proc-
ess with all of those additional requirements, that we are improv-
ing efficiency here. What we are doing is putting more and more
steps and more and more process into the whole system.

But further to that, I have to say, businesses should be efficient.
That is how they succeed. Sometimes governments should be effi-
cient, but not always. There are other things that governments
need to do besides focusing on efficiencies, and indeed, if that were
the only focus of the government, we would lose a lot of our demo-
cratic protections.

Senator EDWARDS. I agree with that, Ms. Kenworthy.

Mr. MIRER. No, I do not think it is more efficient. Dr. Crawford
actually mentioned one of the defects, I think, in the current ap-
proach, that it is unbalanced because there is not anything in there
which pushes the agency to respond to a petition and to justify
equally the failure to act. Right now, agencies have to defend
against pretty strong attack when they act. There is no similar
pressure on the agency to defend a refusal to act and to put protec-
tions forward. If there were something like that in the bill, you
could consider it at least a balanced attempt, but there is nothing
like that in the bill.

Senator EDWARDS. Yes. Mr. Vladeck.

Mr. VLADECK. Let me just add one thought. You have to look at
this bill in the context that exists in a regulatory environment that,
particularly in the last few years, has layered requirement upon re-
quirement for agencies to overcome in order to regulate. You have
SBREFA, you have the Congressional Accountability Act, you have
a host of new enactments, and that no one has stood back and sim-
ply assessed their impact on the agency.

If the question is, does this add to the agency’s efficiency, you
have to ask, where are the agencies today? And if you look at the
literature on administrative law, it is quite clear that agencies
have suffered from a process of ossification. They are now so proc-
ess-laden because of requirements imposed by Congress, the Execu-
tive Order, the courts, they are like the giant who is simply tied
down with all this rope.

All this bill does is add some more rope. It does not add to the
agencies’ efficiency. It certainly does not add to the informational
mix that is out there today. If you look at the agency rulemaking
record, there is tons of information about cost, about risks.



54

So if your question is, does this optimize efficiency, the answer
has to be no.

Mr. GRAHAM. Senator Edwards, if we asked an engineer at North
Carolina State or at Duke or something like that to serve on a peer
review panel for an EPA regulation, from the perspective of the
agency analyst, that may look a little frightening and it may look
a little like it is a layer of hoop they are going to have to go
through because this person is going to comment on their work and
potentially slow the process down.

But I think the point of this book by Sheila Jasanoff is when the
regulation is actually done and after the dialogue between the ex-
perts and the agency officials, the ultimate product is actually a
smarter regulation, one that is more protective and less costly than
it would have been without that review.

So I am not sure if that is efficient or not efficient, but I think
it potentially is a step in the right direction.

Senator EDWARDS. I want to ask about a couple of specific things
in the proposed bill, starting with peer review. Do any of you have
any notion of how many rulemaking procedures or what percentage
of rulemaking procedures actually meet this threshold criteria for

eer review, which appears to me to be affecting the economy by
5500 million or more for health and safety?

Mr. MIRER. Anything that costs the average employer $87 a year
will meet that requirement.

Mr. CAss. The only estimate I have seen, Senator, is that there
alrde roughly two dozen rules that would meet a $100 million thresh-
)

Senator EDWARDS. Those were two very different answers.

Mr. GRAHAM. Yes, they were very different statements.

Senator EDWARDS. Let us start with you, Professor Cass, if you
could tell me the basis for that conclusion.

Mr. Cass. In testimony offered last year by Professor Ernie
Gellhorn, he had gone through the rules and looked at the number
that met the $100 million threshold and his estimate for that was
about 25 rules annually.

Senator EDWARDS. And out of how many rulemakings that occur
each year?

Mr. CaAss. There are thousands that occur every year, and there
are thousands of pages added to the Federal Register every year by
{:hese agencies that are so bound down that they cannot pass regu-

ations.

Senator EDWARDS. Well, if you are correct, the bottom line is
there would be very few peer reviews that would actually occur.

Mr. Cass. I believe so.

Senator EDWARDS. I see everybody at that end of the table shak-
ing their head yes and I see everybody at this end shaking their
head no, so can I get a response?

Mr. MIRER. We are back to—we had this colloquy last year. Mr.
Thompson said, “See, there were no OSHA regulations that were
affected by this,” and I said, “Yes, that is the whole point. There
are no OSHA regulations ”?

Chairman THOMPSON. You see, I did not ask you that this year.

Mr. MIRER. No, you did not ask that question again, but you did.
The situation is OSHA regulates 6.5 million employers. Anything
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with broad impact is going to be a major rule. The example I al-
ways use is lighting an exit sign, which I did last year, too, and
I heard the sigh. Actually we do not have a lit exit sign here like
we ought to have, but Congress is exempt from OSHA, or maybe
not exempt anymore. But if you light that exit sign with a 50-watt
bulb, you are over $17 a year. So that is an example of the reach
that this bill would have. An information statute, an information
rule affecting large numbers of employers would get caught up in
this, and basically anything with broad application.

Now, I am not opposed to economic analysis of these rules be-
cause I think the economic analysis drives stricter regulation than
you would get if you had just a bunch of people sitting around a
table wondering about what things would cost. My only concern is
that we have to get to the hearing quicker when we have real eco-
nomic data because you do not have that in advance of the hearing,
which is when it would be peer reviewed.

Mr. GRAHAM. Senator, I would repeat the threshold is $500 mil-
lion, actually, on the cost-benefit peer review.

Senator EDWARDS. I know it is, and I think that is what I said.

Mr. GRaAHAM. That is a big threshold.

Mr. MIRER. That is $85 a year.

Mr. GRAHAM. I would encourage you to ask CBO if you are not
sure about this. I think you will find out it is a limited number of
regulations.

Senator EDWARDS. I wanted to ask you a couple other specific
questions, but let me just say, I did not mean to indicate that I
think efficiency takes precedence over human life and environ-
mental concerns. I absolutely believe the opposite of that.

Mr. GRAHAM. You did not say that.

Senator EDWARDS. But I do think we want to make these agen-
cies as efficient as they can.

You said something, Dr. Graham, that I just want to make sure
I understood, and I do not want to take much time on it because
I have something else I want to ask.

Mr. GRAHAM. All right.

Senator EDWARDS. I heard you saying in response to Senator
Durbin’s question—he expressed a concern that I also share, which
is it appears to me that industry representatives who have a finan-
cial interest in or could have a financial interest in the outcome of
any particular rulemaking procedure can clearly participate in the
peer review process.

Do I hear you saying that you believe that is justified, even
though obviously we give up some objectivity and independence by
having them on the panel?

Mr. GRAHAM. Yes.

Senator EDWARDS. Do you believe that is justified because they
bring information and expertise to the discussion? Is that basically
what you are saying?

Mr. GRAHAM. Right, and the standard conflict of interest proce-
dures at the National Academy of Sciences and at the EPA Science
Advisory Board would call for disclosure, public disclosure of that
conflict and they would never allow more than a couple of those
participants for fear of dominating the peer review panel. But there
are many cases where the necessary expertise on the subject mat-
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ter in question would require an engineer, a scientist, or an econo-
mist from one of the affected regulated parties, and I think that is
perfectly appropriate.

Senator EDWARDS. Mr. Vladeck, if I could have just another sec-
ond, Mr. Chairman, could I get you to respond to that, please?

Mr. VLADECK. Our concern—I mean, I think there is a legitimate
argument for having people with an interested stake to debate the
issues. There is ample opportunity today for anyone who is inter-
ested in an agency risk assessment or cost-benefit analysis to share
their views with the agency. That is the whole point of notice and
comment rulemaking.

What is wrong about this bill is it gives people with an interested
stake in the outcome a privileged place in the rulemaking proceed-
ing denied to every other member of the public. They will have ac-
cess to information other people will not have. They will have the
ability to demand written responses from the agency and they will
get their crack at the rulemaking process well before there is even
a notice of proposed rulemaking published.

Senator EDWARDS. Basically, what I hear you saying is they can
provide their expertise, counsel, etc., without being on the peer re-
view panel?

Mr. VLADECK. Absolutely, and they do so in every major rule-
making today.

Senator EDWARDS. Thank you all very much.

Chairman THOMPSON. But the agency, of course, as it is now, can
control pretty much what it agrees to hear and how it agrees to
hear it.

On peer review, just so that we all understand what this bill re-
quires, it says that panels must be broadly representative, exper-
tise relevant to the sciences, etc., and who are independent of the
agency, independent of the agency involved, not of the government
in total. You can bring governmental experts in. Then be governed
by agency standards and practices governing conflicts of interest
and non-governmental agency advisors.

So for people concerned about conflicts of interest, we are using
the current agency rules on conflicts of interest now. So if it is a
conflict of interest before this law, it will be a conflict of interest
after and vice-versa.

Then in terms of flexibility, it says the formality of the peer re-
view conducted under this section shall be commensurate with the
significance in complexity of the subject matter. It says that a
member of an agency advisory board shall be considered independ-
ent of the agency, so you are not excluding agency advisory boards.
I guess we are always wanting people who know the most about
it but have no interest in it.

Mr. GRAHAM. There are not many people. The Martians are not
going to do peer review.

Chairman THOMPSON. It is an inherent impossibility. But I go
back to something Senator Edwards and I know a little something
about, is that it is not that you can always find a witness that has
absolutely no interest in it, it is that you disclose it. Then, one way
or another, that is factored into the credibility of the information
that you are getting. So I do not see any other way to do it.
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I appreciate this panel today. Senator, I appreciate your commit-
ment to keep an open mind on this for a while. [Laughter.]

It seems to me what we are trying to do here, we are all trying
to reach a good result, and I agree with you that efficiency is not
the main goal of this particular act. We deal with efficiency a lot
on this Committee. We have a high risk list where we have agen-
cies year in and year out who are on a list that have a real problem
with waste, fraud, and abuse, and they come in year after year
after year, high levels of waste, fraud, and abuse in the agencies,
and I seldom, if ever, hear them say, “We just do not have enough
people to deal with it.” There are all different kinds of excuses.

What we are trying to do in a democratic society, I think, is try
to come up with a system so that no one is unaccountable. That
is part of the problem we have with the Independent Counsel Act
now. We cannot set someone or a group of people up and say, you
are not accountable. We do not want to do anything to slow you
down, even though we know you are going in the wrong direction
sometimes, and creating bad rules and rules that hurt people some-
times.

So it has to do with accountability and transparency and requir-
ing them to give reasons for what they are doing, and then at the
end of all that, we do not say you have to do anything about it ex-
cept give you reasons for what you are doing. Then if you are so
far off the mark, some Federal judge will look at all of it and tell
you so, not in terms of micromanaging what you did but looking
at the rule as a whole. If it is arbitrary and capricious, and you
know how high that standard is, then a Federal judge might get
involved. As Jonathan Swift would have said, “I think it is a very
modest proposal.”

We have had a good hearing today. You have all been excellent
witnesses, as usual. We appreciate your time very much and we
look forward to working with any and all of you as we go forward
to see if we cannot do everything we can to come together as much
as might be possible. So thank you very much.

I would like to include in the record a statement from Ed
Wasserman, President of the American Chemical Society, regarding
S. 746.1

With that, we will adjourn.

[Whereupon, at 12:49 p.m., the Committee was adjourned.]

1The letter from Mr. Wasserman dated April 14, 1999, with an enclosed prepared statement
appears in the Appendix on page 154.
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EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
WASHINGTON, D.C. 20503

THE DIRECTOR

STATEMENT OF
JACOB J. LEW
DIRECTOR
OFFICE OF MANAGEMENT AND BUDGET
FOR THE
COMMITTEE ON GOVERNMENTAL AFFAIRS
UNITED STATES SENATE

April 21, 1999

Mr. Chairman and members of this Committee. I appreciate the opportunity to submit a
statement concerning S. 746, the “Regulatory Improvement Act of 1999.” This bill was
introduced on March 25, and reflects a long history of arduous efforts by many Members of this

Committee.

This Administration has been both an advocate and implementor of responsible
regulatory reform. The President has signed into law a number of important pieces of reform
legislation, and the Administration is taking a wide range of administrative steps to improve the
regulatory process. For example, under the guidance of Executive Order No. 12866, agencies are
developing flexible performance standards and using market incentives whenever possible; are
applying benefit-cost analysis to achieve objectives in the most cost-effective manner; and are
reaching out to the affected parties, particularly our State and local partners, to understand better
the intended and unintended consequences of a proposed regulatory action. Under Executive
branch direction, agencies are improving delivery of services, reducing red tape, and reforming
practices to focus on customer service. The Administration’s goal in taking these actions is to
streamline and reduce the burden of government on its citizens, improve services, and restore the

basic trust of public in its government.

As you know, the Administration believes that regulatory reforms tailored to the specifics

(59)
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-

of particular statutes and agencies are preferable to across-the-board regulatory reform
legislation. Recent examples include the Safe Drinking Water Act amendments, the Food and
Drug Administration Modernization Act, and the Food Quality Protection Act. Nonetheless, we
stated our views, and offered certain suggestions concerning the broader approach addressed in
S. 981 which was considered in the Committee last year. You took our concerns seriously, and
S. 746 includes the changes we suggested at that time. On July 15, 1998, I sent Senator Levin
and Chairman Thompson the attached letter, summarizing some of this history and our views and
concerns. Our views today remain the same as stated in that letter. If S. 746 emerges from the

Senate and House as you now propose, the President would sign it.
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EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
WASHINGTON, D.C. 20503

July 15,1998

THE DIRECTOR

The Honorable Carl Levin
-Committee on Governmental Affairs
United States Senate

Washington, D.C. 20510

Dear Senator Levin:

Thank you for your letter of July I, 1998, in which you respond to the views on S. 981
that we expressed in former OMB Director Frank Raines’ letter of March 6, 1998.

President Clinton has been a strong supporter of responsible regulatory reform. In
addition to signing into law a number of important pieces of reform legislation, he and Vice
President Gore are taking a wide range of administrative steps to improve the regulatory process.
For example, under the guidance of Executive Order 12866, agencies are developing flexible
performance standards and using market incentives whenever possible; are applying benefit-cost
analysis to achieve objectives in the most cost-effective manner; and are reaching out to the
affected parties, particularly our State and local partners, to understand better the intended and
unintended consequences of a proposed regulatory action. Under the leadership of the Vice
President’s National Partnership for Reinventing Government, agencies are improving delivery
of services, reducing red tape, and reforming practices to focus on customer service. The
Administration’s goal in these actions is to streamline and reduce the burden of government on
its citizens, improve services, and restore the basic trust of public in its government.

The debate on comprehensive regulatory reform legislation is one that has sparked great
passion and has provoked, as you aptly note in your letter, “distrust and friction among the
interested parties.” We heartily agree with you that, to say the least, “[t]he path to this point has
not been easy.” In part, this has been the result of earlier versions of this legislation proposed by
others that sought not-to improve the nation’s regulatory system, but to burden and undermine it.
In a variety of ways these bills would have created obstacles and hurdles to the government’s
ability to function effectively and to protect the health, safety, and environment of its citizens. In
particular, these bills would have created a supermandate, undoing the many protections for our
citizens that are carefully crafied into specific statutes. In addition, strict judicial review and
complex analytic, risk assessment, peer review, and lookback provisions would have hampered
rather than helped the govemnment’s ability to make reasonable decisions and would have opened
the door to new rounds of endless litigation.
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We appreciate your thoughtful efforts over the past year to respond to issues that we and
others have raised. In your latest letter you continue to take seriously our concerns. -Indeed, the
changes you indicate that you are willing to make would resolve our concerns, and if the bill
emerges from the Senate and House as you now propose, with no changes, the President would
find it acceptable and sign it.

1 should note, however, that our experience with past efforts to resolve these differences
suggests that good ideas and the resolution of differences can be destroyed during the long
process of getting a bill to the President’s desk, and the nuances and balance that we have all
sought in this legislation could be easily disrupted. Many of the terms used carry great meaning,
and further modification is likely to renew the concerns that have animated our past opposition to
bills of this type. Accordingly, we look forward to working with you to ensure that any bill the
Congress passes on this subject is fully consistent with the one on which we have reached
agreement.

Sincerely,

acob J. Lew
Acting Director

Identical letter sent to the Honorable Fred Thompson
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Congress of the Tnited Htates
FHouse of Representatibes
Washingten, BEC 20515

July 31, 1998

The Honorable Jack Lew

Director

Office of Management and Budget

Old Executive Office Building

17th Street and Pennsyivania Ave, N'W.
Washington, D.C. 20503

Dear Mr. Lew:

As Minority Leader, Minority Whip, and Ranking Members of Commiriees of the House
of Representatives with jurisdiction over statutes desi gned to protect public health, safety, and the
environment, we are writing with respect to S. 981, the “Regulatory Improvement Act of 1998."
In light of prior so-called “regulatory reform” proposals which would have undermined those
statuies, we remain concerned that a one-size-fits-all approach, which makes changes across a
wide range of agencies and statutes, may have serious, and perhaps unintended, adverse
consequences,

We have only recently been informed of your July 15, 1998, Ietter to Senators Levin and
Thompson and wish to gain a fuller undersianding of the changes that S. 981, if enacted, would
make o sur environment, health, and safety laws.

We appreciate your cooperation in providing timely responses to our initial questions
which are attached.

Sincerely,

Richard A Gephardt David E. Bonior
Minority Leader Minority Whip

MK /éwﬂzf@auéi

John D. Dingell 4 George E. Brown, Jr.
Ranking Minority Member Renking Minority Member
Commitiee on Commerce Caommitee on Science




Hon. Jack Lew
July 31, 1998
Page Two

enry A. Waxman
Ranking Minority Member
Comumittee on Government Reform
and Oversight

Cammittee on the Judiciary

George Miller
Ranking Minority Member
Committes on Resources

Yo X

William Clay
Ranking Mincrity Member
Committee on Education and
the Waorkforce
eg L. Oberstar
Ranking Minority Member
Committee on Tran. portation and
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QUESTIONS

(Unless otherwise noted, references are to 5. 981 as agreed to in the Lew letter dated July 15, 1998)

General

1. During the process of consultation leading to the agreement on S. 981 contained in
Director Lew's July 15", 1998, letter, please indicate whether'and to what extent any of
the following agencies were consulted, whether such agencies approved the text as agreed
to, and whether such agencies prepared any written comments relating to the proposed or
final agreement: the Environmental Protection Agency, the Food and Drug
Administration, the Consumer Products Safety Commuission, the Federal Trade
Commission, the Federal Mine Safety and Health Review Commission, the Nuclear
Regulatory Commuission, the Federal Aviation Administration, the Occupational Safety
and Health Administration, the National Highway Traffic Safety Administration, the
Office of Science and Technology Policy, the Agency for Toxic Substances and Disease
Registry, the National Institute of Environmental Health Sciences, the National Institute
for Occupational Safety and Health, or any other federal agency with regulatory or
scientific responsibilities relating to the environment, public health, or safety. Please
provide copies of such written materials.

2. Section 621(10)(J) substantially expands the scope of rules exempted from the Act's
requirements from prior versions.

a)y What, if any, agency actions and rules under the Federal Insecticide, Fungicide,
and Rodenticide Act would be exempted by this provision?

b} Would this provision exempt agency rules and actions, including drug and
medical device approvals, under the Federal Food Drug and Cosmetic Act?

<) Would this provision exempt agency rules and actions under the Food Quality
Protection Act?

d) What other agency rules and actions would be exempted under this provision?

) What is the rationale for exempting these specific examples of agency rules and
actions? Why are these specific regulations or acts set out for special treatment?

3. After considering the exemptions provided for in Section 621, please identify each
specific statute that would be subject to the requirements of S. 981,

4. To further assist us in understanding the scope and reach of S. 981, please identify:

aj each rule issued or agency action taken since August 1, 1995, to which the
requirements of S. 381 would have applied, and

b) each rule or agency action that the Administration believes, based on current
information and projections, is anticipated to be issued within the next three years
that will likely trigger or be subject to the requirements of S. 981.

5. Please provide, in consultation with the agencies that administer the statutes, a detailed
side-by-side comparison of the risk assessment, cost-benefit and peer review
requirements of S. 981 with any risk assessment, cost-benefit and peer review
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requirements contained in current environmental, health, and safety. statutes that \y()_uld be
covered by S. 981. To the extent that such requirements are inconsistent or conflicting,
which statute would govern?

6. Based on actual agency experience, please provide cost and time estimates (both low
and high end) for (a) risk assessment, (b) cost-benefit analysis, and (c) peer review for
major rules that would be subject to the requirements of S. 981.

7. Please identify the differences between Executive Order 12866 and S. 981, including
differences in their scope and application, their specific requirements for cost-benefit
analysis, risk assessment, and peer review, and their enforceability through judicial
review. In particular, does Executive Order 12866 require an agency head to make a
determination whether a rule is "likely to achieve the rule making objective in a more
cost-effective manner, or with greater net benefits, than the other reasonable alternatives
considered by the agency" as required by section 623(d)?

Regulatory Analysis / Cost-Benefit Analysis

8. Less than two years ago, Congress passed and the President signed into law the Safe
Drinking Water Act Amendments of 1996, which carefully evaluated how costs and
benefits were to be considered in promulgating regulations for the Safe Drinking Water
Act. While the Safe Drinking Water Act requires the Administrator to publish a
determination as to whether the benefits of 2 maximum contaminant level “justify or do
not justify the costs," it does not require a "greater net benefits” test such as that imposed
by section 623(d)(1)(B). Has the EPA analyzed the impact of this " greater net benefits”
requirement? If so, please provide a copy of any such analysis. Even it becomes onlya
preference, could it create a bias against regulations that provide substantial non-
quantifiable benefits?

Risk Assessment Requirements

9. What is the relationship between the elements in the definition of the term "risk
assessment" in section 621(9) and the elements of a risk assessment required in section
624(e)? The definition (section 621{9)) seems to require a characterization of a
distribution of risk and other elements "to the extent feasible,” while the mandated
elements of a risk assessment in section 624(e) are required "to the extent scientifically
appropriate.” Are these intended to be the same standard? If a risk assessment does not
have all of the elements listed in the definition in 621(9), is it exempt from the statute?

10. Section 624 requires agencies to design and conduct a risk assessment for *each
proposed and final major rule the primary purpose of which is to address health, safety, or
environmental risk."  Section 627(b) states that a determination by an agency that a rule
is or is not 2 "major” rule can be set aside by a reviewing court if it finds the
determination to be arbitrary or capricious. What about the determination that the
"primary” purpose of a rule is to address health, safety, or environmental risk? Who
would make such a decision, and would it similarly be subject to interlocutory appeal or
other judicial review? Why is a decision by an agency whether a rule is "major" for the
purposes of the Act subject to judicial review, while the same decision by the OMB
Director is not subject to judicial review?

11. In Director Raines' letter of March 6, 1998, the Administration objected to provisions
.in S. 981 which applied to risk assessments which were not the basis of a major rule,

However, S. 981 requires that risk assessment principles apply to non-rulemaking risk

assessments which the Director "reasonably anticipates is likely to have an annual effect
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on the economy of $100 million or more in reasonably quantifiable costs and that the
Director determines shall be subject to the requirements of this section." Please state the
reasons for the position taken by Director Raines in March, 1998.

a) Since such an assessment by itself imposes no legal restrictions or other
obligations, how would the costs of such a risk assessment be "reasonably
quantified"? What would such costs include?

b) What process will be required to ensure that the Director is informed of all non-
rulemaking risk assessments in order for the Director to determine in advance of
such risk assessment whether or not the statutory risk assessment principles
should apply?

12. Section 624(c)(2) requires "scientific assumptions used in risk assessments" to
"incorporate all reasonably available, relevant, and reliable scientific information.”
(Emphasis added.)

a) How does this requirement differ from the requirement in 624(b) which
requires each agency to consider in each risk assessment "all relevant, reliable,
and reasonably available scientific information"?

b) How are "scientific assumptions” defined? Since all assumptions in a risk
assessment are based on some type of scientific information, does this mean that
all assumptions in a risk assessment are subject to these provisions?

c) Assumptions are usually used in a risk assessment when there are two or more
equally plausible scientific alternatives to be chosen in the absence of direct data.
Doesn't having to choose one alternative over another inherently preclude the
agency from incorporating "all" relevant scientific information in that
assumption?

d) The choice of alternative rests on policy considerations or other non-scientific
information. How can such policy considerations be considered to incorporate
"all" relevant scientific information?

13. S. 981 requires a risk assessment to be conducted and peer reviewed before an
agency can publish a notice of proposed rulemaking. Given the amount of time it takes to
promulgate a major rule, there will certainly be new scientific information available by
the time the rulemaking is completed. Despite section 624(a)}(2) and section 625(h), an
agency would risk having a rule overturned if it failed to conduct another risk assessment
and peer review in order to meet the requirement of section 624(b) that agencies consider
"all reasonably available, relevant, and reliable scientific information” in conducting a
risk assessment. How would the bill prevent the situation where a risk assessment is
being perpetually revised because new information is always becoming available?

14. Section 624(d) requires an agency to solicit and consider "relevant and reliable data”
from the public in conducting a risk assessment. Who decides whether the data provided
by the public is "relevant” and "reliable"? By what criteria?

15. In March, Director Raines objected to the bill's requirement that risk assessments be
conducted for rules which are not "premised on the outcome of a risk assessment," for
example, rules that require the use of "best available control technology.” What was the
* basis for the Administration's objection? Is it the Administration’s position that S. 981
should require risk assessments to be conducted for non-risk-based statutes? If so:
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a) How many additional annual risk requirements will be required for rules which
are not premised on the outcome of a risk assessment? What will such legally
irrelevant risk assessments cost the agencies in terms of funding and delays in
regulation?

b) What is the rationale for an agency to conduct a risk assessment meeting the
strict statutory requirements of S. 981 if such a risk assessment is irrelevant to the
statutory criteria for making a regulatory decision?

c) Based on EPA's experience conducting risk assessments under section 112 of
the Clean Air Act prior to the 1990 Clean Air Act amendments, how much will it
cost and how long will it take for EPA to carry out risk assessments for
determinations under section 112 even though such assessments are no longer
legally relevant to the regulatory decision?

16. Section 627(d) provides for judicial review of risk assessments only as part of the
judicial review of a "final rule to which such ... assessment applies." Would a risk
assessment which is not the basis of a rulemaking proceeding be considered "final agency
action” under section 627(a)(1)? Or does mean that a risk assessment which is not the
basis of a rulemaking cannot be judicially reviewed under any circumstances? How
would this provision, if enacted, affect the decision in Flue-Cured Tobacco Cooperative

Stabilization Corp. et 2l v. EPA (U.S.D.C. N.C., July 17, 1998)?

Peer Review

17. In March, Director Raines objected to the bill's requirement that agencies conduct
independent peer reviews for cost-benefit analysis. S. 981, however, requires peer
reviews for major rules with an effect of $500 million in "reasonably quantifiable costs.”
What was the basis for Director Raines' position in March?

18. In March, Director Raines objected to the bill's provision (section 625(b)(i1)) which
prohibited any agency employee from participating on 2 peer-review panel, and
recommended instead that only program office employees should be barred from a peer
review panel. S. 981, however, still bars any agency employee from participating in the
peer review even if such employee had no connection with the rulemaking proceeding.

a) What was the basis for Director Raines' objections in March, 19987

b) Which agencies presently prohibit all agency employees from sitting on peer
review advisory panels? Is that consistent with the present policy of EPA, as
indicated in the "Peer Review Handbook" published in January 1998 by EPA's
Science Policy Council?

19. Section 625(b) (1)(B) permits each agency to set its own rules regarding conflicts of
interest by peer review panelists. Under this provision, could agencies permit persons
with direct financial conflicts of interest to serve on peer review panels? Why does S.
981 permit agencies to have different standards for conflicts of interest when it requires
them to have uniform standards for cost-benefit analysis and risk assessment?

20. Section 625(b)(1)(c) states the principle that peer review should be conducted in time
_ to meet agency deadlines. However, since the peer review panel is independent of the

agency, how does an agency ensure that the mandatory peer review process is completed

in time to meet statutory or court-ordered deadlines? Does an agency have the authority
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to ignore a peer review panel if it does not meet agency-set deadlines? What happer}s if
the peer review panel feels it cannot credibly conduct the peer review in the time period
provided?

21. What is the basis for exempting the peer review panels from the requirements of the
Federal Advisory Committee Act (5 U.S.C. App)? Would this provision permit the peer
review panel to conduct meetings closed to the public?

22. In his March 1998 letter, Director Raines sought to delete the reference to "peer
review" from the judicial review requirements of section 627(e). What were the reasons
for the Administration's policy position set forth in Director Raines' letter?

Comparative Risk Analysis

23. Section 628(c)(2) requires the Director of OIRA, in consolation with the Director of
OSTP, to contract with an "accredited scientific institution" to develop comparative risk
and other risk-related methodologies. In March, 1998, the Administration objected to this
language. What was the basis for the Adriinistration's objection in March?

24. Please identify the scientific institutions that have the expertise to conduct such a
broad study. On what basis would the accredited scientific institution be chosen? What
safeguards will be instituted to avoid conflicts of interest? What risks are considered to
be "significant" risks? Are the risks to be compared limited to risks that are within the
statutory authority of federal regulatory agencies to regulate, or would they include all
possible health, safety, or environmental risks? Where will the scientific institution
obtain information to evaluate such a broad range of risks and how will data gaps and
scientific uncertainties be accounted for? What is the anticipated cost of the study and
why do you believe two years is the appropriate amount of time?

25. Section 629 requires a comparative risk study to be carried out by "an accredited
scientific institution.” Section 629(c) requires agencies within 4 years after the effective
date of the Act to use the results of the study as appropriate in the preparation of the
agency's budget and strategic plan and performance plan under the Government
Performance and Results Act. Would such a requirement override the statutory and
budgetary priorities established by Congress? Do you agree that the priorities and
requirements set forth in the agencies' authorizing statutes should take precedence for the
purpose of budgets, strategic plans, and performance plans?

26. The report accompanying the bill acknowledges that comparative risk analysis is not
"purely a scientific undertaking" because "public values must also be incorporated when
assessing the relative seriousness of the risks and when setting priorities." (Committee
Report at 49) According to the Committee Report, the comparative risk analysis required
by section 629 should enable "public values to be ascertained and considered.”

a) Why is "an accredited scientific institution" competent to "ascertain and
consider” public values for the purposes of ranking risks and setting priorities?
How will such an institution determine whether the public thinks that cancer
prevention is more important than preventing birth defects?

b) How can such value-laden priority-setting exercises be subjected to peer review
as required by S. 981?

Executive Oversight
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27. Section 643 has been weakened to require disclosure only of written
"correspondence” (rather than "communications") and of matters discussed only in
"significant meetings" (rather than “substantive" meetings) between OIRA and outside
parties. Given the bill's intention to make rulemaking decisions more transparent, what is
the rationale for limiting the disclosure of contacts between OIRA and outside parties
relating to an agency rulemaking? In particular, why has the Administration agreed to a
provision which requires less public disclosure than its own Executive Order 12866,
which requires OIRA to maintain a publicly available log of "all substantive oral
communications, including meetings and telephone conversations"?

28. There is a well-documented history, particularly in prior Administrations, of OMB
delays in clearing agency rules. Executive Order 12866, issued by President Clinton,
provides for a 90 day OMB review period of covered regulations which may be extended
for an additional one-time 30-day period upon written approval of the Director and at the
request of the agency head. In contrast, the bill allows OIRA to unilaterally extend the
review period for agency rules longer than 90 days without any time limit and without the
approval of the agency head. Why has the Administration agreed to override the
language of its own Executive Order? =~ :

29. To what extent, if any, would the statutory authority of the OMB Director to extend
the review process take precedence over the statutory deadlines established by Congress
for many environmental, safety and health rulemakings? Would the deadline established
by Congress in the underlying statutes provide an outside limit for the OMB Director's
review authority? Could such a statutory deadline be enforced by court action even if
such a rule were delayed by OIRA review under this section?

30. Under Executive Order 12866, OIRA is required to provide a written explanation to
an agency to which it has returned a regulatory action for further consideration. S. 98}
has no similar provision. Would the Administration support adding such a provision to S.
9817
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Regulatory Reform: Comments on S. 746—
The Regulatory Improvement Act of 1999

Mr. Chairman and Members of the Committee:

I am pleased to assist in your consideration of S. 746, the “Regulatory
Improvement Act of 1999.” As I said in my testimony on its predecessor, S.
981, we believe that the bill thoughtfully addresses many issues in
regulatory management that have long been the subject of controversy.'
‘We have issued reports on a number of those issues.

My statement today focuses on our past work in four areas of relevance to
the bill: (1) the effectiveness of previous regulatory reform initiatives, (2)
agencies’ cost-benefit analysis practices and the trigger for the analytical
requirements, (3) peer review of agencies’ regulatory analyses, and (4) the
transparency of the regulatory development and review process.

Unfunded Mandates
Reform Act Had Little
Effect on Agencies’
Rulemaking Actions

During this Committee’s hearings on S. 981, one of the witnesses indicated
that Congress should determine the effectiveness of previously enacted
regulatory reforms before enacting additional reforms. Perhaps the most
directly relevant of those reforms to S. 746 is title II of the Unfunded
Mandates Reform Act of 1995 (UMRA), which requires that agencies take a
number of analytical and procedural steps during the rulemaking process.

‘We examined the implementation of UMRA during its first 2 years of
operation and, for several reasons, concluded that it had little effect on
agencies’ rulemaking actions.” First, the act’s cost-benefit requirement did
not apply to many of the rulemaking actions that were considered
“economically significant”actions under Executive Order 12866 (78 out of
110 issued in the 2-year period). Second, UMRA gave agencies discretion
not to take certain actions if they determined that those actions were
duplicative or unfeasible. For example, subsection 202(a)(3) of the act
requires agencies to estimate future compliance costs and any
disproportionate budgetary effects of the actions “if and to the extent that
the agency determines that accurate estimates are reasonably feasible.”
Third, UMRA requires agencies to take actions that they were already
required to take. For example, the act required agencies to conduct cost-
benefit analyses for all covered rules, but Executive Order 12866 required
such analyses for more than a year before UMRA was enacted and for a
broader set of rules than UMRA covered.

‘Regulatory Reform: Comments on S. 981—The Act of 1997 (GAO/T-

GGD/RCED-97-250, Sept. 12, 1997); and Regulatory Reform: Comments on S. 981—The Regulatory
Improvement Act of 1998 (GAO/T-GGD/RCED-98-95, Feb. 24, 1998).

“Unfunded Mandates; Reform Act Has Had Little Effect on Agencies” ing Actions (GAO/GGD-
98-30, Feb. 4, 1998).

Page 1 GAO/T-GGD/RCED-99-163
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¥ Reform: C on S. 746-The ¥ Imp Act of 1999

Like UMRA, S. 746 contains some of the same requirements contained in
Executive Order 12866 and in previous legislation. However, the
requirements in the bill are also different from existing requirements in
many respects. For example, S. 746 would address a number of topics that
are not addressed by either UMRA or the executive order, including risk
assessments and peer review. These requirements could have the effect of
improving the quality of the cost-benefit analyses that agencies are
currently required to perform. Also, S. 746 applies to rules issued by
independent regulatory agencies that are not covered by Executive Order
12866.

However, as currently written, S. 746’s analytical requirements do not
appear to apply to some rules that are covered by Executive Order 12866.
The executive order’s cost-benefit analysis requirements apply to
“economically significant” rules issued by the covered agencies, and the
order defines economically significant rules as ones that are likely to have

“an annual effect on the economy of $100 million or more or adversely affect in a material
way the economy, a sector of the "y ivi ition, jobs, the
environment, public health or safety, or State, local, or tribal governments or communities.”

Under the executive order, a rule can have a $100 million effect on the

economy by imposing $100 million in costs or by providing $100 million in

benefits. S. 746’s cost-benefit analysis requirements apply to “major” rules,
. and the bill defines a major rule in subsection 621(7)as one that

“(A) the agency proposing the rule or the Director (of the Office of Management and
Budget) reasonably determines is likely to have an annual effect on the economy of
$100,000,000 or more in reasonably quantifiable costs; or (B} is otherwise designated a
major rule by the Director on the ground that the rule is likely to adversely affect, in a
material way, the economy, a sector of the including small busi prC fvif
competition, jobs, the environment, public health or safety, or State, local or tribal
governments, or cormmunities.”

Therefore, a rule that is economically significant under Executive Order
12866 because it is likely to have more than $100 million in benefits (but
perhaps only $90 million in costs) would not be covered by the analytical
requirements in S. 746 (unless designated by the Director). Also, the bill
does not cover a rule if the agency determines that it imposes $90 million
in costs plus other costs that are not “reasonably quantifiable.” If the intent
of the bill is not to exclude these kinds of rules covered by the executive
order, the definition of a major rule in subsection 621(7)(A) could be
amended to eliminate the words “in reasonably quantifiable costs.”

Page 2 GAO/T-GGD/RCED-89-163
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Regulatery Reform: Comments on S. 746--The Regulatory-Improvement Act of 1999

Agencies Could
Improve Cost-Benefit
Analyses

The centerpiece of S. 746 is its emphasis on cost-benefit analysis for major
rules. The bill establishes detailed procedures for preparing those analyses
and using them in the rulemaking process. Therefore, it is important to
understand how agencies are currently preparing cost-benefit anatyses.

Mr. Chairman, in a 1998 report prepared at your and Senator Glenn's
request, we examined 20 cost-benefit analyses at 5 agencies to determine
the extent to which those analyses contain the “best practices” elements
recommended in the Office of Management and Budget’s (OMB) January
1996 guidance for conducting cost-benefit analyses.” We concluded that
some of these 20 analyses did not incorporate OMB'’s best practices. For
example, the guidance states that the cost-benefit analysis should show
that the agency has considered the most important altemnative approaches
to the problem addressed by the proposed regulatory action. However, 5 of
the 20 analyses that we examined did not discuss any alternatives to the
proposed action, and some of the studies that discussed alternatives did so
in a limited fashion. For example, the Food and Drug Administration’s
(FDA) regulation on adolescents’ use of tobacco examined six regulatory
alternatives but contained only a few paragraphs on the five that were
ultimately rejected. A more thorough discussion of the alternatives that
FDA considered would have better enabled the public to understand why
the agency chose the proposed action.

Six of the cost-benefit studies did not assign dollar values to benefits, and
only six analyses specifically identified net benefits (benefits remaining
after costs have been accounted for}—a key element in OMB’s guidance.
Executive Order 12866, on which OMB’s guidance is based, emphasizes
that agencies should select approaches that maximize net benefits unless a
statute requires another regulatory approach.

The OMB guidance stresses the importance of explicitly presenting the
assumptions, limitations, and uncertainties in cost-benefit analyses.
However, the analyses that we examined often were not explicit or
“transparent” on these matters. For example, five of the analyses did not
explain why the agencies did not use a discount rate to determine the
present value of future benefits and costs. Also, five of the analyses did not
explain why they did not discuss the uncertainty associated with the
estimated benefits and costs. Similarly, in a 1997 report examining 23 cost-
benefit analyses supporting the Environmental Protection Agency’s (EPA)
air quality regulations, we concluded that certain key economic

¥ Reform: Agencies Could Improve D ! fon. and Clarity of

Economic Analyses (GAO/RCED-98-142, May 26, 1998).

Page 8 GAO/T-GGD/RCED-99-163
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assumptions were not identified or were not explained in 8 of the
analyses.’ For example, one analysis assumed a value of life that ranged
from $1.6 million to $8.5 million while another analysis that was prepared
in the same year assumed a value of life that ranged from $3 million to $12
million. In neither case did the analysis clearly explain why the values
were chosen.

Eight of the 20 cost-benefit analyses that we examined in our 1998 report
did not include an executive summary that could help Congress,
decisionmakers, the public, and other users quickly identify key
information addressed in the analyses. In our 1997 report, 10 of the 23
analyses supporting air quality regulations did not have executive
summaries. We have previously recommended that agencies’ cost-benefit
analyses contain such summaries whenever possible, identifying (1) all
benefits and costs, (2) the range of uncertainties associated with the
benefits and costs, and (3) a comparison of all feasible alternatives.”

S. 746 addresses many of these areas of concern. For example, when an
agency publishes a notice of proposed rulemaking (NPRM) for a major
rule, section 623 of the bill would require agencies to prepare and place in
the rulemaking file an initial regulatory analysis containing an analysis of
the benefits and costs of the proposed rule and an evaluation of the
benefits and costs of a reasonable number of alternatives. Section 623 also
requires an evaluation of the relationship of the benefits of the proposed
rule to its costs, including whether the rule is likely to substantially
achieve the rulemaking objective in a more cost-effective manner or with
greater net benefits than other reasonable alternatives. Finally, it requires
agencies to include an executive sumumary in the regulatory analysis that
describes, among other things, the key assumptions and scientific or
économic information upon which the agency relied.

Enactment of the analytical, transparency, and executive summary
requirements in S. 746 would extend and underscore Congress’ previous
statutory requirements that agencies identify how regulatory decisions are
made. We believe that Congress and the public have a right to know what
alternatives the agencies considered and what assumptions they made in
deciding how to regulate. Although those assumptions may legitimately

‘Air Pollution: Information Contained in EPA’s Regulatory Impact Analyses Can Be Made Clearer
(GAO/RCED-97-38, Apr. 14, 1397).

*Cost-Benefit Analysis Can Be Useful in A i i { Despite Limi
(GAO/RCED-84-62, Apr. 6, 1984).

Page 4 GAO/T-GGD/RCED-99-163
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vary from one analysis to another, the agencies should explain those
variations.

All Major Rules Do Not
Have NPRMs

If enacted, Congress may want to review the implementation of this part of
S, 746 to ensure that the initial regulatory analysis requirements apply to
all of the rules that it anticipated. As I previously noted, the bill’s analytical
requirements apply to all major rules at the time they are published as an
NPRM. The Administrative Procedure Act of 1946 (APA) permits agencies
to issue final rules without NPRMs when they find, for “good cause,” that
the procedures are impracticable, unnecessary, or contrary to the public
interest. When agencies use this exception, the APA requires the agencies
to explicitly say so and provide an explanation for the exception’s use
when the rule is published in the Federal Register.

In a report we issued last April, we pointed out that 23 of the 122 final rules
that were considered “major” under the Small Business Regulatory
Enforcement Fairness Act and published between March 29, 1996, and
March 29, 1998, were issued without a previous NPRM. If the same
proportion holds true for the major rules covered by S. 746, the initial
analytical requirements in the bill would not apply to nearly one-fifth of all
final major rules.

We also examined the issuance of final rules without NPRMs in another
report that we issued last year." In some of the actions that we reviewed,
agencies’ stated rationales for using the good cause exception were not
clear or understandable. For example, in one such action, the agencies
said in the preamble to the final rule that a 1993 executive order that
imposed a 1994 deadline for implementation and incorporation of its
policies into regulations prevented the agencies from obtaining public
comments before issuing a final rule in 1995, In other actions, the agencies
made only broad assertions in the preambles to the rules that an NPRM
would delay the issuance of rules that were, in some general sense, in the
public interest.

We believe that agencies need the flexibility to publish final rules without
NPRMs in order to respond quickly to emergencies and in other

°An NPRM is also not required for i ive rules; general of policy; or rules of agency
organization, procedures, or practice.

"Regulatory Reform: Major Rules Submitted for Congressiona) Review During the First 2 Years
(GAO/GGD-98-102R, Apr. 24, 1998).

*Federal Rulemaking: Agencies Often Published Final Actions Without Proposed Rules (GAO/GGD-98-
126, Aug. 31, 1998).

Page 5 GAO/T-GGD/RCED-99-163
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appropriate situations. Similarly, we believe that using the issuance of
NPRMs as the frigger for analytical requirements may be entirely
appropriate. However, as a result, some major rules will probably not be
subject to these requirements.

Peer Review Can
Improve Regulatory
Decisionmaking

3. 746 also requires agencies to provide for an independent peerreview of
any required risk assessments and cost-benefit analyses of major rules that
the agencies or the OMB Director reasonably anticipate are likely to have a
$500 million effect on the economy. Peer review is the critical evaluation
of scientific and technical work products by independent experts. The bill
states that the peer reviews should be conducted through panels that are
“broadly representative” and involve participants with relevant expertise
who are “independent of the agency.”

We believe that important economic analyses should be peer reviewed.
Given the uncertainties associated with predicting the future economic
impacts of various regulatory aliernatives, the rigorous, independent
review of econoraic analyses should help enhance the quality, credibility,
and acceptability of agencies’ decisionmaking.

" In our 1998 study of agencies’ cost-benefit analysis methods that I

mentioned previously, only 1 of the 20 analyses that we examined received
an independent peer review.” Of the five agencies whose analyses we
examined, only EPA had a formal peer review policy in place. Although
OMB does not require peer reviews, the Administrator of OMB’s Office of
Information and Regulatory Affairs (OIRA) testified in September 1997 that
the administration supports peer review. However, she also said that the
administration realizes that peer review is not cost-free in terms of
agencies’ resources or time.

The peer review requirements in 8. 746 provide agencies with substantial
flexibility. If an agency head certifies that adequate peer review has
already been conducted, and the OMB Director concurs, the bill requires
no further peer review. However, agencies will need to carefully plan for
such reviews given the bill's requirement that they be done for all risk
assessments and each cost-benefit analysis for which the associated ruleis
expected to have a $500 million effect on the economy. Agencies will also
need to ensure that a broad range of affected parties are represented on
the panels and (as S. 746 requires) that panel reports reflect the diversity
of opinions that exist.

* GAG/RCED-98-142,
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Reform: C on S. 746--The y I Act of 1999

Transparency of
Regulatory Actions
Can Be Improved

Mr. Chairman, last year we issued a report which you and Senator Glenn
requested, assessing the implementation of the regulatory review
transparency requirements in Executive Order 12866."” Those requirements
are similar to the public disclosure requirements in S. 746 in that they
require agencies to identify for the public the substantive changes made
during the period that the rules are being reviewed by OIRA, as well as
changes made at the suggestion or recommendation of OIRA. We reviewed
four major rulemaking agencies’ public dockets and concluded that it was
usually very difficult to locate the documentation that the executive order
required. In many cases, the dockets contained some evidence of changes
made during or because of OIRA’s review, but we could not be sure that all
such changes had been documented. In other cases, the files contained no
evidence of OIRA changes, and we could not tell if that meant that there
had been no such changes to the rules or whether the changes were just
not documented. Also, the information in the dockets for some of the rules
was quite voluminous, and many did not have indexes to help the public
find the required documents. Therefore, we recommended that the OIRA
Administrator issue guidance on how to implement the executive order’s
transparency requirements.

The OIRA Administrator’s comments in reaction to our recommendation
appeared at odds with the requirements and intent of the executive order.
Her comments may also signal a need for ongoing congressional oversight
and, in some cases, greater specificity as Congress codifies agencies’
public disclosure responsibilities and OIRA’s role in the regulatory review
process. For example, in response to our recommendation that OIRA issue
guidance to agencies on how to improve the accessibility of rulemaking
dockets, the Administrator said “it is not the role of OMB to advise other
agencies on general matters of administrative practice.” The OIRA
Administrator also indicated that she believed the executive order did not
require agencies to document changes made at OIRA’s suggestion before a
rule is formally submitted to OIRA for formal review. However, the
Administrator also said that OIRA can become deeply involved in
important agency rules well before they are submitted to OIRA. Therefore,
adherence to her interpretation of the order would result in agencies’
failing to document OIRA’s early role in the rulemaking process. Those
transparency requirements were put in place because of earlier
congressional concerns regarding how rules were changed during the
regulatory review process.

“Regulatory Reform: es Made to Agencies’ Rules Are Not Always Clearly Documented
(GAO/GGD-93-31, Jan. 8, 1998).

Page 7 GAO/T-GGD/RCED-99-163
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y Reform: O 8, 748--The R ¥ Imp! Act of 1589

Finally, the OIRA Administrator said that an “interested individual” could
identify changes made to a draft rule by comparing drafts of the rule. This
position seems to change the focus of responsibility in Executive Order
12866. The order requires agencies to identify for the public changes made
to draft rules. It does not place the responsibility on the public to identify
changes made to agency rules. Also, comparison of a draft rule submitted
for review with the draft on which OIRA concluded review would not
indicate which of the changes were made at OIRA’s suggestion—a specific
requirement of the order.

We believe that enactment of the public disclosure requirements in 8. 746
would provide a statutory foundation to help ensure the public's access to
regulatory review information. In particular, the bill's requirement that
these rule changes be described in a single document would make it easier
for the public to understand how riles change during the review process.
We are also pleased to see that S. 746 requires agencies to document when
1no changes were made to the rules.

Additional refinements to the bill may help clarify agencies’
responsibilities in light of the OIRA Administrator’s comments responding
to our report. For example, S. 746 could state more specifically that
agencies must docurment the changes made to rules at the suggestion or
recommendation of OIRA whenever they oceur, not just the changes made
during the period of OIRA’s formal review. Similarly, if Congress wants
OIRA to issue guidance on how agencies can structure rulemaking dockets
to facilitate public access, 8. 746 may need to specificaily instruet the
agencies to do so.

Conclusions

8. 746 contains a number of provisions designed to improve regulatory
management. These provisions strive to make the regulatory process more
intelligible and accessible to the public, more effective, and better
managed. Passage of 8. 746 would provide a statutory foundation for such
principles as openness, accountability, and sound science in rulemaking.

This Committee has been diligent in its oversight of the federal regulatory
process. However, our reviews of current regulatory requirements suggest
that, even if 8. 746 is enacted info law, congressional oversight will
continue to be important to ensure that the principles embodied in the bill
are faithfully implemented.

Page 8 GAO/T-GGD/RCED-99-163
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Thank you Mr. Chairman and members of the Committee for the opportunity to
provide testimony on the Regulatory Improvement Act (S. 746). I especially want to
commend you, Mr. Chairman, and Sen. Levin, for your expertise and commitment to

making the regulatory process more accountable to the people.

As you are aware, the City of Columbus has been a national leader in stressing the
need for new federal procedures to reduce the unintended consequences of mandates and
regulations on our nation’s cities and towns. Not only have T weighed in on behalf of my
city and citizens on Reglilatory Reform, but today I am testifying on behalf of the
National League of Cities. NLC is the largest and oldest organization representing the
nation’s cities and towns—ifrom all of its largest to many of its smallest. We are proud
that two of our past presidents are current members of the Senate, Sens. Voinovich, of
this committee, and Lugar. NLC represents 135,000 cities and towns across the country.
Over 75 percent of NLC’s members are from small cities and towns with populations less

than 50,000.

The National League of Cities strongly supports the Regulatory Improvement Act
of 1999. Nor are we alone, but lead all the organizations representing the nation’s state
and local governments, the “Big 7,” in supporting passage of legislative and regulatory
goals that benefit states and local governments and their constituents. I am pleased to

bring with me today a copy of a letter signed by the Presidents of all of the state and local
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government associations supporting this legislation. Passage of S. 746 is a part of the

federalism partnership agenda of the Big 7.

The Big 7 is also pleased to work with you and Senator Levin towards the passage
of the “Regulatory Improvement Act” (S. 59) and the preemption bill that we are
currently drafting. The Big 7 believes that these bills are a significant legislative package
that clarify the intent of federal regulation and legislation, while allowing for further input
of state and local governments in the processes. We applaud your leadership on these

£

issues.

While the Unfunded Mandates Relief Act of 1995 has had a positive impact on
the shift of the burden of costs on state and local government, it only addresses
legislation. It does not address federal reggiations. S. 746 ﬁll close the gap that is left
open that allows for costly regulation on cities by providing for better consultation with
state and local governments and for risk assessment and cost-benefit analysis of the

legislation.

It is imperative that all levels of government work together to deliver the most
efficient services to their constituents. Our constituents expect federal, state, and local
governmens to function together and provide effective service. The most effective way
for all of us to deliver our services is for each level of government to stay within its most
cffective and efficient roles. These lines are becoming more and more obscure as the

federal government continues to regulate the various sectors of our local communities
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without consideration of the impact of its actions. Gaining an equal voice in the
regulatory process allows for cities and towns to demonstrate the impacts before it is too

late.

We must balance the health, safety, and economic needs and wants of all our
citizens. Here’s the core of the problem. Each Washington bureaucracy or Congressional
subcommittee views our cities through straws. They only look at one thing at a time. For
example, as we promote regulations on underground storage tanks, that’s one set. And
yet, that may or may not correlate, and usﬁhlly doesn’t, with stormwater runoff, or how
we’re going to pursue the issue on drinking water, or trucker safety. We are a microcosm
that interacts--a living, breathing, dynamic region-—and not just a government, but
businesses—small, medium and large. We look to for economic energy and tax dollars.
And all of these mandates have an impact, good or bad, upon us. Sometimes they do
have a rational and scientific based relationship. Sometimes they don’t. The problem, in
my opinion, is tunnel vision. And that is one of the greatest problems we will have as we
look for changes in the federal government. Each regulation may take just a few pages in
the Federal Register, but everything gets aggregated at the local level. We somehow have
to implement everything that applies to us that comes in the Federal Register. Very few

people that we see in Washington make any effort to see how they interrelate.

In the past year, our cities and towns have seen regulations that preempt our cities
and towns decision-making authority on local issues and regulations that have cost our

cities millions if not billions of dollars.
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For example, the Occupational Health and Safety Administration (OSHA)
mandated that cities who were in OSHA state plan states would have to following
“manning” standards to respond to interior structural fires. Cities and towns support
efforts to implement regulations to support the greater need for health, safety, and the
environment. But, this regulation was implemented at a period when fires have been at

an historical low.

While many of our cities are able fto comply with the standard, the smaller cities
and towns are faced with a bigger burden and very little alternatives short of hiring
additional staff or increasing hours for fire fighters. These cities and towns are struck
with a disproportionate burden and little guidance and then forced to make a choice about
how to fund the mandate. For cities and towns, we have to decide between the lesser of
two evils: cutting services in other areas or increasing taxes. Implementation of S. 746
would have enabled more local government input in the rulemaking process and a careful

consideration of the costs and benefits of this regulation.

This is not to say that regulations are not important, but it is meant to say it is
extremely important that any community fully understand that trade-offs do occur and any
federal or state regulation in the areas of environmental, transportation, labor, education
have consequences on the community. But the key point is, local government
understands much more about problems in our communities that threaten the health and

safety of our citizens than a bureaucracy in Washington. We must be involved in



85

providing solutions. That is why we support your premise in the Regulatory

Improvement Act.

The Regulatory Improvement Act is based on a simple premise: people have a
right to know which government agencies make the most important and expensive
regulatory decisions. The Regulatory Improvement Act not only gives people the right to

know: it gives them the right to see, to see how government works, or how it doesn’t.

Nearly three years ago, the Treasury promulgated regulations on states and local
governments that were retroactive. Like many IRS regulations, these were nearly
indecipherable. They dealt with a seemingly arcane topic called “yield burning.” The
bottom line, was that these regulations proposed vast authority for the Internal Revenue
Service to conduct audits of state and local tax-exempt bond refinancings done between
1991 and 1995—a period when interest rateé dropped dramatically, and many
governments as well as homeowners and businesses refinanced their outstanding debt-to
determine if those states and local governments had paid the underwriters too much for

the millions of dollars of savings they achieved for their taxpayers.

Understand, we were dealing with transactions long since completed; transactions
done without any clear guidelines from the federal regulatory agency at the time they
were done; and guidelines involving perceived abuses by the private—not the public state
and local governments. Moreover, because Secretary Rubin has recused himself from

these regulations, due to his association with an underwriter at the time of these
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transactions, the IRS regional offices have pursued audits and investigations of state and
local governments without any clear guidance. They have advised us that if the federal
regulators determine that it is the underwriter who has done wrong, in their eyes, and that
the city or state is an innocent victim, then the city or state may make a large financial
settlement with the IRS, hire its own attorney, and file suit in federal court against the

underwriter.

The Big 7, Mr. Chairman, has met with the Assistant Secretary for Tax Policy, the
Chairman of the Securities and Exchangq )fACOmmission, and the Vice President on this
issue. We have never received an answer from any of the three. The issue continues. As
recently as two weeks ago, we made an inquiry to the Treasury. The response was that no
one seemed to know who was in charge, when—if ever—there would be a response,

much less how such actions comported with any federal-state-local partnership.

Just last week, the Clinton Administration withdrew a controversial proposed fair
housing rule from the Department of Housing and Urban Development (HUD). The rule
would have granted HUD unilateral, unbridled, and unchecked authority to determine
whether a city or state has cured impediments to fair housing, both within and outside of
its own legal authority and control. HUD never consulted local governments in the
drafting process. While NLC applauds the Administration’s action in this case by
allowing local governments to sit down at the table with the regulators to discuss the
issue and draft reasonable regulations, S. 746 would have ensured that this consultation

occurred in the first place—not after the fact. We must ensure that the partnership of
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federal, state, and local government realizes the needs and concerns of our communities.

That is precisely what regulatory reform would mean.

Tt is imperative that as we go into the 21% century, we improve public confidence. We
have learned that it is imperative that, for us, as a community to improve our
communities’ overall quality of life, we give up control and return decision making to our
citizens. This is an extremely difficult task to accomplish, because errors in judgment
will be made. However, if we are truly to proceed with improving our citizens quality of
life there is no other way to reach thi‘g;u goal. Improvements in health, safety and
environmental quality are only going.to be realized by changing behaviors of the
individuals that live in our communities, not by telling them what to do. This requires

trust, as well as accurate and timely information.

Our federal government can establish the mechanism for providing accurate and
timely information. It can be a key partner. S. 746 makes a critical step in that direction.
It proposes relaxing the command and control mentality to trust state and local
governments to create the environment of partnership that will lead to our improved

quality of life initiative as we do with our own citizens.

I sincerely thank you for this opportunity to express my views on this important
governance issue, and as always I will be glad to response to any questions you may have

at the appropriate time.
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Mr. Chairman and Members of the Committee:

Thank you for the opportunity to appear before you this morning regarding the
Regulatory Improvement Act of 1999. My name is Robbie Roberts, and I am the
executive director of the Environmental Council of States (ECOS). The Environmental
Council of States is the national non-partisan, non-profit association of state and
territorial environmental commissioners. Each State and territory has some agency,
called different things in different states, and located in different places in different state
governments, that corresponds to the United States Environmental Protection Agency.
Our members are the States and territories and the people with whom we work are the
officials who manage the environmental agencies in the States and territories. Currently,
52 of the 55 States and Territories are members of ECOS.

We are delighted to join with our friends and colleagues in the National
Governors’ Association, the Council of State Governments, the National Conference of
State Legislatures, the National Association of Counties, the US Conference of Mayors,
and the National League of Cities to support this legislation.

Robert W. Varney is the Commissioner of the New Hampshire Department of
Environmental Services and the current President of ECOS. He regrets that he could not
be with you today, but asks that I formally present the letter that is attached to this
testimony.

1 would like to read one paragraph of Commissioner Varney’s letter which, I
would argue, captures the central issues in this proposed legislation.

“We support the consideration of cost benefit analysis, because to do
otherwise is to risk misapplication of limited resources. We support risk analysis
because to do otherwise may be to attack the wrong problems. Expanding the
participation of state and local government officials in the development of
national environmental requirements can only strengthen the final products.”

Mr. Chairman, the extent to which environmental protection is performed not by
the federal government but by the States and local governments is not, perhaps, generally
understood. Let me give you four measures of the degree to which environmental
responsibilities have been shifted to the States:

»  Approximately 75% of state environmental and natural resources
spending is state funds, not federal funds.

= 78% of enforcement actions are taken by state environmental officials,
not federal environmental officials.
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= About 96% of the total environmental quality information currently
held in government databases was gathered by state environmental
officials, not federal environmental officials.

»  And of all the major environmental programs that were designed to be
delegated to the States, approximately 71% have been delegated and
are being administered by the States.

This is a success story. We have talked over the last few years about devolution of
responsibility to the States; much of the devolution has already taken place. As States
have increased their capacity and as environmental protection has become increasingly
important to the general public, more and more responsibilities have been moved to the
level of government best able to carry them out — State and local governments — which
are “best able” because they are closest to the problems, closest to the people who must
solve the problems, and closest to the communities which must live with the solutions.

In this situation, it becomes increasingly important that taxpayer resources be
directed to the most important problems. Problems sometimes seem to be infinite.
Resources are finite. To help prioritize problems and define where to apply limited
resources, new and innovative techniques are required. Risk analysis and benefit — cost
analysis of proposed federal rules and regulations can improve our ability to spend
taxpayers’ money wisely.

Finally, we support actions which make the federal rule-making process easier to
understand and easier to participate in. By making more information available, all
interested participants — including state and local government officials — can help assure
that rules and regulations better meet the needs of the local area and of the Nation.

Thank you, Mr. Chairman, for this opportunity.
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April 16, 1999

The Honorable Fred Thompson

Chairman, Committee on Governmental Affairs
United States Senate

‘Washington, DC 20510 - 6250

Dear Mr. Chairman:

The Environmental Council of the States (ECOS) joins you in
supporting requirements for cost benefit analysis and risk assessment in the
development and promulgation of major rules. ECOS is the nationa! non-
partisan, non-profit association of state and territorial environmental
commissioners.

We support the consideration of cost benefit analysis, because to do
otherwise is to risk mis-application of limited resources. We support risk
analysis because to do otherwise is to attack the wrong problems. Expanding
the participation of state and local government officials in the development of
national environmental requirements can only strengthen the final products.

The unanimity of support you have obtained from the National
Governors® Association, the National League of Cities, the Council of State
Governments, the National Conference of State Legislatures, the U. 8.
Conference of Mayors and the National Association of Counties demonstrates
how important this issue is to elected officials. Ihasten to assure you that it is
equally important to those appointed officials who carry out the day-to-day
management of the states environmental programs.

Sincerely,

Robert W. Varney
Commissioner
New Hampshire Department of Environmental Services
President, Environmental Council of the States

Please note that a similar letter was sent to Senator Levin.
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April 21, 1999
Chairman Thompson, Ranking Member Lieberman, and members of the Committee on
Governmental Affairs, I am Scott Holman, owner and President of Bay Cast Inc. of Bay City,
Michigan. My company is a small manufacturer of large custom steel castings for the

automotive tooling, machine tool, steel mill and construction industries.

I am a member of the U.S. Chamber of Commerce’s (the “Chamber”) Board of Directors
and Small Business Council. Additionally, [ am Chairman of the Chamber’s Regulatory Affairs
Committee. I was also a delegate to the 1995 White House Conference on Small Business and

served as the Michigan State Chair for both the regulatory and taxation committees.

I would like to thank you for the opportunity to testify on behalf of the Chamber, of
which more than 96 percent of the members are small businesses, 71 percent of which have 10 or
fewer employees. Therefore, we are particularly cognizant of the problems of smaller

businesses.

Mr. Chairman, first, [ would like to salute you, and, my Senator, Mr. Levin, for your

leadership to make the federal regulatory process more accountable and responsive to the
1
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regulated community, which includes all Americans. The growing spirit of bipartisanship in
Congress for improving the regulatory system is very encouraging to me. Along with the
Regulatory Improvement Act, the Mandates Information Act, the Regulatory Right-to-Know
Act, and the Small Business Paperwork Reduction Act are all examples of both parties coming
together to help provide some common sense rationality to the fragmented and overly complex

regulatory system with which small businesses must deal.

Regulation and Small Business

Government paperwork, red tape and regulations are among the greatest concerns facing
small business owners today. The regulatory burdens imposed on businesses in the United States
are astounding. Recent studies estimate the compliance costs of federal regulations at more than
$700 billion annually, and project substantial future growth even without the enactment of any
new legislation. These costs are passed along in the form of higher prices and taxes, reduced

wages, stunted economic growth, and decreased technological innovation.

Worse yet, the smaller the business, the more dramatic the cost. According to the U.S.
Small Business Administration, small businesses represent about 99% of all employers. Yet a
1995 study conducted by renowned economist Tom Hopkins found that businesses with fewer
than 20 employees have almost twice the regulatory costs per employee than operations with 500

or more employees.” Small businesses clearly play such a key role in our society. According to

' Thomas D. Hopkins, Profiles of Regulatory Costs, A Report to the U.S. Small Business Administration, November
1995.
2
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the SBA, almost 57% of working Americans are employed in small companies, and small

companies account for over 52% of national annual sales.

There are several reasons why smalier business bears a heavier regulatory burden than
larger businesses. One reason has to do with the fixed costs. Fixed costs are independent of
output, i.e. any company affected by the regulation pays the same fixed costs. An example of
fixed costs would be a requirement that every firm submit a lengthy quarterly reportto a
regulatory agency. It would cost every firm the same amount to complete the report. However,
the larger companies can spread the fixed cost over large quantities of output. Put simply, small
businesses because of economies of scale are not equipped to deal with the one-size fits all

approach to federal regulations.

Additionally, walk into any small business and look for the accounting department, the
legal counsel, or the human resources division. You will not find them. Small businesses just do
not have the staff time, resources, experts, and money to help them figure out the federal

regulatory labyrinth.

A 1994 Harvard University study concluded that more than 60,000 lives are lost due to
misplaced priorities of the current command-and-control regulatory system. % The current
regulatory system spends billions of doilars on eliminating negligible or nonexistent risks.
Meanwhile, regulators are failing to protect the public from other risks that are much more

serious. An example discussed in the study compared two approaches to preventing cancer. The
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. federal government regulates emissions of the suspected carcinogen benzene during waste
operations at an estimated cost of $19 million per life saved. However, a highly proven life
saving method that costs approximately $17,000 per life saved, the mammogram, is not regularly

administered to 70 percent of women over the age of fifty. 3

Regulation and My Small Business

I, like the other small businesses across our nation, find it frustrating that regulators can’t
seem to figure out that federal regulations and paperwork cost not only time but time spent

figuring out how to comply.

Many regulations continue to impede the ability of small businesses to compete in the
emerging global economy. In my industry alone, the average company must complete 13 routine
environmental reporting and record keeping requirements. It can take a single casting plant, like
mine, 590 hours or nearly 15 work weeks to comply with these regulations, and this figure does

not include OSHA reporting requirements.

For example, a regulation relevant to just one of the many raw materials used in
metalcasting industry deals with sand. Every year, foundries use more than 100 million tons of
this material. Approximately 90-95 percent of the used foundry sand is not toxic when tested by

the method EPA requires to determine toxicity, called the toxicity characteristic leaching

2 Tengs, Tammy O., “Optimizing Sacietal Investments in the Prevention of Premature Death,” doctoral dissertation,
School of Public Health, Harvard University, June 1994, p.2
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procedure (TCLP), under the Resource Conservation and Recovery Act (RCRA). That 5%-10%
portion of the used sand universe that fails to pass the toxicity test is easily identifiable by a
specific production process that is its source, so the hazardous portion could easily be disposed
of differently than the non-hazardous portion. Unfortunately, the regulation does not allow us

the flexibility to do the sensible thing.

In fact, an independent study conducted in Wisconsin showed used foundry sand to be
less of a threat to the environment or human health than even natural background soils. This
material is a commodity that can be made available for reuse in numerous construction-related
applications. Technology also exists to convert used foundry sand into glass for use in rooﬁﬂg
and other materials. Yet foundries across the nation face tremendous hurdles in getting approval
for beneficial reuses of this byproduct of their process, so foundries end up paying ever-

increasing disposal costs for sand.

The burdens imposed by these restrictions amount to significant costs for small facilities
like mine. Instead of building incentives into our regulations that allow small metalcasters to
make investments that increase productivity, restrictions are imposed on both foundry sand reuse
as well as disposal. Disposal costs for these and other reusable materials totals approximately
$500 million for the industry -- depending on the landfill tonnage fees at the time. This is too

much to pay for materials that have been judged to be “cleaner than dirt.”

* Tengs, Tammy O. and Graham, John D., “The Opportunity Costs of Haphazard Social Investments in Life-
Saving,” Risk, Costs, and Lives Saved, Editor: Robert W. Hahn, The AEI Press, Washington, D.C., 1996, p.167
5
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It is sad and ironic that our society and small metalcasters are forced to pay a double cost
because of this excessive regulation: we lose the opportunity to convert the sand into useful
economic items, and we must instead pay the high cost of needless disposal. So the sand fills up
valuable landfill space, while it could have been recycled and used to make new products. Is this

an environmentally friendly regulation?

The Regulatory Improvement Act of 1999 and Small Business

[

Information is power. This has never been as true as it is in today’s “information age.”
S. 746 is about ensuring a healthy exchange of information on governmental decisions between
the People and their government. One of the founding principles of our Nation was the ability of

People to question their goverrment. The Regulatory Improvement Act of 1999 provides power

to the American people through greater information.

There are many things that can be done to ease the burden of regulations on the backs of
small businesses. An effective tool in the war against excessive regulation would be requiring
federal regulators to use cost-benefit analyses when writing their rules. The federal government
often implements new regulations without any thought or recognition of the costs imposed on

businesses and jobs.

Small Business owners believe that proposed regulations that address, health, safety, or
environmental risks should be grounded in principles that provide for honest, objective risk
assessment and risk management. 1, as a member of the Bay City community, want a safe and

healthy environment for my own and my employees’ families. The inclusion of risk assessments
6



98

into the regulatory record will provide more transparency into how government reaches its
decisions and will produce better-informed decision making and build the confidence of the

public that the most serious problems are being addressed.

S. 746 would require the federal agencies to conduct regulatory analyses, including cost-
benefit analysis, and, if relevant, a risk assessment, when issuing new regulations that have an
annual economic impact of $100 million or that have other significant impacts. The analysis
must determine whether the benefits of the rule justify the costs; whether the rule is cost-
effective; and whether the rule adopts a flexible regulatory option, such as market- or
performance based incentives. If the agency determines that the rule does not do so, the agency

must explain the reasons why it selected a rule.

In presenting a cost-benefit analysis and risk assessment, the rulemaking agency must
present the results of the analysis and assessment in a clear and understandable form, including
an executive summary of the expected benefits and costs of the rule and the agency’s cost-
benefit determinations; the risk addressed by the rule and the results of any risk assessment; the
benefits and costs of other regulatory options considered by agency; and the key assumptions and
scientific or economic information upon which the agency relied. The regulatory analysis
provided by S. 746 would have been helpful to me and others -- perhaps the “sand disposal” rule

I discussed could have ensured greater environmental protection and been more cost-effective.

Improving the quality of government decision-making and providing greater public
participation in the regulatory process would enhance the efficacy and value of regulations for

7
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small businesses and the entire regulated community. Furthermore. the Chamber strongly
believes peer reviewed and publicly scrutinized risk assessment and cost-benefit analyses must
be used to set national priorities and target resources at critical hazards where the greatest public
benefit can be achieved. Let’s not forget a tax dollar spent on a wastetul program is a tax dotlar

that can not be spent on more teachers. police officers, and health care.

Many of the regulations and paperwork requirements that have frustrated small business
owners, such as myself. come from laws which are dated and need to be reviewed, or by laws
that simply restrict small business owners for no good purpose. such as my sand rule example.
Recognizing this problem. Congress passed the Regulatory Flexibility Act (RFA) in 1980 and
further improved through the Small Business Regulatory Enforcement Act (SBREFA) in 1996.
The purpose of these laws is to enhance the ability of small business to comply with federal
mandates. S. 746 would take another big step towards helping small businesses by ensuring well

thoughtout regulations. which maximize protection and minimize costs.

Concerns

While S.746 is a good piece of legislation, there are some areas that could be improved.
We believe normal Administrative Procedure Act (APA) judicial review should apply to
rulemakings following the passage of this legislation, the same as it applies to other laws.
Furthermore, we are unaware of the legislative record stating that APA judicial review is broken.
Nevertheless, the Chamber looks forward to working with the Members of this Committee in
order to ciarify how this provision works and to ensure prior rights of judicial review for

cost/benefit analyses and risk assessments are not abridged.
8
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Furthermore. the Chamber believes that the Regulatory Improvement Act would greatls
improve all regulations. making them both more effective and cost-cfticient. Theretore. it is our
beliet that no regulations should not be excluded from the provisions of this legislation. Again.

the Chamber looks forward to working with the lawmakers on this panel on this issue.

Conclusion

The committee deserves to be commended for its efforts to provide greater accountability
and better decision making into the regulatory process, and the Chamber appreciates the
difficulties involved in pursuing this reform. We encourage the committee to continue working

toward reform this year, so that these crucial reforms will become law.
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TESTIMONY OF RONALD A. CASS
DEAN AND MELVILLE MADISON BIGELOW PROFESSOR OF LAW
BOSTON UNIVERSITY SCHOOL OF LAW

April 19, 1999

The Honorable Fred Thompson, Chairman
Scnate Governmental Affairs Committee
Room SD-340

Washington, D.C. 20510

Dear Mr. Chairman:

The following comments respecting The Regulatory Improvement Act of 1999, Senate Bill
S. 746, represent the personal views of Ronald A. Cass, Dean and Melville Madison Bigelow
Professor of Law at Boston University School of Law. [ have practiced in the fields of
Administrative Law and Regulation for more than twenty-five vears and have taught and
written about these ficlds for more than twenty years. 1 have represented regulated entities and
have served in government as an attorney and as a Presidential appointee. | have scrved as
both a Public Member and a Government Member of the former Administrative Conference
of the United States, as well as a consultant to that agency. and I currently am Chair of the
Section of Administrative Law and Regulatory Practice of the American Bar Assoclation.
These comments reflect my own experience and judgments.  Last vear, the Section of
Administrative Law and Regulatory Practice submitted comments on behalf of the American
Bar Association. My remarks build on that submission, but todav’s comments are solely on
my own behalf and have neither been submitted to nor approved by the American Bar
Association.

Overview: Rulemaking Process Requirements

The bill before your Committee, S. 746, would improve the efficiency and faimess of the
regulatory process and would help align administrative decisions with the public interest
Those are the essential goals of administrative process. There are wavs i which the bill might
be improved—one specific suggestion is oftfered below  bhut the overall contribution of this
proposed legislation is significant and positive.

With the passage of the Administrative Procedure Act of 1940, Congress endeavored
o lay out a framework for agency decision-making that provided uniformity across agencies
at a general level, while allowing some variations to account for differences across agencics,

decisions, and circumstances. Over the past five decades. the scope of ageney authority has
expanded, the number of statutory instructions has grown, and the number of settings i which
agencies have been called upon to make legislative-tvpe decrsions 1 order (o implement
congressional directives has increased.
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Agency rulemaking has become the principal mechanism for instituting new
initiatives within an agency’s legislative authority, for articulating the contours of that
authority as the agency sees it, for announcing and for altering agency policy. Agencies turned
to rulemaking because it allows them to gain information from an array of parties affected by
agency policy setting rather than the few partics who might be directly represented in an
adjudication. For rulemaking to serve its intended function, it should be conducted in a
manner that gives fair notice to those who will be affected by the agency action, that produces
accurate information on the important issues relevant to the regulatory decision in question,
and that facilitates sound analysis of the information.

As agency reliance on rulemaking has grown—and as the impact of agency
rulemaking on the cconomy and our society has increased—we have paid greater attention to
problems that can be created if agency rules are insufficiently attentive to particular effects.
Periodically, Congress has specified ways in which agency rulemaking could be improved at
lcast with respect to a given consideration. Sometimes legislative instructions have been
directed to a single agency or program; sometimes they have been directed to all agencies.

‘The natural fear of new legislation seeking to correct percetved defeets i current
regulatory (especiallv rulemaking) processes is that. by adding yet another set of requirements.
it will so encumber the rulemaking process as to trustrate beneficial rulemaking. That might
occur because the legislation would require procedures that are unduly costly or becausc the
legislation would require procedures that tilt determinations away from socially beneficial
results.

Although such fears no doubt will be raised by this legislation as by other process
reform efforts, 1 do not believe that the fears arc well grounded here as the provisions of 5. 746
generally should make agency rulemaking correspond more closely to public interest. The
changes S. 746 would ctfect primarily ask that agencies attend to considerations that should
be relevant to regulatory rulemaking, that agencies assess critically information pertinent to
their rulemaking decisions, and that agencics allow these assessments to be open to the sort
of comparative evaluation common in other venues for similar analysis. While some changes
might improve the legislation. S. 746 should make government work better. respond to
problems more thoughtfully, and strike an appropriate balance between the concems
regulatory interventions address and the costs such interventions impose on our soclety.

Rulemaking Improvements: Contributions of S. 746
General Copsiderations. S, 746 appears well-designed to improve rulemaking

procedures and to assure that the information on which rulemaking decisions rest is
appropriate to the decision-making task. The legislation would make incremental, not
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sweeping, changes, building on approaches to rulemaking that are familiar to administrative
lawyers.

Some of the provisions in S. 746 duplicate requirements already in place to a
significant extent. For cxample, many programs for cost-benefit analysis and risk assessment
already are in place for major agency rulemakings as a result of legislative mandates.
executive orders, or agency choice.

S. 746, however, both would increase uniformity of such analyses across agencics and
promote improvements in some agency analyses. Othier principal reforms of the regulatory
process contained in S. 746—provision for systematic review of agency rules and the
codification of oversight functions in the Office of Management and Budget’s Office of
Information and Regulatory Analysis (OIRA)—also should improve the regulatory process.

These changes do not alter the basic structure of rulemaking or climinate the
allocation of responsibility to agencies to exercise judgment in individual rulemaking
decisions within parameters of their particular legislative mandates. S. 746 generally does not.
and should not. change the assignment of judicial responsibility to sce that agencies stay
within the limits of the law and that agency decisions mect mintmal requirements of
reasonableness.

By its very nature. rulemaking—1Uike legislating—frequently will be controversial. It
spells out the terms of agency policy on a range of issues including many on which
knowledgeable persons have divergent views of what action will best advance the pubhic
interest. Some criticism of agency rulemaking is predicated on simple disagreement over
where public interests lie and how various policies would affect them.

Some ageney rulemaking, however, legitimately can be criticized for failing to gather.
evaluate, and integrate information into a decision that meaningfully weighs the factors that
should inforn an administrative action. Some agency programs seem destined to produce httle
public bene(it at great cost (private as well as public); other programs might appear too
modest. generating large benefits at low costs and seemingly offering the prospect that more
could be obtained with little additional investment.

The vartance among agency regulatory decisions emerges clearly i estimates of the
costs of various government health and safety programs that are intended protect human life
refative to their life-saving effects. As Supreme Court Justice Stephen Breyver observed inhis
Holmes Lectures, the 1992 compilation of The Regulatory Program of the United States
Government shows estimates of cost per premature death avoided that range tfrom one hundred
thousand dollars (S100,000) for regulations such as the passive restraint-scat belt rule adopted
by the National Highway Traffic Safety Administration in 1985 to five trillion-seven hundred
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billion dollars ($5,700,000,000,000) for the Environmental Protection Agency’s 1990 rule on
hazardous waste listing for wood-preserving chemicals.

No analytical tool can provide comfort in specifying what investment is appropriatc
to protect life and health. That is why Congress has not directed administrative agencies 10
draw precise lines, such as imposing regulatory requirements only if their expected annual cost
per life is less than the median annual income of Americans that year. S. 746 docs not
substitute such nostrums for sound judgment. Instead. it addresses procedures that can
facilitate such judgments. The principal provisions of S. 746—by requiring explicit attention
to the costs and benefits of major regulations, by providing guidelines for risk assessments,
and by encouraging peer review of risk assessments and cost-benefit analyses- should
improve rulemaking decisions without imposing unnecessary costs on the process or undue
impediments to needed rules.

Regulatory Analysis. The regulatory analysis mandated by S. 746 for major rules appears
1o be designed appropriately to encourage agency attention to the questions of cost and benefit
that should be asked whenever agencies act.

Critics of cost-benefit analysis routinely express their concerns that cost-benefit
analysis overemphasizes readily quantified variables and slights variables, like environmental
quality, that are less readily subject to quantitative valuation. Insofar as that s true, it certainly
is a legitimate sourcc of concern.

sertion

Yet, there is nothing in the nature of cost-benefit analysis that makes this
true. Some cost-benefit analyses may at times undervalue less readily quantified variables,
but others may at times overvalue such variables. What is true1s nor that cost-benefit analysis
leads to undervaluation of what often are referred to as “soft variables”—rather, it is that
rightly done, cost-benefit analysis must be sensitive to comparing costs or benefits that can
be quantified with relative certainty to costs or benefits that cannot. Moreover, the greater the
variance in estimates (again, of costs or benetit), the more important it 1s to assure that
decisions arc based on “apples-to-apples™ comparisons. Comparing a mid-point estimate of
costs Lo either an upper-bound or a lower-bound estimate of benefits plainty will skew the
result in a cost-benefit analysis. But when a key variable cannot be quantilied reliably, the
best a decision-maker can do is o assure that he has examined the relevunt ranges of costs and
benefits carefully, based on the best information available to him.

Cost-benefit analysis is a useful tool for asking the question that is incvitably
presented in assessing contemplated government actions. The form in which the question s
asked may vary, but any action must be predicated on an understanding of the gain and loss
associated with it. S. 746 does not make formal cost-benefit analysis the sole input to agency
decision-making, and the bill properly cautions altention to nonquantifiable as well as
quantifiable variables. The regulatory analysis called for by S, 740, in sum. scems well
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designed to help frame issues relevant to the agency’s decision. Further, analysis similar to
that required by S. 746 alrcady is required by law or by Executive Order for many of the
actions that would be subject to S. 746°s regulatory analysis mandate, and much agency
rulemaking not subject to those requirements has been informed by analytic exercises that are
roughly comparablc to the cost-benefit analysis required here. In significant measure, S. 746
codifies and unifics current agency practice, while slightly expanding the scope of actions
subject to such practice.

If there is residual concern about the cost-benefit analysis required by S. 740, two
explanations scem plausible. One is that the concern is not with the formal structure of cost-
benefit analysis but instead is focused on the sincerity with which cost-benefit analyses will
be done. That concern, however, is truly independent of the mode of regulatory analvsis. [t
is a concern over the regulatory decision-makers. But S. 746 leaves the locus of regulatory
decision-making where it presently is assigned. Hence, this cannot be a concern that should
impede passage of the legislation.

The other possible concern over cost-benefit analysis might be that a focus on costs
of regulation relative to benefits will frustrate some regulation that otherwise would be
adopted. If that 1s so. it must be because the costs will be seen demonstrably o outweigh the
benefits of the particular regulation. Of course. that is the point of & cost-benefit analysis: to
make certain that regulation is not imposed when its benefits are plainly less than its co
[t 1s worth emphasizii in that this function is entirely symmetrical: cost-benefit analysis
also makes it more likely that regulation will not abjured when its costs arc plainly less than
its benefits. Here. too. the concern with S. 7467s cost-benefit analysis requirement seems
misplaced.

Risk Assessment. Concerns similar to those addressed to cost-benefit analysis also have
been expressed with respect to risk assessmient. Here, the concerns have somewhat greater
force because the common subjects of risk assessment - health, safety. and environmental
risks  frequently require judgments on matters of science that divide the scienti fic community
and on values that lack ready market-based reference points.

Concerns should be muted. however, by the modesty of S. 746°s requirement with
respect to risk assessment. Risk assessments are required inonly quite mited circumstances.
and those are the circumstances most apt to be enlightened by this form of analvsis. The risk
assessment principles in S, 746 are fairly general: they do not handeuff regulatory agencies
but merely promote better informed decision-making. No analytical process can assure that
agency decisions will be sound or that all of the most interested and informed partics will
approve of them. But the requirement of thoughtful risk assessments, including explanations
of the critical assumptions behind the agency’s analysis of scientific evidence, 1s designed o
improve the information relied on by ageney's and the communication of agency decistons to
the interested public

S8
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Pcer Review. Tngeneral, S. 746’s basic framework for peer review of regulatory analyscs
appears sensible and desirable. Peer review can help assure that regulatory analyses and risk
asscssments are performed in a competent, professional manner, but it is important that peer
review not become in effect a trial de novo on the 1ssues analyzed by the agency. That would
risk extending what already is often a too-lengthy rulemaking process and also would raise
legitimate concems respecting the power conferred on individuals who are not selected in the
same manner as public officials. Peer review is best seen as a very modest check that the
analyses performed by regulatory agency officials conform to basic professional standards.

Judicial Review. The judicial review provision in S. 746 scems well-tailored, neither
insulating considerations that make regulatory analysis sound or unsound from review nor
allowing judicial review to become a strategic tool of interests opposed to agency action. The
relevant section, § 627 (in combination with §§ 622 and 634), provides: (1) that regulatory
analysts and risk assessment are subject to judicial review only in the context of final review
of agency action, (2) that regulatory analysis and risk assessment are not evaluated separately
on review but are part of the overall record, (3) that OIRA decisions respecting a rule’s status
as a “major rule” are not subject to judicial review, (4) that, in reviewing an agency
determination whether a rule 1s a major rule, the party challenging the agency decision bears
the burden of persuasion. and (5) that court action based strictly on the regulatory analysis or
risk assessment is limited to a finding whether the analysis or risk assessment was performed.
not whether it was performed in the way ajudge believes best. These judgments seem sound.
and the legislation: -with one minor exception  seems well-designed to mplement them.

The one minor amendment I would recommend is to § 627(e). The intent of this
subsection appears to be this: to provide an avenue for courts, where appropriate, to instruct
an agency that has failed 1o comply with the regulatory analysis requirements of this
legislation that the law applies and that the agency must conduct the specific regulatory
analysis mandated; but not to provide an avenue for review of the substance ol the regulatory
analysis apart from the substantive review already authorized by levv. This meaning is evident
when § 027(e) is read together with § 627(d). That reading is reinforced by § 622,

Ihe problem with § 027(c) as drafted comes trom the second sentence of the
paragraph. which states “The adequacy of compliance with the specific requirements of this
subchapter shall not otherwise [referring to the prior sentence respecting agency tailure to
perform the required analysis or to allow for peer review] be grounds for remanding or
invalidating a rule under this subchapter.”™ This phrasing could allow confusion, perhaps
causing some courts o wonder whether § 627(e) in some way changes the instruction in
§ 627(d) that the regulatory analvsis becomes part of the rulemaking record and 1s evaluated
along with the record as a whole m determining whether the rule meets the legal standard set
out in § 706 of the Administrative Procedure Act
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This confusion could be avoided by adding at the end of the sentence quoted from
§ 627(e) the words: “except as provided in § 627(d).” That would make plain that. so long as
an agency complies with the requirement that it perform a given regulatory analysis, the
adequacy of that analysis is not subject to judicial scrutiny separate from the court’s
consideration whether the rule is sufficiently supported by the record including the regulatory
analysis to pass muster under the applicable standard of review for the rule—the standard that
would apply before enactment of S. 746 and that would apply to rulemaking efforts in gencral.

Exccutive Review.  Finally, the provision for Presidential review through the
Administrator of the Office of Information and Regulatory Affairs of the Office of
Management and Budget. provides a basis for assuring that agencies attend to the concerns of
all segments of society and do not slight some interests that might be less likely to be voiced
effectively at the agency than at a bureau more closely overseen by the President. Currently,
the functions assigned to the Admmnistrator (and those assigned in the first instance to the
President or to the Director of the Office of Management and Budget) are largely performed
under the auspices of Exccutive Order 128006 (and previously under Executive Orders 12291
and 12498). The Executive Order. however, applies only to agencies in the Executive Branch
and not to what normally arc denominated “independent agencies™ (those formally established
outside direct presidential supervision). S. 746 would put all federal agencies onto the same
footing. excepting only specific exercises of rulemaking power the outputs of which are
excluded from the definition of “rule™ in § 621 (10).

Conclusion

I believe strongly that this bill would improve the administrative process and
strengthen the basis on which agency rulemaking actions are taken. There may be some
additional cost to ageney action {rom this legislation, as process requirements often do
generate added cost. 1t is not appuarent. however, that any added cost is a net increase over
what should be incurred at present. as this legislation principally makes explicit requirements
for obtamning rehiable information and testing 11 to assure 1ts reliability that should be implicnt
sulatory requirements. [nsofar as making those requirements express increases

m current r
cosl. it must do so by inducing greater attention to exactly the sorts of information we should

all want agencies to consider.
Thank vou for vour consideration. [ hope these comments will be of use.

Sincerely,

Ronald A. Cass
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Senate Committee on Governmental Affairs
April 21, 1999

[ am Lester M. Crawford. My current position is that of Director of the Center for Food and
Nutrition Policy at Georgetown University. Our Center operates a graduate program and conducts the
Ceres Forum, a series of conferences and other mechanisms designed to analyze and report on complex
issues in food and nutrition policy. From 1978 to 1991, [ served in the Federal government in a number
of positions relating to food safety. These were Director of the Center for Veterinary Medicine at the
Food and Drug Administration and Administrator of the Food Safety and Inspection Service of the United
States Department of Agriculture. [ currently serve on the Expert Advisory Panel on Food Safety to the
World Health Organization and on the Committee on Scientific Freedom and Responsibility of the
American Association for the Advancement of Science.

[ have read and am conversant with S. 746, the “Regulatory Improvement Act of 19997 |
appreciate having been asked to give testimony on the bill. In my remarks, [ will concentrate primarily on
the relationship of S. 746 to food safety.

1 previously testified on the predecessor to S. 746 which was numbered S. 981 and named the
“Regulatory Improvement Act of 1998. In that testimony ! mentioned some possible improvements in
the bill primarily related to ensuring that the mechanisms prescribed by the bill did not in any way impede
public health measures. [ am pleased to note that those concerns have been adequately addressed by more
explicit language in S. 981. The bill as currently written therefore meets my objectives and [ would
enthusiastically encourage its passage. I also am most pleased to leamn that the Administration has
concurred that S. 746 meets its objectives.

In my view and based on my experience, the bill would remedy a pernicious problem that has
increasingly bedeviled the US rule-making process. That problem is a lack of rigor that gives rise to an
absence of transparency in decision-making at many of the steps in the regulation development process
especially including the role of the Office of Information and Regulatory Affairs (OIRA). Absence of
transparency can occasion delay. denial and politicization or at least the suspicion thereof. At this point, [
should point out that [ am not condemning any particular administration; I have worked more with the
four adminstrations that preceded the present one.

The hallmark of the World Trade Organization (WTO) treaty is transparency. Briefly described,
the concept of transparency embraces openness, faimess and a detailed description of the decision making
process. For matters involving public health, it furthermore implies that the decision will be science-
based. Transparency is a standard we now demand of all other nations. The current trade disputes
between Europe and the US are essentially over science-based decision-making that can only be evaluated
in the presence of transparency. If transparency is required of our trading partners. it is axiomatic that we
must operate in a like manner. To do less is unethical and terribly risky in today’s trading environment.
S. 746 would convert the current black box approach to one that is transparent.

S. 746 institutionalizes three widely accepted tools for risk managers including governments.
These are cost-benefit analysis, risk assessment, and peer review. My area of experience is in public
health regulation. Cost-benefit analysis would not normally be applied to public health measures because
no cost can ethically be affixed to human health, suffering and death. Risk assessment on the other hand
has become the universal language of scientific and public health deliberation. And peer review is the
surety bond of science.

Risk assessment may be briefly described as the process of threat identification coupled with
likelihood estimation with the end result being risk determination. For example, pasteurization of cheese
is thought by some to be commercially objectionable but when the threat of cheese borne disease is
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identified and the likelihood of that disease is calculated the risk associated with not pasteurizing is
generally found 1o be unacceptably high.

I was privileged to have been invited to be a member of the Expert Consultation on Risk
Assessment in Food Safety by the World Health Organization in Geneva from March 13-19, 1999,
Among the conclusions of our Consultation was that all nations must implement risk assessment {n their
public health procedures at the eartiest instance. This was because risk assessment is state-of-the-art in
regulatory decision-making. The opposite of risk assessment is intuitive decision-making which may be
based on either whimsy or politics or both.

I would now like to turn to peer review. This is the scientific equivalent of the old adage. “two
heads are better than one.™ Its practical application comes when a panel of qualified individuals evaluate
scientific papers, research projects, or the like. When used in the government, peer review has been
successful. FDA's system of Generally Recognized as Safe (GRAS) is a form of peer review. This grew
out of the 1958 Food Additives Act. GRAS affirmation generally means that if you can empane! a group
of qualified individuals and they as a group attes! that a substance is safe for the intended use at the
recommended level, then FDA can consider it safe. The product specific advisory committees in FDA's
Center for Drug Evaluation and Research constitute another useful example of peer review.

Peer review can and does broaden the expertise available to the government and it makes the
process more open and democratic. In my personal and professional experience, OIRA could vers much
benefit from peer review,

Finally, let me address some of the criticisms that S. 746 has precipitated. The first is that the bill
involves a “one size fits all” approach. This is wrong. S. 746 allows for exemptions for significant public
heaith and other regulatory measures in the national interest. S. 746 also categorizes certain measures on
the basis of the perceived impact on the economy. Therefore, it does not represent 4 one size fits all
approach.

Much also has been made of the exemption from the Federal Advisory Committee Act (FACA)
(section 625, page 24). While | have been and continue to be subject to that Act in my advisory
committee and Special Government Employee roles and was charged 1o enforce the Act while at FDA
and USDA, I think much can be learned from the National Academy of Sciences’(NAS) anguished
decision to seek exemption from FACA last vear. That effort resulted in Congress deciding to grant the
exemption because it was persuaded that FACA requirements impeded peer review by intruding ina
deleterious way on the deliberations of NAS committees. It is one thing 1o provide a transparent record of
the conclusions of a committee and quite another to subject committee members 1o interruptions from
non-committee members including the press during the deliberative process. FDA, when it approves a
product provides to the public what is called a Freedom of Information Summary. These are transparent
descriptions of the scientific basis upon which the approval is being made and are not in any sense a
transcript of the deliberations. Even without FACA committee members have a legal and moral duty to
recuse themselves from issues that stand to directly and/or financially benefit them.

The last point being made by opponents of S. 746 is that the bill “lowers the bar™ on OMB-QIRA
accountability. I cannot agree. The OMB that ] was used to dealing with was buffeted from all sides by
lobby groups of all kinds pressing subjective solutions to regulations of all types. And OIRA. being
bereft of scientific expertise, overworked o the point of exhaustion, and increasingly unsure about what
was best for America discovered new devices on a regular basis to delay or pigeonhole desperately

seded regulations. I cannot tell you how many times [ had to explain to OIRA that even deregulation
requires a regulatory process that required their approval.

S. 746 will tead to better, more efficient government. [ am convinced the bill provides a
framework wherein regulatory initiatives can be fairly and openly judged in a transparent manner. My
conclusion is that the bill will institutionalize risk assessment as the calcuius for regulatory decision-
making. To the extent that this is the case, S. 746 will bring the US in congruence with its international
trading partners and the long-sought goal of science-based decision-making will at last have been
realized.

Once again, thank vou for inviting me to testify. [ would be pleased to respond to questions.
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My name is John D. Graham. I am Professor of Policy and Decision Sciences at the
Harvard School of Public Health where I teach graduate courses in the methods of risk
assessment, cost-effectiveness analysis, and cost-benefit analysis. I am also the founding Director
of the Harvard Center for Risk Analysis (HCRA), an interdisciplinary unit dedicated to promoting
a more reasoned public response to health, safety, and environmental hazards. In 1996 I served as
elected President of the international Society for Risk Analysis (SRA), a membership organization
of 2,500 scientists and engineers dedicated to promoting the methods and applications of risk
analysis. The viewpoints expressed in this testimony should be attributed to me because they may

not represent the official positions of my University, HCRA or SRA.

A brief biographical sketch may serve to highlight my interest in improving the regulatory
process. I earned my BA and MA degrees in public policy from Wake Forest University (1978)
and Duke University (1980), respectively. My Ph.D. dissertation at Carnegie-Mellon University
(1983) was a benefit-cost analysis of automobile airbag technology and was conducted while in
residence at the Brookings Institution in Washington, DC'. My airbag-related research was cited
by the U.S. Supreme Court in the 1983 STATE FARM case against the Reagan Administration
and by Secretary of Transportation Elizabeth Dole in her reinstatement of the airbag regulation in
1984. As a post-doctoral fellow in environmental health at the Harvard School of Public Health
(1984-85), 1 investigated reform of air toxics regulation under the Clean Air Act in research
published in the DUKE LAW JOURNAL. Based on this research, I later collaborated with

Senator Daniel Patrick Moynihan (D-NY) on several features of the 1990 amendments to the

1 Graham, John D. Automobile Crash Protection: An Investigation of Occupant-Protection Policies. Ph.D.
Dissertation, Carnegie-Mellon University: Pittsburgh, PA 1983.
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Clean Air Act. In the 103rd Congress I worked closely with Senator Bennett Johnston (D-LA)
on a risk-based amendment to the EPA Cabinet-elevation bill which passed the Senate but not the
House. In the fall of 1994 T was commissioned by the American Enterprise Institute to write a
blueprint for regulatory reform legislation®. This paper influenced the regulatory legislation (HR
1022) passed by the House of Representatives in March of 1995. In the 104th Congress, I also
worked closely with Senator Dirk Kempthorne (R-ID) on risk-based amendments to the Safe
Drinking Water Act and with Senators Robert Dole (R-KS) and Bennett Johnston (D-LA) on
their comprehensive regulatory reform bill (S. 343). In the 105th Congress [ was proud to work
closely with Senators Fred Thompson (R-TN) and Carl Levin (D-MI) on S. 981, the precursor to
the bill under consideration today.

For the past fifteen years, I have studied the decision making of federal agencies
responsible for protecting public health, safety, and the environment®. These agencies include, for
example, the Consumer Product Safety Commission, the Environmental Protection Agency, the
Food and Drug Administration, the National Highway Traffic Safety Administration, the
Occupational Safety and Health Administration, and the Nuclear Regulatory Commission.
Although each of these agencies serve a vital public function, I have found that the decisions of
these agencies are not always based on a good understanding of science, engineering, and

economics. As a result, our regulatory system is far less effective and efficient than it could and

2 Graham, John D. "Making Sense of Risk: An Agenda for Congress.” Hahn, R. W. (Editor), Risks, Costs, and Lives
Saved: Getting Better Results from Regulation (pp. 183-207). Oxford University Press: Oxford and New York, 1996.

3 Graham, John D., Green, L., and Roberts, M. In Search of Safety: Chemicals and Cancer Risk. Harvard University
Press: Cambridge, MA 1990. Graham, John D. (editor) Harnessing Science for Environmental Regulation. Praeger:
Westport, CT 1991. Graham, John D., and Hartwell, J. K. (editors) The Greening of Industry: A Risk Management

Approach. Harvard University Press: Cambridge, MA 1997,
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should be. One of my previous doctoral students at HCRA, Professor Tammy Tengs of the
University of California at Irvine, found in her doctoral dissertation that lifesaving investments in
the United States are often inefficient. Based on a sample of 200 policies, she estimated that a
reallocation of lifesaving resources to cost-effective programs could save 60,000 more lives per
year than we are currently saving, at no increased cost to taxpayers or the private sector*! In
short, a smarter regulatory system can provide the public with more protection against hazards at

less cost than we are achieving today.

Please let me cite three concrete examples of this regulatory inefficiency, cases where
flawed regulatory decisions resulted from inadequate regulatory analysis.
1. THE RISKS OF “CLEANER” GASOLINE (MTBE)
In the 1990 amendments to the Clean Air Act, Congress sought to reduce carbon monoxide
pollution in city air by ordering EPA to force an increase in the oxygenated content of gasoline.
EPA later issued a rule that permitted a particular chemical, MTBE, to be used in compliance with
the oxygenated fuel mandate. However, EPA never conducted a careful, quantitative analysis of
the risks and benefits of MTBE compared to the alternative oxygenated fuels. Instead EPA
allowed politics and market forces to shape implementation of the Clean Air Act, without any real
understanding of the resulting risks and benefits to public health and the environment. Now that
MTBE is widely used in gasoline in cities throughout the United States, serious questions are

being raised about the safety and toxicity of MTBE. There are also reports that MTBE, a highly

4 Tengs, T. O., and Graham, John D. “The Opportunity Costs of Haphazard Social Investments in Life-Saving.” In:
Hahn, R. W, (Editor), Risks, Costs, and Lives Saved: Getting Better Results from Regulation. Oxford University Press:
Oxford and New York, 1996. Tengs TO, Adams ME, Pliskin IS, Safran DG, Siegel JE, Weinstein MC & Graham JD.
"Five-Hundred Life-Saving Interventions and Their Cost-Effectiveness”. Risk Analysis, 15(3), 369-389, 1995
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persistent chemical, is contaminating groundwater supplies in several regions of the country. Not
surprisingly, political opposition to MTBE is rapidly increasing throughout the country and thus
EPA is scrambling around to find evidence in support of the oxygenated fuel requirement. EPA
Administrator Carol Browner recently kicked this “hot potato” to an independent commission
chaired by Dan Greenbaum of the Health Effects Institute. Such independent review is helpful.
Yet what is missing today is the same thing that was missing in 1990: a careful risk-benefit
analysis of MTBE and its alternatives. To make matters worse, it may be that the necessary
scientific data to assess the risks and benefits of widespread use of MTBE in the fuel supply was
never assembled by EPA or the private sector, making an authoritative risk-benefit study
impossible.

2. MANDATORY FUEL ECONOMY STANDARDS FOR MOTOR VEHICLES

During the oil crisis of the mid-1970s, Congress responded by creating the Corporate Average
Fuel Economy (CAFE) program. A federal agency, NHTSA, was charged with regulating the
average fuel economy of the new vehicle fleets produced by each domestic and foreign vehicle
manufacturer. Tougher standards were established for passenger cars than for light trucks. In the
early years of the CAFE program, domestic vehicle manufacturers responded with some new
technologies but they also made passenger cars smaller and lighter. As a result, cars have become
somewhat more fuel efficient, but they have also became less safe than they would have been
otherwise -- causing an additional 2,000 to 3,000 traffic fatalities each year due to the inferior

occupant-crash protection provided by smaller vehicles®. More recently, the objectives of the

S Crandall, R., and Graham, John D. “The Effect of Fuel conomy Standards on Automobile Safety.” Journal of Law
and Economics, 32: 97-118 (1989). Graham, John D. “The Safety Risks of Proposed Fuel Economy Legislation.” Risk:
Issues in Heaith and Safetv, 3: 95-126 (1992).
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CAFE program have been circumvented by the growing popularity of sport-utility vehicles, a class
of vehicles that has yet to be seriously analyzed for its safety and environmental consequences.

To the best of my knowledge, the relevant federal agency, NHTSA, has never conducted a careful
cost-benefit analysis of the CAFE program, even though they issue new rules under the program
for each model year of vehicle production. The careful analyses of the CAFE program in the
peer-reviewed scientific literature suggest that the entire CAFE program needs to be
reconsidered, with greater attention to safety considerations and to the need for consumer
incentives to purchase fuel-efficient vehicles.

3. PASSENGER AIRBAGS AND CHILDREN

When airbags and other automatic restraints were mandated in 1977 and again in 1984, concerns
were raised that the passenger airbag might be dangerous to children seated in the front seat.
Technical papers by engineers from General Motors Corporation and Honda Motor Company had
already quantified the potential dangers of airbags to children. The relevant federal agency,
NHTSA, did perform in 1980, and again in 1984, a (non-quantitative) risk assessment of airbags,
with special attention to the safety of children. In these assessments, which was never subjected
to independent peer review, NHTSA analysts concluded that the passenger airbag could endanger
children under rare circumstances but the problem was unlikely to be widespread and serious.
Moreover, NHTSA concluded (optimistically) that the number of children saved by airbags would
far outweigh the number of children who might be killed or injured by the device. To the

agency’s credit, NHTSA published a real-world analysis in 1996 that showed how wrong the
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1980 predictions were. Passenger airbags are causing a net increase in fatality risk to children
under the age of ten, variously estimated as a net 20% to 100% increase in risk to children®,
Consequently, NHTSA has belatedly joined the private sector in a massive campaign to encourage
children to sit in the rear seats of vehicles with proper safety restraints. Given the technical
concerns that were being raised about passenger airbag safety in 1980, I seriously doubt that
NHTSA’s 1980 assessment would have survived independent peer review. NHTSA would have
been forced to either revise its passenger airbag rule to better protect children or to accompany
the rule with warnings to parents that kids must be seated in the rear seat with proper restraint. In
this case, NHTSA designed a regulation that has harmed children unnecessarily because the

underlying regulatory analysis was flawed and never subjected to independent peer review.

Looking back on these three examples, it must be noted that we have much more
knowledge today than Congress and regulators had when these decisions were made. The
benefits of hindsight are considerable. Nevertheless, it is my opinion that each of these regulatory
decisions and subsequent actions by Congress might have been quite different if the agency had

performed the kinds of analyses envisioned in S. 746.

I am indeed honored to offer my enthusiastic support for S. 746, “The Regulatory
Improvement Act of 1999." This bill would take four important steps toward a smarter

regulatory system.

6 Graham JD, Goldie SJ, Segui-Gomez M, Thompson KM, Nelson TF, Glass R, Simpson A & Woerner LG. "Reducing
Risk to Children in Vehicles with Passenger Airbags,” Pediatrics, 102, 1998.
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First, S. 746 requires agencies to support major rules with regulatory analysis that includes
risk assessment, substitution risk analysis, cost-effectiveness analysis and cost-benefit analysis.
Although agencies do employ these tools today, their use by agencies is sporadic and inconsistent.

S. 746 would set in motion a process, led by OMB, aimed at bringing more rigor, transparency,
and quality to regulatory analysis in the federal government. The analytic guidelines mandated by
S. 746, both the general guidelines prepared by OMB and the agency-specific guidelines, will be a

major step toward a more analytical regulatory system.

Second, S. 746 requires agencies to make a cost-benefit determination about each major
rule. The regulator must determine whether the anticipated benefits of the rule justify its costs, or
why the rule is being issued without such justification. The bill does not alter the decision criteria
in existing regulatory statutes enacted by Congress. This is an important weakness of S.746 since
it is the flawed mandates of Congress that are often the cause of inefficiency’! Yet the uniform
informational requirement in S. 746 is useful. It will provide future Congresses with valuable

information that can be used to refine specific regulatory statutes in the years ahead.

Third, S. 746 requires peer review of agency analyses by scientists, engineers, and
economists who are independent of the agency or program responsible for the rule. Today, any
scientist has an opportunity to participate in either formal or informal rulemakings but the best

scientists are unlikely to participate unless they are invited by the federal government to serve on a

7 Sunstein, Cass. “Legislative Foreword: Congress, Constitutional Moments, and the Cost-Benefit State.” Stanford
Review of Law, 48(247): 247-309 (1996).
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peer review panel or similar body. Some scientists currently serve as hired consultants to specific
stakeholder groups but the testimony of stakeholder groups is not a substitute for independent,
objective peer review. Agencies that are currently performing competent regulatory analysis have
nothing to fear from independent peer review. Experience shows that peer review, although not
error-free, is a constructive device to enhance the technical competence and credibility of

regulatory agencies®.

Finally, S. 746 authorizes an important national study of risk-based priorities in the federal
government. The results of this study are to be used by agencies to focus resources on the most
serious risks, in conjunction with related requirements in the Government Performance and
Results Act. By setting more rational agency priorities and stimulating better use of science in
agency risk assessments, S. 746 will cause agencies to achieve more protection of public health

and the environment than is occurring under our fragmented and inefficient regulatory system.

In conclusion, I see S. 746 as a modest yet important step toward a regulatory system that
is more rational and transparent than the system we have today. Our regulatory debates will
become better informed while our regulatory decisions will become more effective and less costly.
Please do not hesitate to contact me if you should desire advice about how to make S. 746 an
even stronger and more significant piece of legislation. Thank you very much for the opportunity

to testify today.

8 Graham, John D. (editor) Hamessing Science for Environmental Regulation. Praeger: Westport, CT 1991. Jasanoff,
Sheila. The Fifth Branch: Science Advisers as Policy Makers. Harvard University Press: London and Cambridge, MA
1990.
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Introduction and Summary

On behalf of the National Environmental Trust, I wish to thank Chairman
Thompson, Ranking Member Lieberman and the other members of the
committee for this opportunity to present our views about S. 746, the
Regulatory Improvement Act of 1999. I have been with NET for two years,
as Vice President for Government Affairs and Senior Attorney. Before
joining NET, I worked for Monsanto Company as Director of Regulatory
Affairs. NET has participated in the discussions and debate about regulatory
reform since the early days of the 104" Congress. We are pleased to have
this opportunity to participate in this hearing today.

We have studied S. 746 carefully, as we did similar proposed legislation
offered in the last Congress, and have thought carefully about the
consequences of this bill becoming law. We believe we understand
concerns about the efficiency and effectiveness of the regulatory system and
appreciate the good intentions that led to introduction of this legislation. A
more efficient and effective regulatory process benefits all of us. We also
think the system can and should operate much better. Nevertheless, we must
respectfully disagree with those who believe that this legislation will result
in improvements in regulatory decisions. To the contrary, it is our belief that
this legislation will result in extensive delays in the time it takes for
regulatory decisions to be made and will thus undermine federal agencies’
ability to protect public health, worker safety and the environment.
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The provisions of S. 746, and its predecessor bill, S. 981, have been the
subject of lengthy and open debate which has served well to educate all
interested parties about the meaning of the language in the bill. This debate
has also given us the opportunity to consider the intended and unintended
practical consequences of enacting this legislation. We are very respectful
of that process, and we appreciate that the sponsors of S. 746 have listened
carefully to all parties. Many of the administration’s recommendations for
changes from earlier versions of this bill have been incorporated in S. 746.

Despite this, we believe the effect of this legislation will be to seriously
undermine the operation of the regulatory system. Therefore, we must
continue to oppose this bill.

It is our view that the ultimate test of comprehensive reform legislation, laid
out in the letter from the administration to the chair of this committee dated
March 6, 1998, has not been met. That test, as stated in Mr. Franklin
Raines’ letter to Chairman Thompson, is that such legislation “truly
improves the regulatory system, and does not impair — by creating more
litigation, more red tape, and more delay — the agencies’ ability to do their
jobs.”

We believe that this legislation will greatly increase the time required for
agencies to make regulatory decisions by imposing new responsibilities on
already overburdened federal agencies. No provision is made for a
corresponding increase in resources to address these newly imposed
burdens. In some circumstances this legislation would subject new rules to
inappropriate analysis which was never intended by the authorizing statutes.
‘We also believe that provisions for peer review are unfair and have the
potential to create the opportunity for the regulated community to unduly
influence the decision making process.

Increased Delay

S. 746 requires new and difficult analyses be added to the decisonmaking
process.

First, while agencies now engage in cost and benefit calculations and
assessments in the rule making process, S. 746 imposes additional
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requirements. Agencies must evaluate the quantifiable and nonquantifiable
costs of any new rule covered by the proposed legislation. Evaluation of
costs and benefits of nonquantifiable elements in some circumstances is not
very easy to carry out. We discuss below an example in which an agency
might be required to evaluate the benefit of the public’s right to know and
compare that to the costs associated with certain reporting requirements.
Determining how to make these very subjective evaluations in ways which
will withstand legal or political scrutiny is very likely to add significant time
to the process.

Agencies are also required to evaluate the benefits and costs of *“a reasonable
number of reasonable alternatives reflecting the range of regulatory options
that would achieve the objective of the statute as addressed by the rule
making...” Sec. 623(b)(2)(A)(iv). The determination of a “reasonable
number” and what is a “reascnable alternative” will be difficult and time
consuming. Agencies will be petitioned by interests on every side of an
issue to cousider alternatives they believe to be appropriate and which in
many cases will be very controversial.

In addition, agencies are required to perform two risk assessments, one at the
carliest stage in the rule making process and the second when the final rule
is issued. While the bill technically gives the agency the ability to waive the
second risk assessment, we believe agencies will be reluctant to do this out
of concern for challenges to the final rule. Even if the agency does only one
risk assessment, as technically permitted by S. 746, this is still a new
mandate beyond the currently effective executive order. It will add time to
the rule making process and will require additional resources. Furthermore,
as discussed in more detail below, this provision in S. 746 may actually
require risk assessments even in cases where a risk assessment cannot
possibly be performed.

Another new requirement imposed by S. 746 is to conduct peer review of all
major rules and of certain cost-benefit analyses. The issues raised by this
new requirement are also discussed in more detail below. It can be noted
here that peer review is never a simple process and there is no doubt this
requirement increases the effort and time required for promulgation of new
rules.

These are major new requirements imposed on already over-burdened
agencies. Itis our strongly held view that these new requirements should
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not be imposed at all, but certainly not without providing for sufficient
additional resources to make it possible for the agencies to meet these new
demands. Today, without these additional requirements, it often takes
OSHA and EPA more than ten years to enact major new worker safety and
environmental standards. Imposing new requirements without new
resources will necessarily increase this already scandalous timeframe for
enacting new regulations to protect human health, worker safety and the
environment.

New Analyses Which May Not Conform to the Intent of the Authorizing
Statute

Many examples could be cited as potential conflicts with the intent and
purposes of other statutes if S. 746 were enacted. We will describe only two
here.

Consider the Clean Air Act Maximum Available Control Technology
(MACT) standards. For decades, EPA struggled with attempting to issue
new clean air regulations based on risk assessments in accordance with the
Clean Air Act as enacted by Congress. Because of a lack of necessary data
(which is not the same thing as the absence of authoritative and responsible
assessments of danger to human health and the environment) most risk
assessments could not be completed. New and much needed clean air
regulations were not issued. The Congress then amended the Clean Air Act
to change the standard for issuing new regulations from risk to an evaluation
of available technology. Once this was done, new regulations began to be
promulgated and the air is now much cleaner, people and the environment
are better protected. Is S. 746 to be read as now requiring that EPA go back
to performing risk assessments on clean air regulations promulgated under
the technology standard? This certainly would be inconsistent with
Congress’ intent when it created the MACT standard in the Clean Air Act
amendments. More importantly, it would recreate the problem the MACT
standard was designed to correct and result in the agency once again finding
it impossible to issue new protective standards.

This example points up another important issue with respect to these new
requirements. The statute requires that agencies estimate a rule’s benefits by
means of a risk assessment. If data are inadequate to perform a risk
assessment, as they are in numerous circumstances, how are benefits to be
calculated consistent with this new requirement? It is not appropriate to
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argue that if there are inadequate data to complete a risk assessment, there is
no basis for regulation. Data needed to complete a quantitative statistical risk
assessment are not the same as data needed to make a valid determination
that a risk exists and must be controlled or eliminated, at least until such
time as more information is known about the risk.

Preventing regulation absent sufficient data to complete a quantitative risk
analysis undermines precautionary approaches. Suppose we see a river
becoming very polluted because of chemical discharges, but don’t yet have
enough data to determine the quantitative statistical risk associated with a
certain contaminant in a community’s drinking water. We would not want
to be precluded from acting to protect the river and the drinking water until a
risk assessment could be completed.

Another example which points out the potential for conflict between thc
requirements of S. 746 and existing laws is the Toxic Release Inventory
reporting law (Emergency Planning and Community Right to Know Act).
This law requires that industry report (not control) the levels of certain
chemicals emitted from a facility. It was enacted in the shadow of the
Bhopal, India accident, which killed and seriously injured many thousands
of people. One of the purposes of the statute is to provide communities
around chemical manufacturing facilities with information about what toxic
substances are being emitted from these facilities. There is no requirement
under this statute that exposure data be collected. TRI is not a risk-based
statute. It is a community right-to-know law.

Would S. 746 require EPA to do a cost-benefit analysis before adding a new
chemical to the inventory of chemicals that must be reported? Would EPA
be required to perform a risk assessment to determine benefits for the cost-
benefit analysis before such a rule could be issued? How is it possible toc-dc
a risk assessment on making information available to the public? How does
one measure the benefits of the public’s right-to-know, and compare that
virtually unquantifiable benefit to the cost industry will incur in complying
with the reporting requirements? What standards would a peer review panel
apply to evaluate this cost-benefit analysis? The answers to these questions
all come down to this: there is no way to apply principles of risk assessment
and cost-benefit analysis to principles of democracy such as community
right to know laws.
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One benefit of the right-to-know law has been that industry has voluntarily
reduced the amounts of emissions of toxic chemicals in order to avoid the
reporting requirement. How can this benefit be predicted with any precision
since it is voluntary, let alone evaluated sufficiently to stand as part of the
cost-benefit analysis? How does the agency adequately calculate the value
of reducing the emission of some toxic, high-volume chemical about which
there is not enough known to perform a risk assessment?

These examples are meant to demonstrate the difficulties and potential for
unintended consequences when an attempt is made to reform perceived
problems in the regulatory system with a single comprehensive piece of
legislation. A single new set of rules will not operate effectively to make
rational and productive improvement in a system this complex. If there are
problems in need of resolution, the individual laws from which these
problems arise should be addressed and appropriate solutions found.

The Congress has recently enacted excellent regulatory reform legislation
that is crafted to effectively improve the outcome of regulatory decision
making. These recently enacted new laws include amendments to the Safe
Drinking Water Act and the Food Quality Protection Act, which amended
the Federal Insecticide, Fungicide and Rodenticide Act and the Food, Drug
and Cosmetic Act. In these statutes, the regulatory reform provisions were
designed to specifically address the areas in those particular statutes that
needed to be changed. The Congress thus avoided the problems that are
inevitable in comprehensive legislation such as S. 746.

Peer Review

The Regulatory Improvement Act of 1999 requires that agencies provide for
independent peer review of certain cost-benefit analyses and all risk
assessments required under the act. Peer review is, of course, an accepted
and respected process for helping to guarantee the scientific basis and
adequacy for regulatory decisions, and is used by many federal agencies
routinely. The benefits of a peer review process are easily overcome,
however, if the process is structured in a way that creates inequities.

In the case of the process created by S. 746, there is a specific requirement
that reviewers must be “independent of the agency” (Sec. 625 (b) (A) (ii)).
This provision reaches much further than excluding people in the program
office responsible for writing the rule. It would exclude experts who have
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no connection with the rule making decision. Qualified scientists (and
economists, in the case of cost-benefit reviews) are not so plentiful that there
is no hardship resulting from excluding them arbitrarily. On the other hand,
there is no prohibition in the bill against peer reviewers who are affiliated
with industry and are not independent of the financial implications of the
outcome of the decision. Neither kind of conflict of interest should be
permitted. To be fair, the bill should limit the exclusion of government
experts to those that may actually have a stake in the outcome of the
decision and should clearly prohibit people with a financial interest.

We also have a very practical concern about the operation of the cost-benefit
peer review process set out in S. 746. Much of EPA’s information used for
the cost side analysis of cost-benefit evaluations comes to EPA from
industry. We have seen time and time again that industry consistently
overestimates regulatory costs (Goodstein and Hodges, “Polluted Data:
Overestimating Environmentai Costs, The American Prospect, Nov-Dec,
1997, copy attached). EPA, aware of the history of industry overestimating
costs, may modify some of the industry numbers. Since there is no conflict
of interest prohibition for persons affiliated with industry, it can be foreseen
that there will be reviewers on a panel who are sympathetic to and will
defend industry’s cost estimates. If EPA sticks to its decision despite
criticism by these reviewers, the criticism, but not necessarily the potential
bias of the reviewer, is in the public record. This record is subject to legal
and political review. Such a system creates the opportunity for unfair
influence.

Yet another concern we have with the peer review process in S. 746 is the
requirement that peer reviews be conducted on cost-benefit evaluations.
Rarely, if ever, has a peer review been performed by an agency on a cost-
benefit analysis. The Office of Information and Regulatory Affairs (OIRA)
in the Office of Management and Budget usually performs this sort of
review. The extra step of a separate peer review of cost-benefit evaluations
is unnecessary. It is quite likely that these reviews will often be complex
and will add many months to the rule making process only to duplicate the
OIRA review.

We are also concerned about the provision that exempts the peer review
process from the Federal Advisory Committee Act (FACA) requirements for
public access. These reviews should be open to some form of public
participation and scrutiny, particularly if there is nothing in the law to
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prevent peer review panels from including people with industry affiliations
and financial interest in the outcome of the rule making process. For many
years, the EPA Science Advisory Board and FIFRA Science Advisory Panel
review processes have been open to public observation, and this has caused
no serious impediment to the operation of either of these review procedures.

Another problem with the process defined by S. 746 is the “balance”
requirement. The bill requires that the review “contain a balanced
presentation of all considerations, including minority reports and an agency
response to all significant peer review comments.” (Sec. 625 (b)(1)(D))
This raises the very real possibility that a single reviewer, whose views are
well outside the consensus of other responsible and respected experts, could
be given equal weight with opinions reflecting scientific consensus. Fair
representation is essential to a fair process. However, including any and
every view under the justification of “balance” opens up the opportunity for
the unscrupulous to manipulate and undermine the process.

The peer review provisions create redundancies and impose enormous new
burdens on the agencies without corresponding provision for additional
resources. The process is structured in a way to create the potential to
operate unfairly and is subject to manipulation by the regulated community.

OMB Review Process

S. 746 contains provisions that would allow the Office of Management and
Budget to take an unlimited period of time to review proposed rules, thus
delaying the promulgation of the final rule indefinitely. We have had
experience with prior administrations subjecting regulations to review for
indefinite periods. We called this the regulatory “Bermuda triangle” into
which new rules just disappeared. We certainly object to seeing a return to
that sort of practice.

Conclusion

During the past few years, the Congress has enacted a number of new laws
to address problems and shortcomings in the existing regulatory process.
These include the Small Business Regulatory Enforcement Fairness Act of
1996, the Unfunded Mandates Reform Act of 1995, regulatory accounting
requirements attached to appropriations bills and the Paperwork Reduction
Act of 1995. It may be that these new laws will serve to address and correct
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perceived problems. We don’t have enough experience with them yet to
know for sure. Before enacting far reaching comprehensive legislation, we
should allow more time to judge the effectiveness of these new statutes and
determine what real problems remain and how they might best be addressed.

This comprehensive legislation attempts to address perceived problems
arising from an array of many different statutes that have diverse purposes
and goals. These many affected statutes are administered by many different
federal agencies with distinct missions. We don’t think this kind of
comprehensive legislation can possibly effect improvements under those
circumstances. We believe that it will instead do great harm to protection of
human health, worker safety and the environment. We oppose this
legislation and hope this committee will determine it should not be enacted.

This concludes my statement. | am pleased to answer any questions.
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EBAN GOODSTEIN AND HART HODGES

Polluted Data: Overestimating Environmental Costs

n July, Carol Browner, chief

of the Environmental Pro-

rection Agency, issued new
regulations reducing permissible
levels of smog and particulare
(fine sootl polletion. The politi-
cal battle leading up to the deci-
sion was fierce, even within the
administrazion. One staff mem-
ber on the Council of Economic
Advisers maintuined that the reg-
ulations would cost a whopping
$60 billion—a figure quickly
seized upon by industry opposi-
tion. The EPA's own cost esti-
mate was much more modest.
berween $6 billion and 38 billion.
In meking her case for the new
regulations. however. Browner
publicly cisavowed even her own
agency’s cost estimates. She
argued that industry would find a
way to do it cheaper.

Whorn to believe? Confronted
with conlliciing estimates, most
lay people either throw up their
hands or choose sides ideologi-
cally. Bur history provides a basis
for evaluating these estimates.
Not only do industry lobbyists
wildly overestimare the costs of
proposed environmental regula-
tions. More surprisingly, academ-
ic and government economists
consistently do too—ard for an
equally surprising reason. When
forecasting the costs of new eavi-
ronmental regulations. economic
analysts routinely ignore a prima-
ry economic lesson: Markets cut

For wibscriptions and ~uik repriis, cll 138820

costs through innovation. And
innovation can be promoted
through regulation. This history
is worth bearing in mind as we
approach the most important
environmental controversy to
date—how to deal with the cri-
sis of global warming,

THE ABCs oF
OVERESTIMATION

In every case we have found
where researchers have calcular-
ed acrual regulatory costs and
then compared them to ex ante
estimates. the estimate exceeded
the actual cost. W'e have uncov-
ered a dozen such efforts. rang-
ing from A fasbestos) to V fvinyd
chlorider. In all cases bur one. the
initial estimares were at least dou-
ble the uctual costs.

Asbestos. When the QOccupa-
tional Safery and Health Admin-
istration {OSHA) instituted reg-
ulations covering exposure to
asbestos in the early 1970s, they
hired a consulting firm to esti-
mate the cost of compliance.
Two later studies found that the
original prediction for the cost of
compliance was more than dou-
ble the actual cost, because of
overly static assumptions.

Benzene. In the late 1970s,
the chemical industry predicted
that controlling benzene emis-
sions would cost $350.000 per
plant. Shortly after these predic-
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tions were made. however. the
plants Jdeveloped a process that
substituted other chemicals for
benzene und virtually eliminated
cortral costs.
Chlorofluorocarbons (CFCs).
In 1988, reducing CFC production
by 50 percent within 10 vears was
sstimzted by the EPA o cost $5.55
per kilogram. By 1993, the voul
had become much more ambi-
trous: complete eliminazion of
CFC production. with the dead-
line moved up two vears. to 1996,
Nevertheless. the estimated cost of
compliance fell more than 30 per-
cent. to $2.45 per kilogram. And
where substitutes for certain CFCs
had rot been expected to be avail-
able for eight or nine vears, indus-
try was able to identifv and adopt
substirutes in as litle us two vears.
CFCs in zutomobile air con-
ditioners. In 1993 car manufac-
turers estimated that the price of
a new car would increase by
$650 10 $1.200 due o0 new regu-
lations limiting the use of CFCs.
In 1997 the actual cost was esti-
mated to be 340 to S400 per car.
Coke ovens. The original
OSHA estimate for the cost of
complying with the 1976 coke
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oven standard was more than
five times higher than estimartes
of actual costs. OSHA's contrac
tor suggested that complving
with the standard would cost
from $200 million to more than
S1 billion. However. a Council
on Wage-Price Stability study
fater estimated the actual cost of
the standard to be $160 million.
The OSHA consulrant estimat-
ed that three steel firms in their
sample would spend $93 million
on capital equipment and $34 mil-
lion in annual operating costs ©
comply with the regulations. A
later study by Arthur Andersen
determined that the three firms
actually spent berween S5 million
and $7 million in 1977 o comply
with the standard. and onlv 81
million 10 32 million on capital
expenditures. Ultimately, firms
were able to meer the standard
without incurring 4l of the capital
costs in the first vear. and actual
compliance costs were dramatical-
Iy lower than originally predicred.
It the late 19805, coke produc-
tion again came under regulatory
scrutiny, this time by the EPA. In
1987, the agency estimated that
the cost of controlling hazardous
air pollution from coke ovens
would be roughly $4 billion. By
1991 that estimate fell to berween
3250 million and $400 million.
Couon dust. In 1976, OSHA
proposed a maximum permissi-
ble exposure limit of 0.2 mil-
ligrams per cubic meter for cot-
ton dust, and its consultant esti-
mated that compliance costs
would be approximarely $700
million per vear. The standard
promulgared in 1978 actually
allowed for higher exposure lev-
els in some sectors of the textile
industry. but the.small changes in
the standard do nor fully explain

the decrease in estirmated compli-
ance costs: in 1978 the estimare
fell 10 8205 million per year.
Moteover. 4 new study conduct.
ed in 1982, after the Reugan

administration called for a
review of the standzrd, conclud-
ed thut compliance costs were
$83 million per vear.

Halons. In 1989 members of
the United Nations Environment
Program’s Halons Technical
Options Committee disagreed on
whether direct halon replacements
could be found and whether a
phase-out was possible. However,
in 1993 the committee concluded
that u phase-out of kulons, 3 sub-
stance found in fire extinguishers
that destroys the vzone laver faster
than chlorotlusrocarbens. would
be both technologically und eco-
nomically feasible by 1994,

Strip mining. Prior to the p.
sage of the 1978 Surtace Mining
Cornrrol and Reclumation Act,
estimates for compliance costs
ranged from $6 to 312 per ton of
coal. Actucl costs for castern coul
cperations huve been in 1
range of 50 cents te¢ S1 per ton.
Afrer the ragulations were adept-
ed. the market swirched away
from coal deposits with high
reclamation costs. Ready substi-
tutes included surface-minuble
coal in flatter areas iwith lower
reclamation costs). und under-
ground deposits.

Vinyl chloride. OSHAS vinvl
chloride standard. set in 1974,
provides u fina] example of wildly
excessive cost projections. The
agency's consultant estimated that
it would cost $22 million per year
12 meet the permissible exposure
limit of 2 to 5 parts per million
{ppm! in the vinyl chloride
monomer sector, and 587 million
per vear to meet the 10 1o 15 ppm

s
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exposure limit in the polyvinyl
chloride sector. In addition. the
consultant argued thatthe | ppm
permissible exposure limit simply
could net be attained. The presi-
dent of Firestone's plastics divi-
sion said that u standard of 1 ppm
“puts the vinyl plastics industry
on a collision course with eco-
nomic disaster.”

In spite of these protests.
OSHA did adopt the strict per-
missible exposure limir of 1 ppm.
A study conducted severa] vears
later by researchers tfrom the
Wharton School of Business esti-
mated that the total cost of com-
pliance for both sectors hud been
about $20 million per veuar. A
1976 congressional research
paper also indivated thut the 2cru-
al cost of compliunce was Jramae
ically less thun the original predic
tion. The early claims thar the t
ppm standard could not be met
evaporated: instead. the reguliro-
rv action led to about a 6 percent
sise in peivvinyd chloride prices.

hile costs have

been consistently

overestimated for
emission reduction, thev have
been underestimnarted for environ-
mental cleanup. For example,
when the Clean Water Aet was
enacted in 1972, the EPA estimar-
ed that $12.6 billion was needed
to provide secondary sewage
trestment systems. According
the American Enterprise Instirute.
actual spending for sewage treat-
ment between 1972 and 198!
exceeded $160 billion.

Costs for the Superfund pro-
gram have also mushroomed.
When first launched, people
expected the mundated cleanups
to apply to a small handful of
Love Canals. However, the pro-
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gram has expanded dramatically.
now covering far more than a
thousand sites. In addition,
cleanup has proved far more
costly than predicted: The aver-
age cost overrun on cleanup
expenditures at Superfund sites
has been 44 percent.

The message from these cases
is clear. On the one hand, treat-
ing already polluted water. clean-
ing dirty soil, and scrubbing oily
rocks costs a lot of money.
tmuch’ more than expected. On
the other, when it comes to
reducing poilution emissions at
the source, it is almost certain o
be tsubstantially) cheaper thun
we think it will be. Updating
Puor Richard's Almanack. an
s ion is clearly
worth a pound of cleanup.

v were the esti-
mated costs of
reducing emissions

at the source so inflated? The rea-
son. of course. is “technology
forcing.” When industry is
required to lower pollutien our-
put. it usually doesn't just slap a
new filzer on an existing process:
it often invents new technology.
Frequently the new technology
turns out to have higher produc-
rivity benefits, which help to offset
the cest of the regulation. To see
this, it is werth locking in detail at
two high-profile cases where mar-
kets have responded to regulaton
by cutting costs.

COKE BREAK
Robert Hahn, a well-known

environmental economist. is cur-
rently a resident scholar ar the
American Enterprise Institute
and an adjunct research fellow at
Harvard's Kennedy Scheol of
Government, and is a former

senior staff member of Bush's
Council of Economic Advisers.
In 1990 he and 2 co-author
wrote a report for the U.S. Busi-
ness Roundtable predicting the
impact of the proposed Cleuan
Air Act amendments on employ-
ment. These amendments had
the dual purpose of cleaning up
both acid rain and so-called “uir
toxics™ from industrial plants.

The executive summary of
Hahn's report leaves "no doubt
that. across the Clean Air Act
Amendments studied. there are 2
minimum of several hundred
thousard jobs at various levels of
severity of risk—even with the
more moderate [Bush] Adminis-
tration proposals.” Hahn's
absolute minimum prediction
was 20.000 jobs directly lost,
mostly from the closing of coke
ovens in the steel industry. Hahn
and his co-author viewed this as
“truly a limiting, rock-botrtom
estimate” for several reasons.
Important amony them wus that
it considered only job losses aris-
ing from one portion of the
bill—control of air toxics.

The amendments did pass
later in 1990. The bill was in
most respects more restrictive on
air toxics than the one on which
Hahn's study based its minimum
iob loss estimates. The legislation
alsa authorized retraining funds
of 350 million per vear for dis-
placed workers. which gives a
nice way to track job impacrs.

In the almost seven vears since
passage of the legislation, fewer
than 7,000 workers have received
1id because their jobs were affect-
ed by the Clean Air Act amend.
ments. And the vast majority of
these have been eastern, high-sul-
fur-coal miners. who have been
laid off due not to the air toxics

provisign, but ro the acid rain
amendment. (The same legisla-
tion has in fact led 10 a boom in
the western, low-sulfur-coal
industry.) No workers trom shut-
down coke oven plants have
received adjustment assistance,
And between 1992 and 1995,
production in the coke and
(closely related) blast furnace
industries actually increased, from
$1.74 billien o $1.95 billion.

Hahn was consulting for indus-
try here, so it is not surprising that
his numbers were a bit on the
high side. Corporate America.
when faced with new regulations.
has never been shy ubout claiming
thut the sky is falling. But Hahn is
ot a hired gun: he has very solid
academic credentials. How could
he have gotten it so wrong?

It turns cut that Hahn's over-
estimation of regulatory impacts.
while extreme. is not unusual. In
fact. a5 we have seen in every case
for which we have been able 0
track down duta, academic and
government economists have rou-
tinely overestimarted the costs of
reducing pollution emissions—by
at least 30 percent, and generally
by more than 100 percent.

THE Acip TEST

The EPA's acid rain program
is another dramatic case in point.
Since 1995, electrical utilities
have been required o hold per-
mits for each ton of sulfur dio;
ide they emit. These permits. in
limited supply. are distributed to
firms each vear by the govern-
ment. The innovative feature of
the program is that the permits
can then be bought and sold.
Given this, permir prices roughly
reflect per ton pollution control
costs. This is true because a firm
generally wouldn't buy an extra
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permit if the cost of doing so
exceeded the cost of reducing
sulfur einissions by a ton,

When the tradable permits
market was being designed in the
earlv 1990s, credible industry esti-
mates of permit prices fand thus
control costs) were $1.500 per
ton: the EPA was predicting $750.
In 1997, permits were in fact sell-
ing for around S100 u piece.

Part of the current low permit
price is due to a higher thuan
expected initial supply of per-
mits. but real compliance costs
have in fact been two ro four
times lower than the EPA
expected. and four to eight times
below industry estimates.

THe VIKIUE OF SARKETS

When environmental econo-
mists figure their cost estimates.
one particular lapse is quite star-
tling. Economists have tended 10
grosshy underestimate a virtue ot
markets they read:
where: tiexibility. Whea poilu-
tion regulation makes a certain
of production more expen-
site. markers adjusi—in fairly
rapid order, uncovering substi-
tute methods of production. and
developing cheaper cleanup
technologies. This tact. while not
completely ignored by econo-
mists, is seldom factored into
their cost estimates. Insiead ana-
lvsts tend to predict furure costs
statically, as if firms would con-
tinue to use existing practices
and technologies.

So. for example. the much
Jower than expected costs for the
acid rain program can be
explained in retrospect by the
increased flexibility that firms
were given to achieve their man-
dated reductions in sulfur diox-
ide emissions. Rather thun install

Iv preach else-

npe

expensive scrubbers tor buy
extra permits), many more firms
than expected have mer their sul-
fur dioxide targets by switching
to Jow-sulfur coal. or developing
new fuel-blending rechniques.
Railroad deregulation, along with
economies of scale. led to an
unexpected decline in low-sul-
fur-coal prices. And with the
increased competition from coal,
scrubber prices fell by half from
1990 10 1995.

All this is easy to see after the
fact. but would have been very
hard to predict. Hahn got his
20.000 lost jobs from uir toxics
regulation tollowing this same
practice—ignoring innovative
market responses. While paren-
thetically noting that “technolog-
ical improvements could reduce
the direct economic impacts.”
the study explicitly ignores the
possibility "because of the ditti-
culties in predicting how tech-
nology will evolve.” Because in
the mid- to late 1980s. available
control technologies for coke
ovens sezmed (o be guite expen-
sive. Hahn assumed that regulat-
ing air toxics would simply shut
down much of the industry.

However, as we saw above,
the EPA's own estimates of con-
trol costs for coke ovens were
plummeting even as Hahn was
writing his report. By 1991, they
were down by a factor of ten or
more from the 1987 forecasts.
Hahn may not have been aware
of the EPA’s work: instead he
cites an industry source to justify
his claim that “there is wide-
spread agreement thar coke
ovens will be required ro close
down, with an estimuated loss of
15,000 jobs.™

A secondary reason for the
overestimates is that in implemen-

tation, legislation is never as dra-
conian as it appears on paper. In
practice, timetables get stretched
out, compliance dates get extend-
ed. and waivers are granted. Even-
tually the regulations begin to
bite. but industry is usually given a
fair amount of time to adjust.
Most cost estimates assume high
degrees of near-term compliance.

cenng into the furure is

hard work. It is, in fact.

close 0 impossible for
economists 0 predict the specitics
of how technology will evolve
This is especially true since much
of the irformation about potential
innovations consists of closely
keld trade secrets. which industry
kas lictle incentive to reveal. But
basing cost predictions or scenar-
ios thut ussume no technical evo-
lution is guaranteed to zroduce
gross overestimares. Inrovation is
indeed something at which mar-
kets are very good. When giver u
narrowly defined task—1to pro-
duce commodity x emitting less of
pollutant y—short-term substitu-
tons and long-term shifts in rech-
nology guarzntee large cost recuc-
tions over current practice.

INFLATING COSTS,
IGNORING BENEFITS

In the late 1980s, whea the
international phase-ourt of ozone-
destroving CFCs got underway, a
company called Nortel began
looking for substitutes. The com-
pany, which had used the chemi-
cals as a cleaning agent, invested
S1 million to purchase and
employ new hardware. Once the
redesigned system was in place,
however, Nortel found that it
actually saved $4 million in
chemical waste-disposal costs
arnd CFC purchases.
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The CFC regulatory compli-
ance costs for Nortel clearly were
$1 million. But how do we figure
it the $4 million savings? Econo-
mists have long recognized that a
dollar spent on envirenmental
pollution conol is not the “true”
cost to socictv. Some have argued
that the cost is in fact much high-
er. because environmental spend-
ing “diverts” capital investment
from more productive uses,

In recent vears, by contrast.
Michael Porter of the Harvard
Business School has besn pointing
to examples like Noriel to argue
that environmental regulations, by
forcing firms o rethink their pro-
Juction processes, can often lead
:5 lower production costs and
lénd 2 competitive advantage.

More generally. much of the
reported cosis of environmental
regulation cccurs when firms
invest in new capital equipment,
thoroughly redesigned to be
both cleaner and more produc-
tive. Many of these invesiments
would have happened sooser or
later anyway, So a primary effect
of regulation is 10 speed up the
investment process. This is costly
to firms, since they must scrap
old machinery that is not peces-
sarily worn out. When this hap-
pens, however, much of mea-
sured compliance cost is in fact
just early capital investments.
This in turn implies that the
compliance figures are much
higher than the real costs.

Researchers at Resources for
the Future recently conducred a
study asking how much S1 spent
on environmental protection real-
ly costs an industey. For seme
industries, specifically steel, the
angwer was little more than S1,
due 1o the diversion effect. For
others, notably plastics. the indus-

try actually saved money us pro-
Juctivity was boosted. On aver-
age. the study concluded. S1 spent
on environmenral pollution con-
trol reflected a real expense of 13
cents. In general then, even when
cost estimates are “correct,” this
new research suggests that the
reported velues often overstate the
true costs 1o the firm, on average
bya factorof seven.

THE Roan 10 KyorTo

The debate over compliance
costs is now hearing up for the
mother of all pollurion issues—
globul warming. International
negotiators are ar work on what
are supposed o be binding car-
bon emission reduction require-
ments. 1o be ansounced in Kyvowo
in December. The Europeun
Unior is pushing for a 15 per
cent cut below 1990 levels ro be
achieved by 2010: the members
of the Allance of Smull Islund
Sutes—whose very existence is
ar stake due ® andcipated flood-
ing—want a 20 percent cutback
by 2005.

The United States, 5y far the
world's biggest greenhouse pol-
luter. is dragging its heels. Presi-
dent Clinton. when pressed 1o
commit the US. o specifics, has
promised oniy 10 convene a con-
ference in the fall 1o try ro achies
a consensus among American
industry, labor, and other groups
on the need for action. And Clia-
ton will clearlv face a wough sales
job for ratification in the Republi-
can-con:rolled Senute.

Academic economists have
lined up behind a strong U.S,
leadership role in Kyoro. Green-
house “moderates” like Yale's
William Norchaus and Huarvard's
Dale Jorgenson headed up u list of
more than 2.000 economists who

signed a lerter arguing that a frst
round of carbon emission reduc-
tions could be schieved at relative-
Iy fow cost. And in late July. to the
disrmay of U.S. industry, the Clin-
ton economic team published its
official cost estimares, confirming
this general view.

There is » minority opinion
among econornists that reducing
greenhouse gas emissions will be
very., very cheap. and in the ‘ong
run. even profitable. The reasons?®
Already existing energy efficiency
technologies can help the Urited
Stares bresk its addiction 1o
cheap oif without too much pain.
And within a decade or two,
renewable fuel sources—coupled
with efficiently redesigned tech-
nologies—will be cheaper than oil
or coal are todav In this view. the
sooner we redirect the market
into 4 sericus search for alrerna-
tives 1o tossil tuels. the richer we
will be in the future.

There are, however, likely to
be rransitional costs, both for
workers. particulurly in fossil fuel
industries. and for Third World
countries. [n the past, govera-
ment has not done 3 very good
job in equitably sharing the bur-
dens of such transitions. This s
no reason to reject a global
warming accord, but it is a
strong reason o be alert 1o the
allocation of costs and benefits.

In the global warming debate.
as when past environmental regu-
lations have been proposed. there
are the three compliance cost sce”
narios: apocalyptic tindustry!.
doable but cosily fucademic and
government), and profituble (a
few visionariest. Qur guess, based
on the record of previcus scade-
mic and government cost fore-
casts, is somewhere berween
doable and profitable.a

1
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TESTIMONY OF DR. FRANKLIN E. MIRER
DIRECTOR OF THE HEALTH AND SAFETY DEPARTMENT

on behalf of the

International Union, United Automobile,
Aerospace, and Agricultural Implement
Workers of America (UAW)

On The Subject Of

Regulatory Improvement Act of 1999
(8.746)

Before The

Committee on Governmental Affairs
United States Senate

Washington, D.C.
April 21, 1999

| 'am Dr. Franklin E. Mirer, Director of the Health and Safety Department of the
UAW. | am a toxicologist and certified industrial hygienist. | speak today on
behalf of nearly 1.3 million active and retired UAW members and their families.

The UAW strongly opposes the proposed “Regulatory Improvement Act of 1999”
(S. 746). We appeared here a year ago to ocppose the Regulatory Improvement
Act of 1998, and for the same reasons. We believe this legislation imposes a
“one-size fits all, one style suits all” procedural mandate which would undermine
OSHA'’s ability to protect working men and women against workplace health and
safety hazards.

Next week, the AFL-CIO, the UAW and other unions will observe Worker
Memorial Day to remember victims of occupational injury and disease. The
UAW and its local unions will fly flags at half mast and read the names of the six
victims of the Ford Rouge Powerplant explosion, two other UAW members killed
by work in 1899, and 11 victims in 1998. But the names of most victims of
occupational hazards are unknown. Occupational disease is estimated to cause
ten times as many deaths as occupational injury does and over 100,000 UAW
members suffer an occupational injury or iliness each year. UAW members are
among the best protected of American workers, and yet we sustain these losses
year after year.

Our members and their families will not tolerate an erosion of health and safety
protections at work. Most of the fatalities recorded in our facilities, and virtually
all of the occupational disease identified among our members by research, arose
from conditions not covered, or exposures permitted by existing OSHA
standards. Our members want Congress to expand and strengthen health and
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safety protections by making it possible for OSHA to set more comprehensive
and more protective standards.

The UAW opposes S. 746 because it contains not a single provision that
would facilitate improving OSHA standards, or any other public health or
consumer protections. From a worker perspective, the most significant problem
with agency regulations is delay in responding to documented hazards. This bill
does not pretend to cure the problem of delay. Instead, it makes the delays
worse and erects further barriers to new health and safety rules for our members
and for all American workers. Specifically, S. 746 would:

e add additional time consuming steps to the standard setting process;

e give industry representatives a special seat at the table and an inside
track to oppose a new standard;

» provide many new grounds for industry to challenge standards in
court;

e eat up OSHA resources with complex analyses irrelevant to the
OSHA law;

¢ shift the balance in standard setting decisions from worker protection
to industry costs.

The legislation tilts the playing field further in favor of those who wish to block
new protections. Like all recent regulatory legislation, S. 746 seems based on
the assumption that public health agencies order overly protective limits too fast
and too frequently, based on extreme interpretations of science. Claims that the
bilt would add transparency and consistency to the public health process are
incorrect. Real world experience suggests just the opposite.

The UAW urges this Committee to take into account actual experience with
specific public health statutes before entangling them all in this single net of
complex procedural requirements. The history of the metalworking fluids
standard furnishes a real world example of the current obstacles at OSHA and
-the ways in which the requirements proposed in S. 746 would adversely affect
OSHA standard setting procedures.

About a million American workers are exposed to metalworking fluids in factories
that make engines, transmissions, bearings and many other machined products.
The National Institute for Occupational Safety and Health (NIOSH) has
concluded that these materials pose respiratory, skin and possibly cancer
hazards under current conditions of use. UAW efforts to protect our members
from these dangerous materials started with two cancer studies in bearing plants
in New Britain, and Bristol, Connecticut in the early 1980’s. These studies found
increased cancer due to exposures that were within or not covered by OSHA
limits. Since then, the UAW and the auto manufacturers have conducted several
million dollars worth of jointly directed research into cancer, respiratory effects,
toxicology and control technology for metalworking fluids. We have
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demonstrated respiratory illness not previously found in the scientific literature.
We have shown that the standard ventilation systems actually increased some
exposures.

The respiratory effects of metalworking fluid exposures can be devastating. And
yet there is not, to date, an OSHA standard adequate to protect workers.
Consider the situation of UAW Local 72 members at Chrysler's Kenosha,
Wisconsin Engine Plant. In August of 1995, the first employees at this facility
developed hypersensitivity pneumonitis (HP), a rare, severe condition of the
deep lung. HP presents with fever, chills, shortness of breath and loss of weight.
With recurrences, acute HP may become chronic HP, resulting in lung scarring,
progressive loss of breath and even death. The UAW and Chrysler were aware
that no exposure in the facility remotely approached OSHA's Permissible
Exposure Limit for oil mist, and that OSHA required no medical examinations or
tests for employees with such exposures. Nevertheless, Chrysler took vigorous
joint action in cooperation with the UAW to respond to this problem.

The UAW and Chrysler together called in the Wisconsin Division of Health in
March of 1996 and provided funding to the government agency to conduct an
investigation. By September 1996, the study had identified 20 employees with
HP and nearly 40 others with other significant respiratory conditions. According
to our local union representatives, a significant number of these HP victims are
unable to return to work, even under dramatically improved conditions. They are
suffering the devastating psychological as well as physical consequences of an
occupational illness.

The UAW and Chrysler could not sit back to wait for OSHA or for more research.
When the HP risk was identified, ventilation in the plant was immediately
improved. The facility was designated a pilot plant for best control technology in
the 1996 collective bargaining agreement. Enclosures and local exhaust
ventilation were installed on existing and new equipment and truly remarkable
reductions of exposure were achieved. No new HP cases have appeared since
1997, and other respiratory complaints are down drastically.

With more time, we could have brought victims, local union representatives and
management representatives to today’s hearing to tell the whole story. It would
take a day to do the story justice.

UAW, Chrysler and NIOSH sponsored a national workshop on HP and
metalworking fluids at the UAW-Chrysler National Training Center in Detroit in
January 1997. The workshop examined similar outbreaks of metalworking fluids-
related respiratory illness in UAW eight represented facilities in the US and
Canada. Since then, at least four other outbreaks have been identified.
Proceedings of the workshop, as well as research papers from the investigation,
were published in scientific journals
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Where has OSHA been during all of this? OSHA did not react to the cancer
studies published in the middle 1980’s or to the respiratory effects studies. The
UAW petitioned OSHA for a new standard for metalworking fluids in November
1993. After four years, OSHA finally put together a Standards Advisory
Committee of health professionals and representatives of labor, management
and state agencies, on which | serve. We have met eight or nine times, visited
plants, heard from victims and considered testimony of experts. NIOSH issued a
criteria document that warned of respiratory, dermatitis and possible cancer
effects, and recommended an exposure limit one tenth of the current OSHA
standard. NIOSH also has visited about 80 plants to assess the feasibility of the
proposed new limit. The Advisory Committee is trying to complete a final report
and recommendation before our charter expires.

The bad news is that OSHA has yet to summarize the known health effects,
carry out the existing requirements for an economic feasibility analysis, or draft
and justify regulatory text. | would estimate at least a year's work for that, after
the Advisory Committee completes its task. Then there is the review required
under the Small Business Regulatory Enforcement Fairness Act (SBREFA), the
OMB review and who knows what other review! And that's all before OSHA can
issue a proposal and hold the public hearing. After the public hearing, the record
has to be summarized and a whole new round of reviews must take place before
a final standard can issue. After that, Congress has the opportunity to “veto” the
rule through Congressional disapproval or, failing that, an appropriations rider.
That is a real life example of the present situation.

Now, if S. 746 were to become law, even if the Metalworking Fluids Advisory
Committee members were to reach complete agreement about every issue in the
standard, OSHA would still have to conduct a new formal risk assessment, a
different cost benefit analysis, a substitution risk analysis and a comparative risk
analysis. Then OSHA would be subject to so-called “peer review.” | remind you,
this is still before the proposal is formally issued for public comment. These
extra steps would, | predict, add years of additional delay. Meanwhile, those
workers who are not union members and could not negotiate protections would
still suffer dangerous exposures to metalworking fluids. S. 746 makes a bad
situation worse.

The UAW has the following specific objections to the provisions in S. 746:

1. The so-called “peer review” provisions close the standard setting
process, open the way for industry special pleading, and delay action for
no benefit.

The bill's sponsors state that one of their goals is greater transparency for the
regulatory process. But a comparison of the bill's peer review provisions to
current OSHA procedures shows that enactment of S. 746 would actually result
in a process that is less transparent and open.
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OSHA procedures require that proposed standards must be presented in a
public hearing if any affected party requests the hearing. OSHA must present
evidence supporting the proposed standard, including witnesses and documents
explaining the health risks, control measures, cost analyses and every detail of
the rule. Any participant in the rulemaking may ask questions of OSHA and its
witnesses, as well as present their own evidence and comments. In turn, any
participant may ask questions of the others, and OSHA staff may ask questions
as well. This round robin process is open, on the record and exhaustive.
Scientific experts, representatives of unions and employers and government
officials take their turn. Workers who are exposed to the hazards also testify.
Finally, OSHA must explain and defend the final rule, addressing all the
comments and criticisms. This process has been recognized as equivalent to
“peer review.”'

By contrast, the additional “peer review" process envisioned by S. 746 is closed
and participation is limited. Before the public gets to participate directly, the
agency would be required to appoint a panel of experts. Workers, who know the
most about exposures and how to control them, would be shut out of the
process. Likewise, all agency employees would be prohibited from participating.
The bill specifies that the panels are to be “broadly representative.” Presumably
they would include representatives of the industry interests that oppose change.
Thus, conflict of interest is not only permitted, but practically required. The “peer
review” panel may be required to sign confidentiality agreements, which would
permit decisions on public health protection to be made -- or not made -- based
on secret information. The peer review groups are exempt from the Federal
Advisory Committee Act (FACA), which requires balance and open meetings.
Thus, the basis for a standard would be subjected to closed-door review,
possibly off the record and undocumented, before the standard goes public.

The bill's requirement that panels be “broadly representative” can be interpreted
to be contrary to requirement for “balance” in FACA. S. 746 fails to define what
‘representative” means -- is the issue scientific views or the interests of persons
to be protected by the proposed public heaith action??

! The Presidential Commission on Risk Assessment and Risk Management recognized the value
of the OSHA hearing: “In some cases, alternatives to traditional peer review panels may be
appropriate, For example, while OSHA uses peer review panels for some complex issues, it
relies to a greater extent on trial type rulemaking hearings, that can be quite rigorous. The two
approaches should be compared and evaluated against criteria based on agency or cross-agency

olicies.” Vol. Il, p. 104

Allowing conflict of interest conflicts with the specific recommendations of the Presidential
Commission on Risk Assessment and Risk Management. The Commission states: “The
Commission believes that expertise in the technical area under evaluation should be the primary
criterion for members of peer review panels. However, potential peer reviewers with financial
conflicts should be disqualified from service on peer review panels that could specifically influence
regulatory decisions related to the products or interests of their organizations.” Volume 11, p. 103.
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| predict there will be extensive litigation over this issue if the bill's peer review
process is allowed to remain subject to judicial review.

Obviously, the extra peer review step mandated by the legislation takes extra
time and extra OSHA and stakeholder resources, which could be better spent
addressing additional hazards. Quite frankly, this extra step is just one more
foothold for interests who simply want no change and whose only goal is to stop
any new regulation.’

The UAW submits that “peer review” is simply not a model for public heaith
decision making. Traditionally, “peer review” is a set of practices for evaluating
research funding proposals and aricles submitted to scientific journals. For
research funding decisions, discussions are completely confidential, reviewers
with institutional conflicts must leave the room when projects are discussed, and
reviewers written comments are physically destroyed. For many scientific
journals, the authors’ names are withheld from the reviewers, and the reviewers
are anonymous. The term has been loosely extended to expert panels brought
together to justify science-based public policy decisions. Advocates of peer
review in the regulatory setting are often those who do this as a large part of their
activities. It is true that the National Academy of Sciences advocates peer
review, but the NAS is in the peer review business.

2. The bill’s detailed specifications for risk assessment and cost
benefit analysis are inappropriate, wasteful and will likely lead to prolonged
litigation.

The bill's detailed specifications for analyses are designed for exposure to
cancer causing chemicals, and perhaps some other chemical hazards. The bill
requires comparative risk analysis and substitution risk analysis, which multiplies
the amount of paperwork to be done. Each of these elements may provide
grounds for a legal challenge to block a protection.

The bill's analytical framework is much less appropriate for safety (acute injury
prevention) standards and is difficult to implement for program standards such
as a requirement for safety and health programs. It is completely inappropriate
for provisions implementing workers’ rights. For example, the Occupational
Safety and Health Act requires employers to give chemical exposure monitoring
results to the workers whose exposure was measured. S. 746 would subject
provisions implementing these rights to economic analysis.

*The Presidential Commission on Risk Assessment and Risk Management: “Peer review is
unlikely to be needed for every regulatory decision. Implementing a peer review process for every
agency decision or every step in a regulatory decision would lead to substantial delay and require
excessive resources. The most effective and most efficient use of peer review should be decided
case by case, taking into account such issues as the extent to which the scientific basis for the
risk assessment or economic analysis might be considered controversial, the economic impact
that a decision might have, and agency resource constraints.” Vol. Il, p. 105.
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In addition, the bill's rigid quantitative framework excludes exactly the kind of
experiential knowledge that workers and front line management possess. This
knowledge is usually called "common sense.”

The Committee should also recognize that cost calculations are much less
reliable than health risk assessments. These analyses usually wildly overstate
the expense of complying with OSHA'’s standards. This is because OSHA and
other agencies generally must depend on cost data generated by the industry to
be regulated. Industry usually stonewalls on such simple issues as who is
exposed to chemicals at what levels, what specific engineering changes really
cost and what process alternatives are available.

As a practical matter, the data to conduct such analyses are potentially available
for chemical exposure standards. After the long delay of meeting the
specifications in this legislation, a few chemical standards would emerge intact.
The protections most damaged would be safety standards, such as for forklift
trucks, and program standards.

It is important to stress that the cost benefit analysis required by this legislation
runs counter to the provisions of the OSHA statute, as interpreted by the
Supreme Court and numerous Counts of Appeals. The terms set by Congress
and the interpretation given by the courts are that OSHA health standards must
eliminate significant risks and be economically feasible, while other rules must be
reascnably necessary and appropriate. OSHA is prohibited by law from using
cost benefit analysis as a justification for raising the levels of permitted exposure
and increasing the injuries or diseases expected. This begs the question: why
should OSHA be required to conduct the analyses proposed in the bill?

Finally, the argument advanced by some that labor unions representing affected
workers try to impose needless costs on employers is not credible in the current
climate. Workers are worried by threats of plant closure, of work leaving to low
regulation havens like Mexico, and are constantly barraged with arguments for
increased productivity and efficiency. Costs are a concern. Efficiency and
quality are concerns. But health and safety comes first. NAFTA has devastated
American manufacturing, but the dire economic predictions for OSHA standards
have never been borne out. No OSHA standard has caused the economic
disruption predicted by the industries that have created the hazards.

3. This legislation imposes burdensome requirements on even the
most minimal, practical and routine regulations to protect employees.

A major rule under this bill could be any rule that costs each US employer, on
average, $85 a year.

Virtually any OSHA standard could be a “major rule” subject to the detailed
analytical requirements of the legislation. OSHA attempts to protect employees
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of over six million employers. Divide this into the $500 million dollar level for a
“major rule,” and you find that any standard that costs the average employer $85
a year is a “major rule.” This is the cost of lighting a few exit signs. You can
maybe sweep the floor for $85 a year. In other words, the simplest actions could
be delayed by complex analyses and peer review if they apply to a broad range
of employers. If this were not enough, the bill empowers OMB to reach down
below $85 to designate additional standards for review.

4. The history of OSHA standards shows that the goal of regulatory reform
should be speeding the process, not slowing it down.

The UAW's real life experience with OSHA standard setting is simple: OSHA
standard setting is stalled.® The standard setting process Is failing to protect
workers. Recent rules on energy lockout, formaldehyde and methylene chioride,
championed by the UAW, were completed only after decade long campaigns,
including lawsuits to compel action and to toughen standards.

For example, the UAW petitioned for the energy lockout standard in 1979, after
an industry consensus standard had been completed. A proposed standard was
not issued until 1988, a final standard for general industry not until 1989. At the
time, OSHA promised to extend this protection to workers in construction. But as
of today, the agency has been unable to extend this protection to construction
workers, who remain at increased risk.

The need to increase the pace of safety and health standard setting at OSHA is
generally recognized by those in the public health community, including many
observers associated with industry. There is a fong list of rules already promised
but not delivered by OSHA, a few of which | will briefly summarize.

A standard for ergonomics programs would address the largest single cause of
pain and disability among American workers today. Musculoskeletal disorders
are over half of all disabling injuries in all industry, and nearly 2/3 of all injuries in
automobile plants.  In August 1990, Secretary of Labor Elizabeth Dole
announced that OSHA would develop a standard for ergonomics programs. A
pre-proposal version, not yet scheduled for public hearing, is now in SBREFA
review. Opponents are using the inside track of SBREFA review to organize
opposition and try to block even a public hearing.

4The Presidential Commission on Risk Assessment and Risk Management: "OSHA’s limits for
chemical exposures (Permissible Exposure Limits, PELs) are out of date, not readily updated, and
not sufficiently protective of worker health for millions of American workers. The OSHA PEL
update process has been slowed to a crawl by a series of legal challenges. A chemical-by
chemical PEL-setting process, based on intensive assessments of toxicity, exposure, risk and
feasibility, has proved impractical for all but the highest use chemicals. A more constructive and
streamlined process is needed for regulating workplace exposures to a large number of air
contaminants.” Vol. Il, p. 134
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Likewise, OSHA has been unable to issue a proposal for a long-promised
requirement that employers establish basic safety and health programs. Such a
program requirement would mirror several state regulations dating back to the
1970’s and '80’s. OSHA placed the safety and health program rule on its
regulatory agenda in 1993. It has widespread, long-standing support from
industry. [t is just now emerging from SBREFA review, decades late.

A standard for airborne tuberculosis is urgently needed to protect healthcare
workers and patients. A proposal to codify the Centers for Disease Control's
1994 voluntary guidelines has been issued years after this grave threat to health
care workers was identified, but an enforceable requirement that health care
employers protect their workers is still years away.

The Permissible Exposure Limit Update project, originally started in the Reagan
Administration, would adopt consensus recommendations to lower chemical
exposure limits for about 400 of the most common industrial chemicals to which
workers are exposed. OSHA's current limits for these materials were established
in 1968 and have never been revised.

The standard for silica has not been addressed since an Advance Notice of
Proposed Rulemaking issued in the Ford Administration. According to OSHA,
MSHA and NIOSH the current standard permits more than 250 workers a year to
die from silicosis and leaves more than 100,000 workers at high risk of
developing lung disease.

The time and resources OSHA must spend on economic analyses limits the
progress the agency can make on new standards. For each regulatory action,
OSHA already engages in an extensive effort at “costing out” rules, even when
cost is not the source of significant opposition. Limited staff and the absence of
industry data make regulatory analysis the main obstacle to OSHA issuing even
a proposal. The analysis has to be done even before the proposal is issued,
and becomes a straight jacket for changes in the rule in response to public
comment.

The burden has shifted to the agency to prove that a regulation to protect human
life and health is not only feasible, but cheap. Industry and its allies may stall
action by nit-picking the methods and economic data without even having to
argue the significance of the outcome. As OSHA and proponents of safety and
health rules have become more efficient about collecting data and doing such
analyses, opponents now want to raise the bar by adding net benefits analysis,
regulatory flexibility analysis, comparative risk analysis and substitution risk
analysis.
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5. True Regulatory Reform would go in the opposite direction from S. 746.

Based on my 25 years experience in the UAW'’s health and safety department, |
believe the main problem in updating protections at OSHA is the lengthy time
spent in the pre-proposal, pre-hearing stages of the process. This legislation
loads even more of the process into the pre-proposal stages. 1t is exactly the
opposite of what needs to be done.

Once a proposed standard emerges onto the public stage in the open hearing
process, things begin to move. Industry sees what is really required, labor and
public health advocates see who is left unprotected and the real costs finally
emerge. Each side marshals its evidence, tests its arguments and has its "day in
court.” Practitioners speak, not lobbyists and lawyers.

The productivity problem at OSHA is not simply the duration of the standards
process. The problem is that the agency has resources to deal with only a few
issues at a time, and each of these takes over a decade.

My specific recommendations for regulatory reform are:

e Clarify that the existing OSHA hearing process exceeds the
transparency, openness and balance of the proposed new peer
review process and existing regulatory oversight.

e Move the SBREFA review and pre-proposal OMB review entirely into
the open record of rulemaking, and into the OSHA public hearing
where these views can be questioned by all participants.

* Provide the same access to judicial remedies for parties who wish to
challenge the agency'’s failure to act to protect as to those who would
oppose action.

e Adequately fund OSHA so that it is able to carry out its statutory
mandate to protect America workers from work-related injuries and
ilinesses.

Conclusion

No one who looks at OSHA'’s dismal rulemaking record over the past decade can
reasonably argue that the agency has been too zealous in the protection of the
American worker, or has taken regulatory action that poses an economic threat
to American industry or our economy. To the contrary, OSHA’s regulatory
process has been too slow and unresponsive, even when confronted with
serious hazards to the safety and health of our members and workers in general.
Recognized threats to health and safety are being ignored, and American
workers suffer death, injury, illness and disability at a shamefully high rate as a

10
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result. The absence of a comprehensive approach to workplace heaith and
safety threats places our nation’s economic health in jeopardy: workers who are
injured or made ill or killed on the job are a drain on our economy; unsafe work
sites are inefficient.

The provisions in S. 746 are imposed on public health agencies, but the burden
is borne by the working people exposed to the hazards and suffering the
consequences. Our members cannot understand why it takes 10 or 15 or 20
years to change a standard after science or common sense shows it is not
protective. That’s a time when government is telling our members something is
safe when it is not safe. Now our members are asking why legislation is being
considered to make it even more difficult to get new protections against hazards
that put their lives, limbs and heaith in danger.

For all of these reasons, the UAW strongly opposes the proposed “Regulatory

Improvement Act of 1999 (S. 746). We urge the members of this Committee
and the entire Senate to reject this legislation.

FEM/mkh/bes/fg
opeiu494afi-cio
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TESTIMONY OF DAVID C. VLADECK, ESQ.
DIRECTOR, PUBLIC CITIZEN LITIGATION GROUP
BEFORE THE SENATE COMMITTEE ON GOVERNMENTAL AFFAIRS
ON 8. 746, THE REGULATORY IMPROVEMENT ACT OF 1999

April 21, 1999

Mr, Chairman and members of the Committee, thank you for the opportunity to testify
this morning on S. 746, the Regulatory Improvement Act of 1999. Before I turn to my
substantive remarks, let me briefly sketch the background and experience | oring to the subject.

T am the Director of Public Ciiizen Litigation Group, the legal arm of Public Citizen, a
nationwide advocacy organization with 150,000 members. For more than twenty-five years we
have represented consumer groups, labor untons, worker groups, and public health organizations
in standard-setting proceedings and in litigation involving the OSHA, EPA, FDA, USDA,
NHTSA and other health and safety agencies. Public Citizen is also a member of Citizens for
Sensible Safeguards, a broad-based coalition of consumer, environmental, civil rights, labor and
health care organizations opposed to legislative proposals that would undermine federal
safeguards. Iam also currently a Visiting Professor of Law at Gecrgetown University Law
Center.

Public Citizen's extensive, firsi-hand experience with the regulatory process gives us
substantial insight into the way our system now operates. My testimony today addresses the
question of how the bill before you -- S. 746 as introduced March 25, 1999 - would affect basic
health, safety, environmental and civil rights protections if it were to become law. It is quite true
that this vear's bill differs from last year's bill, just as last year's differed from the omnibus
regulatory procedure bills introduced in the 104th Congress. But in our view the questions that
must be answered about S. 746 of 1999 are not how it replicates or differs from previous vears’
bills: but rather, how would it change current law, and what would be the real world impact of
those changes?

The short answer is that S. 746 would do real harm to public health, safety, environmental
and civil rights safeguards. Twant to use my t:me today to present concrete examples of how this
bill's “one size fits all” prescriptions would work to block or weaken urgently needed safeguards.

Law of unintended consequences

But first, et me make one point about S. 746 and the law of unintended consequences.
The scope of what 8. 746 covers is extremely broad but nowhere is it actally defined. While it's
understood that the bill would apply to rules to proiect the environmental and worker safety, it is
not generally known that it would also cover rules to protect nursing home patients from abuse
and neglect, or to ensure access o public accommodations for persons with disabilities.
Furthermore, we know of no analysis that compares S. 746's prescriptive risk assessment, cost-
benefit and net bepefits analyses, and peer review provisions with the types of analysis and
stundards that are currently required by the various statutes to which S. 746 would aply. Are
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they duplicative? Are they in conflict? Will they actually improve the quality of agency
rulemaking, or will they squander already scarce agency resources?

We are not alone in noting the absence of this information. In a July 31, 1998, letier to
OMB Director Jack Lew, House Minority Leader Richard Gephardt, Minority Whip David
Bonier, and the Ranking Minority Members of the House Committees with jurisdiction over
regulatory agencies asked those same questions. (Letter and questions attached) It is our
understanding that, to date, they have not been answered. The greater the unknowns, the more
likely that a such a sweeping change in law as S. 746 requires will result in significant
unintended consequences.

Regulatory Qbstacle Course

S. 746 would change current law by imposing highly prescriptive risk assessment, cost-
bencfit analyses, net benefits determination, and peer review mandates on the health, safety.
environmental protection and civil rights regulatory process. The real world impact would do
serious damage to the ability of federal agencies to protect public health, safety, the environment,
and civil rights. S. 746's "one size fits all" prescriptions would:

1. Add months if not years of delay to an already torturously slow process -- it takes OSHA
and EPA on average ten vears to issue a major rule;

2. Tilt the playing field to un even greater degree than is already the case toward less
protective safeguards in order to lower industry compliance costs;

3. Make the regulatory process less democratic and less transparent than it is at present; and

4. Create new grounds for industry opponents to successfully challenge public safeguards in

court.

To give you one particularly vivid illustration of the gridlock that now paralyzes our
regulatory agencies, let me recount the problems that 200,000 American workers race in having
OSHA address the very serious health hazards posed by hexavalant chromium. There is no
longer any scientific debate that hexavalant chromium is a potent lung carcinogen. In 1975 and
aguin in 1988, the National Institute for Occupational Safety and Health (NIOSH) urged OSHA
to reduce the permissible level of exposure for hexavalant chromium 100-fold. NIOSH's concern
1s that the lung cancer risk from hexavalant chromium is intolerably high. OSHA's scientists
agree, Their detailed risk assessment shows a range of 88 to 342 excess lung cancer deaths per
1,000 workers exposed to hexavalant chromium levels of half of what is currently permitted cver
their working lives. This risk is grave by any measure.

What, you ask, has the agency done in the face of a health threat of this magnitude? To
date, the answer is nothing. My clients, the Oil, Chemical and Atomic Workers Union and
Public Citizen Health Research Group, filed a rulemaking petition with OSHA in 1993 asking
the agency to address the health threat posed to workers by hexavalant chromium. Since that
time, OSHA has repeatedly acknowledged the gravity of the risk workers are facing, and has
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pledged to address it swiftly as it can. But the agency, after six years, is still probably at least a
vear away from publishing a notice of proposed rulemaking. Meanwhile. 200,000 American
waorkers are paving for this regulatory paralysis with their health and well-being.

Instead of tackling the problems of agency paralysis -- which puts millions of Americans
at risk, just like the 200,000 workers exposed to hexavalant chromium -- §. 746 adds to it. Not
only is S. 746 highly prescriptive in terms of the risk assessment and cost benefit analysis it
requires, slowing and complicating the agencies' preparation of those documents; but S. 746 also
mandates cumbersome peer review procedures that will give industry a preferred place in the
rulemaking and shut the public out, and it expands the scope of judicial review to give industry
new weapons to challenge agency rules.

Let me explain in greater detail how the "regulatory obstacle course” S. 746 would erect
would work in practice.

Risk Assessment:

S. 746 for the first time imposes a statutory requirement on agencies to conduct risk
assessments according to its detailed prescription for every major rule [i.e., one with annual costs
of more than $100 million] "the primary purpose of which is to address health, safety or
environmental risk." S. 746's prescriptive steps must also be followed for risk assessments
unrelated to regulation that are identified by OMB as likely to have a cost impact of $100
mitlion or more annually. Section 624a)(1)}(A).

This is an extraordinarily broad requirement. Agencies will be compelled to perform risk
assessments even when the risks are perfectly apparent, as they are with foodborne toxins such as
salmonella, listeria, and E. coli 0157. There is no comparable provision in Executive Order
12866, nor have some health and safety agencies routinely prepared risk assessments in the past.
For example, although the economic impact of the FDA tobucco rule exceeds the $100 million
annual threshold, no formal risk assessment wus prepared to support it, although one would be
required by S. 746.

Food safety protections are an ideal case study to explain why S. 746's risk assessment
mandate would be so damaging. In the last vears, we have become all too aware of the dead!y
risk which microbial pathogens like E. coli 0157, listeria, salmonella enteritidis, and
crvptosporidia pose to the safety of our nation's food supply. In 1993, after the tragic deaths of
children caused by E. coli 0157 in Jack-in-the-Box hamburgers, USDA initiated rulemaking to
modernize the century old "poke and sniff" meat inspection system. That resulted in the 1996
Huazard Analysis and Critical Control Point (HACCP) rule, a performance-based system that
relies on microbial testing to verify the effectiveness of a meat and poultry plant’s pathogen
reduction plan. Deaths and serious illness from microbial pathogens have also been linked to
lettuce, fresh fruit, processed luncheon meats, hot dogs, and shelltish. USDA and FDA are
currently exploring how best to protect the public.
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Had S. 746 been in effect, USDA could not have initiated the HACCP rule, or, at best.
would have been severely hampered by it. That is because no risk assessment of the sort
prescribed by the bill was conducted, or could have been conducted. Data to demonstrate and
measure risk of foodborne illness that would satisty S. 746's prescriptive methodology were not.
and still are not, available. So even though the public danger was clear and the need for
protection urgent, S. 746 would have required USDA to devote months and perhaps years to
collecting and analyzing data proving the obvious before doing anything else. If S. 746 becomes
law. 1ts risk assessment mandate will block USDA and FDA in the future trom acting swiftly o
prevent foodborne illness from microbial pathogens in fresh fruit and produce or prepared meats.

S.746's "one size fits all” risk assessment mandate doesn't "fit" food safety. That is not
because USDA and FDA rules are not science based. To the contrary, the HACCP system was
developed by the National Academy of Sciences; numerous scientific studies underlie the
agencies' food safety work. The agencies are developing 4 process risk model of risk assessment
to wdentify the points in the farm-to-table continuum where the risk of contamination is the
gredtest. When it comes to protecting the nation's food supply, S. 746 is bad science: It
mandates the wrong risk assessment model be used for the Wwrong purpose at the wrong time.

There are three other problems with the S. 746 risk assessment provision. First, the bill
requires years of work to take place even before the publication of the Notice of Proposed
Rulemaking (NPRM), which, under the APA, is the first formal step in the rulemaking process.
Under the bill, risk assessment has to be done very early in the pre-NPRM process, both 1o allow
for peer review that Section 625(h) says shall occur before the NPRM, and because the agency
cannot publish a NPRM without at least a preliminary risk assessment and cost-benefit analysis.
See Section 623. Indeed, Section 623(b)(2)(C) requires the initial cost-benefit analysis to
evaluate the results of the risk assessment. As a resul, agencies will have no choice but to
restructure their work. Agencies will first have to prepare, with peer review oversight and public
input. their risk assessment. Then the agency will have to conduct at least a preliminary cost-
benefit analysis. Ard all of this work -- which could take vears to complete -- must be done even
prior to the publication of the NPRM, because Section 623 requires the initial regulatory analysis
to include both documents. Had S. 746's requirements been in place when the Agriculture
Department was trving to cope with outbreaks of E. coli 0157, it would have crippled the
Department’s ability to respond.

Second, the risk assessment provision establishes hurdles the agencies cannot possibly
overcome. In two separate provisions, agencies are directed to consider all relevant, reasonably
availuble and reliable information. One provision, Section 624(e), instructs the agency to
consider all such information in preparing euch risk assessment. The second provision, Section
624ic)(2), directs agencies to consider al} such information in making the scientific assumptions
that underlie the agency's risk assessment. Simply to describe the task these provisions direct the
agencies to tackle demonstrates that it is undoable. Nor does this requirement make sense.
Assume for the moment that there are fifty basic treatises on risk assessment. Is it really
Congress's intention to require the agency to consider each treatise, even though, in the language
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of Section 624(c)(2), they plainly are “reasonably available, relevant and reliable”? What about

the FDA's tobacco rule? Does Congress seriously intend to saddle the FDA with reviewing every
avatlable and conceivably relevant study to determine whether it is reliable so that the agency can
assess the risks of smoking? This requirement guarantees regulatory paralvsis. Ask yourself this
question: Could Congress function if it were subject to the same mandate as a precondition to
legislating? T have my doubts.

Third, although risk assessments have been subjected to judicial review in the past.
nothing in the APA specifically directs reviewing courts to examine the risk assessment, as S.
746 would require. As discussed more fully below, S. 746 marks a substantial change which will
almost certainly intensify judicial review of risk assessments, and one that will inevitably force
agencies to put more time and effort into polishing their risk assessment than they do now - as
will the bill's prescription that risk assessment studies be peer reviewed, and that agencies
respond in writing to written comments by peer reviewers.

Cost-benefit analysis and net benefit determination

We recognize that most agencies have been required to perform cost-benefit analyses for
significant rules for quite some time. But until now, the cost-benefit analyses played a specific
and highly limited role. They are prepared to ensure that agencies achieve their regulatory
objectives with due regard for cost and in the most economically efficient way possible
consistent with their statutory mandates. Cost-benefit analyses are available for public and OMB
review. and are the subject of probing, on-the-record dialogue between the agency and regulated
parties. But, by and large, they are not subject to judicial review, espectally for those agencies --
Jike the health and safety agencics -- that operate under statutes that foreclose reliance on cost-
benefit considerations in standard setting.

S. 746 topples that understanding. To begin with, S. 746 sets highly detailed and
prescriptive requirements for cost-benefit analyses and mandates inquiries agencies do not ut
present ordinarily undertake. For instance, what purpose is served by requiring OSHA to
evuluate numerous options forbidden to it by statute, such as the option of doing nothing, as
Section 6"3(b) 2)(A)(Av)(I) requires?  And why should OSHA evaluate "a range of regulatory
options.” when its statute gives the ageney an unequivocal mandate to worry first and foremost
about worker protection, not about lower-cost but less protective options?

Moreover, S. 746 requires that an agency do one of two things before promulgating a
final rule: (1) Certify that its rule optimizes economic efficiency by achieving “the rule making
objective in a more cost—effective manner, or with greater net benefits, thun the other reasonable

ulternatives considered by the agency,” see Section 623(d)(1)(A), or (2) justify w hy it failed to
impose what S. 746's methodology determines to be the single most economically rational
option. We believe that the premise embodied in S. 746 — that there is a single rulemuking
course that is econornically optimal — is nothing but a chimera.
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But the real vice of S. 746 is that it will rightly be seen by agencies as a mandate to put
considerations of economic efficiency first, even when the agency's organic statute dictates
otherwise. To put it bluntly, the take home message of S. 746 (o agencies is to optimize the
economic benefits of the regulation relative to costs. But many agencies are forbidden from
doing that. OSHA, for example, is instructed by section 6(b)(3) of the Occupational Safety and
Health Act, to set the most protective standard feasible, limited only by technological feasibility
{is compliance technically possible?) and economic feasibility (are the compliance costs so high
that they will result in significant economic dislocation for the industry as a whole?). Put
another way, OSHA is not permitted to say, for instance, that $100 million is too much to spend
to save fifty workers' lives, so long as there is an available solution that is technologically
feasible and that would not cause the industry serious economic dislocation. OSHA must impose
the $100 million standard, even if a $30 million standard would save forty of those lives.
Forcing OSHA to address these less protective (and legally foreclosed) options does not enhance
the quality of the agency's decision-making -- it only dissipates scarce agency resources.

S. 746 says that it does not change or modify Congress' instruction to OSHA. Section
622, That literally is correct. Under S. 746, OSHA theoretically remains free to select the more
protective rule, provided that it explains that the more expensive rule is required by the OSH Act
and puts its analysis of the lower cost option in the record.

But there are two problems with this scenario. First, it is far from clear that the hydraulic
pressure imposed on the agency by S. 746 to moderate its rule to achieve lower costs will be
resistible by regulators. If you were an OSHA Administrator confronted with the choice I've just
outlined, which route would vou take? S. 746 und the OSH Act give an OSHA Administrator
twa diametrically opposed messages -- the OSH Act says protect workers at virtually any cost: S.
746 says, whatever you do, make sure you place economic optimality above all other values.
These are contradictory messages that simply cannot be reconciled and S. 746 will push agencies
towards saving money, not lives.

Second, even if the net benefits test, stunding alone, does not push agencies towards less
protective rules, when its impact is combined with peer review intervention and the looming
presence of judicial review, agencies will face enormous pressure to go in the direction of
economic efficiency -- even at the expense of the public protections.

Peer Review

S. 746 calls for peer review of risk assessments prepared in support of a major rule or as
ordered by OMB and of cost-benefit analyses for rules with more than $500 million in annual
cosis. Section 625, This provision is a misnomer. As commonly understood, the purpose of
peer review is to bring neutral, disinterested expertise to bear on a scientific or technical issue.
But S. 746 really provides for "partisan review," because it assumes that parties with a direct
stake in the outcome of the rulemaking will purticipate in the peer review process.
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The potential for self-interested members of peer review panels to abuse their positions is
made all the more severe because the panels are permitted to operate in secret, closed-door
sessions, with no public oversight of the process. Astonishingly, panels are permitted to meet in
secret, keep no minutes, and keep their deliberations from public view. There is no requirement
thut the panels represent competing points of view; indeed, the only "balance" that is required is
that panel reports must contain a "balanced" presentation of the issues. How an unbalanced
panel will issue balanced reports is not addressed by the bill. Making matters worse, it is a
virtual certainty that the panels will be not be broadly representative, no matter what the statute
suys. The reality is that the only stakeholder in the regulatory process that can afford to sponsor
panel members is big business. Labor unions, environmental and civil rights organizations, and
public interest groups do not have staffs of scientists or economists who can take time out from
their work schedules to participate in these panels. Nor do they have the financial wherewithal o
hire these experts or to sponsor them in academia, as the regulated industry is able to do. And,
for no reason that is apparent, agency experts are excluded, despite the know!edge and technical
competence they could add to the peer review committee's deliberations.

We are also troubled by the language in section 625(b)(1)(E) that allows peer review
panels to review secret submissions, subject to confidentiality agreements. Giving peer review
panels access to information denied to the public confirms our point that these panels have o
preferred place at the rulemaking table, and will be able to exert influence on the rulemaking far
beyond the ability of other citizens. Moreover. the idea that the agency will consider information
thut is off-limits to the general public in preparing key regulatory documents is a strange one,
which. Insofar as we are aware, has no clear anchor in existing law. The statutes that define what
constitutes rulemaking records to do not contemplate portions of the record being fenced-off
from the public. And to the extent that agency personnel have access to such information, it
ought to be closely held and not shared with peer reviewers. particularly those with a financial
stake in the outcome of the rule. That would again provide an enormous advantage to the
preferred few that participate in the peer review process.

We disagree with the defense of this provision raised in some quarters. numely that this is
a benign process for the agency to receive expert assistance on highly technical matters in a
systermnatic way. There are two problems with this justification. First, it overlooks that the APA
itself establishes that system through the requirement of notice und comment rulemaking. Any
suggestion that the current system does not afford interested parties the opportunity to offer their
expert views on agency risk assessments and cost-benefit analyses is nonsense. Second, it
ignores the fact that the peer review provision does not construct a one-way street, with
information flowing only to the agency. To the contrary, the agency is required to respond, in
writing, to significant peer review comments, giving peer review panel members enormous
leverage in the rulemaking process. It is counter to basic democratic principles to empower a
select few to be given a privileged place in the rulemaking process, but, make no mistake, that 15
precisely what this provision does.

The final problem with the peer review mandate in S. 746 is time and money. This
provess will be extremely time-consuming - and tens of thousands of dollars per panel will be
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diverted from other important pricrities. For agencies already cash-starved by budget reductions.
having to bear this burden will sap their ability to do their work. Congress should not impose
this "unfunded mandate” on the agencies.

Expansion of OMB authority and secrecy

S. 746 represents a capitulation by Congress on an issue that has provoked considerable
passion in the past -- namely, should the President be given authority to review agency rules?
Whatever the merits of presidential assertions of power to review agency rules, it is quite another
thing for Congress to surrender that power to the President. S. 746 does just that. It directs the
President to "establish a process for the review and coordination of Federal regulatory actions.”
see Section 632(b), and to assign the task of reviewing federal regulatory actions to the Director
of the Office of Information and Regulatory Affairs at OMB. Finally, S. 746 dictates, at least in
outline form, the procedures OMB must employ in reviewing rules. We are surprised that
Congress would endorse this view, particularly given the opposition of many in Congress (o
centrulized Presidential review and the efforts Congress has taken in the past to circumscribe
OMB's power.

But apart from our disagreement about the wisdom of centralized OMB review, there are
serious problems with S. 746. Foremost among them is that the procedural rules it dictates are
less transparent and accountable than those that exist under Executive Order 12866. For
example, OMB would no longer have to put in writing why it is disapproving an agency rule.
Agencies would no longer have to log "substantive” messages received from non-governmental
entities regarding rules under review; only "significant” meetings and calls would have to be
logged. The bill also reverses changes made by the Clinton Administration to establish a fixed
90-day OMB review period, with the possibility of one 30-day extension if requested jointly by
both the Agency Director and the OMB Director. Under S. 746, OMB would be uble
uniluterally to extend its review of rules indefinitely. Section 632(d)(2). Given the abuses thut
have taken place in the past, where OMB literally held important rules hostage until agencies
relented and made changes OMB waunted, Congress should outlaw this practice, not bless it.

We understand that nothing in S. 746 would forbid an enlightened Administration from
adopting procedures that provide for greater accountability and transparency. But our experience
with OMB has shown that not all Administrations share the view that OMB's review process
should be an open one. If Congress cheoses to legislate in this area, it ought to do so with the
understanding that the procedural safeguards it prescribes guarantee full OMB accountability to
the public.

Judicial Review

The judicial review provision of S. 746 1s bound to cause serious mischief in the courts.
and will force agencies to regulate defensively, generally by doing less rather than more. There
are no fewer than four serious problems with this provision.
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First, like any provision of a statute, the judicial review provision will not be read in
isolation. Rather, it will be read in context. Courts will try to understand the purpose of the Act
in determining the scope and intensity of judicial review. In so doing, they will get what is, at
best, a mixed message. For although S. 746 professes that it is not intended to displace the
decisional standards set in the agency's organic statutes that generally look only to maximizing
public protection, S. 746 sends a diametrically opposed message 1o agencies -- maximize
economic efficiency. That message will not be lost on reviewing courts.

Second, S. 746 directs the courts to review the agency's risk assessment and cost-benefit
analyses. Although risk assessments have always been made part of the record on judicial
review. that is not true of cost-benefit analyses; under the Executive Orders, they have nor been
purt of the judicial review record. Again, Congress’ explicit direction that the cost-benefit
analysis must be considered by the reviewing court is significant; it too sends a message that
Congress wants the courts to ensure that the final rule is economically efficient.

Third, S. 746 directs a reviewing court to consider the agency's "net benefits" test. This
provision is the most telling of all. The function of the net benefits test is to force the agency 10
identify one rulemaking option that is the most economically efficient in achleving the agency's
rulemaking objectives. Where an agency fails to select that option, it is required to explain its
reasons and to "describe any reasonable alternative considered by the agency that would be likely
to provide benefits that justify the costs of the rule and be likely to substantially achieve the rule
muking objective in a more cost-effective manner, or with greater net benefits, than the
alternative selected by the agency.”  This requirement places the agency in a highly vulnerable
position in a judiciul review proceeding. Regardless of what the agency's underlying mandate
dictates, the court will measure the agency’s rulemaking choice against S. 746's net benefits test
and the more cost-effective option the agency must describe. That is a prescription for judicial
invalidation of the agency's rule.

Finally, S. 746 raises the specter of agency rules being set aside or remanded because the
agency failed to perform its cost-benefit analysis, risk assessment, or net benefits analysis in the
mueaer prescribed by Act. This is a serious problem that marks a stgnificant change from prior
versions of the bill. In a nutshell, the problem is this. The Act sets up highly prescriptive
standards for conducting cost-benefit analyses and risk assessments: it also spells out 1n detail
precisely how an agency must conduct its net benefits test.! Section 627(c) says that "[i]f an
agency fails 1o perform” these analyses, the rule may be set aside or remanded. To be sure. a
court could read the language in Section 627(e) to apply only when an agency made no pretense

" For instance, a party challenging an agency rule might contend that the cost-benefit
analysis was not performed in accordance with the requirements set forth in Section 623. Since
the Act itself defines "cost-benefit analysis” to mean one "that is prepared in uccordance with the
requirements of this subchapter at the level of detail appropriate and practicable for reasoncd
decisionmaking on the matter involved," an agency arguably fails to "perform™ an analysis when
itdeparts in any way from the requirements set forth in Section 623,

9
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of performing these functions. But that is not what the Act now says.” There is no qualifier like
"completely” or "entirely" to signal to a reviewing court that that is the sort of failure Congress
sought to guard against. Moreover, courts will recognize that agencies are not likely to shirk
these responsibilities entirely. Rather, courts are likely to measure whether an agency has
“perform[ed]” these analyses against the vardsticks established in the statute. If the agency has
not followed the statute to the letter, a court might well rule that it has not "perform(ed]" the
required analysis and set aside the rule on that basis alone. That could have disastrous
consequences for the agency.

Let me end my discussion of the pitfalls of the judicial review provision in S. 746 by
llustrating how it creates a Catch-22 situation for health and safety agencies. Imagine that you
are a conscientious administrator who is attempting to be faithful to the Clean Air Act's mandate
to require maximum achievable control technology to reduce airborne toxins. Under S. 746, vou
will have conducted cost-benefit analyses of a range of regulatory options, and made a
determination that one single option is the most cost-effective or shows the greatest "net
benefits." That will undoubtedlv be an option that provides less protection that the Clean Air
Act. read by 1tself, would require. Here's your dilemma:

- If you make the determination that the most protective option is the one with the greatest
net benefits, the rule may be overturned as arbitrary and capricious because the record
does not contain sufficient data and evidence to prove that case under the "one size fits
all" cost-benefit tests of S. 746.

- But if you determine that the most protective option fails the net benefits test, and then
choose it anyway on the grounds that the Clean Air Act so requires, the rule may be
overturned because a court finds that explanation unreasonable. After all, you have just
made a record that there is another option that is more cost-effective. or shows greater net
benefits.

Either way you go, the more protective rule will be in legal jeopardy. And making a
record that you have chosen a regulatory option that is not the most cost-effective would also. of
course, put the rule in substantial political jeopardy in terms of OMB and congressional

oversight.

The problem is the spotlight S. 746 focuses on risk assessments and cost-benefit unulyses
and its emphasis on economic concerns over humanistic values. Despite its carefully couched
text, the one message that trumps all others in S. 746 is that Congress wants regulators to put cost
concerns on the front burner. Even though Section 622 of S. 746 tells courts that it does not
supplant the substantive standards and the range of regulatory options the agency has the

* A reviewing court might also find it significant that prior versions of this legislation
have included qualifying language. Glenn-Chafee’s judicial review provisions would have
provided for remand only if the agency "entirely failed to perform" the required analytical tusks.
And the Administration proposed that language to that effect be udded to S. 981" in the Raines
letter of March, 1998.

10
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authority to adopt under the underlyving statute. courts must seek to effectuate its provisions us
well us other provisions of law. A court could reach the common-sense conclusion that Congress
did not want the economic analytical requirements of S. 746 to be an empty gesture and see S,
746 as o message from Congress to insist on a far higher degree of economic justification for
regulatory choices than was the rule in the past.

omparative risk analysis/standardization of risk assessment and cost-benefit analysis

Section 624(g) directs agencies to engage in comparative risk analysis, that is, to compare
the risk the agency is seeking to regulate with estimates of human risk that are familiar to and
routinely encountered by the general public, and to discuss this comparison in its risk assessment.
Comparative risk analysis is a highly controversial technique: this is a mandate to compare risks
that are as dissimilar as apples and oranges. Section 630(a)(3) contemplates using comparative
risk analysis for government and agency priority setting. This is particularly unjustified, since it
can actually skew the setting of priorities in an irrational way. Risks that are easily quantified
automatically go to the head of the list, while other risks -- that may be far more serious, but for
which the data are lacking -- languish at the bottom. That is not rational priority setting. And it
1s unwise to enshrine a emerging, nascent technique like comparative risk assessment into law.
especially given the enormous uncertainties that plague the underlying data.

Section 628 lays out a timeline for OMB, the Council on Economic Advisors, and the
Ottice of Science and Technrology Policy to move toward standardizing agency cost-benefit and
risk assessment activities. We do not believe that standardization is appropriate for either risk
assessment or cost-benefit analysis. Risk assessment is a relatively young science; the
methodologies under development at USDA in the "farm to table" food safety initiative serve
ditferent purposes, and thus vary significantly, from an EPA risk analysis of environmental
toxins. OSHA and EPA use different methodologies in conducting risk assessment to regulate
carcinogens, because the groups they are charged with protecting vary so widely. To suggest, as
does S, 746, that the time has come to muke risk assessments "consistent” is to ignore the fact
that agencies have profoundly different missions.

Conclusion

My testimony today has used reul world examples of real world harm that would
reasonably and predictably result if S. 746 were to become law. Based both on the known
dumuge the bill would do, and the likelihood of major unintended consequences from what is not
Known, we believe Congress and this Committee should reject this legislation. Nothing in this
bill solves the real problems our regulatory system faces by streamlining the administrative
process in a way that unshackles the agencies; nothing helps agencies fill the gaps that threaten
our safety net of protections. These are the reul problems which Congress and this Commitice
ought to address.

Thank vou for inviting me to appear before you today. [ would be happy to answer any
questions you might have.

attuchments
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Statement of the

5 American Chemical Society

On the Regulatory Improvement Act

The American Chemical Society (ACS) has carefully reviewed the Rzgulatory Improvement Act and
in the world, and it has been
< basis of regulation. The
gulatory

voices its sirong suppert for the bill. ACS is the largest scienific socie
ctive in promoting improvements in risk assessment and the scientif
v believes that enactment of this legislation will improve not only the quality of reg
ppor: of vial government actions. ACS

very

Soci
decisions, but also will enthance public understanding and s
urges Congress, therefore, to pass this bill into law,

The legislation integrates with and builds upon current regulatory programs. The bill codifies many
included in Executive Order 12866, issuad by the Clinton Administration
:latory analysis efforts, to provide a

aspects of regulatory analysis

in 1993. This codification is desirabie to give continuity to the r
basis Jor updating guicance, and to provide a framework for resea

The American Chemical Soclety sees the proposal as consistant with and an extension of the “Reinvent
Government” initiative. Provisions in the bill for consideration of non-regulatory approaches are
consisien: with some current initiatives such as pottution preventicn and various voluntary and

g the Environmental Protection Agency

partnership approaches being pursued by some agencies, inch
(EPA), the Occupational Safety and Health Administration, and the Food and Drug Acministration
(FDA).

[n the Society’s analysis, the bill's resource burden on the agencies will be minimal. As the above
example shows, the efforts required of agencies are already carried ou great extent, but in a less
orderly, disciplined, and/or transparent manner. Further, much of any given ageacy's workload is not
involved with major rules and, thus, is outsice the scope of this bill.

a

In the following appendix, ACS emphasizes several provisions of the bill thar are crucial for achieving
sound risk assessment; emphasizes that the bill integrates and builds from existing regulatory programs;
and offers several suggestions that it believes will clarify and improve the provisions of the bill.

The American Chemical Society is a not-for-profit membership organizarion, founded in 1876 and chartered by
a 1937 act of Congress. With @ membership of nearly 139,000 chemists and chemical engineers who work in
indusiry, academia, and government, it is the world’s largest scientific sociery. The Society is recognized as a
world leader in fostering scientific education and research and promoting the understanding of science.
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APPENDIX

Provisions of The Bill Which Are Key to Improving Risk Assessment and Cost-Benefit Analvsis.

a. Principles for a Sound Legislative Framework for Risk Related Regulctions (Section 524
he Society has been an advocate for the development and artict!ation of 2 framework of princigles
for risk assessment. The foundation for principles of risk assessment kes been laid out by tree
committees of the National Academy of Sciences (NAS) in 1983, 199<, and 1996, and by a
Presidential/Congressionai Commission on Risk Assessmen: anc Risk Management in 1997, ACS
believas that the provisions of Section 624 are a noteworthy aricu!lation of the conciusiors reached
s that this section ke refained in its

by the S comunitnees and the Commission. The Society ur

present

1.

In particular, ACS strongly supparts the emphasis placed on the poinciples of using “reliable and

reasonably available scientific information” (Section 624 (b)) and o7 organizing and communicating

the risk assessment in an orderly, understandable, and timely manner {Section 624 (d) through [ENN

b. Peer Review of Risk Assessments (Section 6235).
ACS believes that the bill builds on the conclusions of severa! im
report on Science and Judgment in Risk Assessment and the Presic

oth the NAS
ral Commission
ore the

Reporr on Risk Assessment and Risk Management in Regu

need for peer review by exper's outside a regulatory agency.
experience with peer review panels that demonstrates the usefizlness X3 lentific input and that
peer review can be conducted without unreasonably delayirg the re; /

In its testimony, the Office of Information and Regulatory AFairs (OIRA) of the Otfice of
Management and Budget expressed concern that a peer review prior :0 the time that an agency issues
a Notice of Proposed Rule Making (NPRM) may be premature because of orlv limited information.
The Society recognizes that an extensive formal peer review at the time of the NPRM may not be
cost effective in some instances. As an alternative to a peer review at this stage, ACS believes that
the bill's language could provide for agency discretion to either convene a peer review panel or 20
rely on peer consultation and discussion with a peer panel. The Saciery believes thar this
consultation altemative could involve discussion of the merits of data available to the agency at the
time and further identification of the types of questions to be addressed in preparation of the risk

assessment.

¢ Guidelines for Risk Assessment and Cost-Benefit Analysis (Section 528 (a).

The Society believes that guidelines are very important to provide consistency in the anal
processes across agencies in order to build public confidence and to assure that methodology is corsistent
with scientific thought. As demonstrated by some of EPA's risk assessmen: guidance, guidelines can be
constructed to provide a framework that accommodates various types of data and circuristances.
Development of guidelines by OIRA, the Office of Science and Technology Policy, and the agencies can
be done in a way that overcomes the fears of a “cookie-cutter” approach to assessment and analysis.
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Statement of the American Chemical Society
On the Reguiatory Improvement Act
Pagz A-3

d. Research to Permit Assessment of Comparative Risks (Sections 623 1¢;(2;/8) and 629 (bji2)).
One of the major problems in setting rational priorities tor regulation or in evaluating the benetits of
culty and complexity of comparing ditferent risks and dangers, e.g, an

a particular regulation is the d
aspect of human risk with an aspect of environmental risk, or an aspect of highway danger. Few formz
studies have besn conducted to date. ACS believes that government sponsorship of such reszarch is
needed; the Society feels that the bill identifies two very worthwhile and timely studies.

e. The Distinction of Scientific Factors from Economic and Sccial Feciors

The biil provides for the separate analysis of risk and cost-benefit, and the ACS is supportive of
maintaining this distinction. In this way, information is presented facrually and with expert judgment so
that risk managers and the public can iniegrate the risk factors with other economic, sociel. and political

factors.

Suggestions for Improving The Bill.

ACS believes that the bill is a very positive and constructive effort toward improving the regulatery
process. However, ACS has several suggestions that would improve the clarity and workability of the
biil.

{07 nas been gererally aceepred as
n 627 {9} derining nisk

. Since an NAS report in 1983, the concept of dose-response svat
an integral part of risk assessment. The Society, therefore, suggests that Sectio
assessment include the term “dose-response.”

_ analysis ts subject to a wide

The quality of substance-specific data gathered from environme
range of confidence levels in terms of both the identification and the concentration levels ot the
substances being analyzed. [f the confidence level for either the substance identification or the
substancs concentration is low, then the varability of the resuliing risk assessments will be high.

In the absence of relevant and reliable scientific data when information based on assumptions s used.
if the contidence levels selected do not appropriately represent the confidence levels that can be
obtained using current technology, then the resulting environmental sk assessments will de
incorrect. Thus, it is important that the confidence levels used for substance identificasion and
concentration, whether from relevant and reliable scientific information or from reasonable
assumptions, be described and documented when environmental risk is involved.

ACS, therefore, suggests the following additions be incorporated into Section 624, Prirciples for
Risk Assessment:

(h) When conducting environmental risk assessment involving substance-specific information based
on relevant and reliable scientific informarion, the agency shall state how confident it is that the
substances involved are (1) correctly identified and (2) that their concentration levels are correctly
assessec. The basis for calculating those confidence levels shall also be provided.

(i) When conducting environmental tisk assessment involving substance-specific information based
on reasonable assumprions, the agency shall state how confident it is that the substances involved are
(1) correctly identified and (2) that their concentration levels are corvectly assessed. The basis for
selecting those confidence levels shall also be provided.
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This bill’s goal is to improve regulations. One challenge to improving the scientific basis of
regulations is the gaps in knowledge about how to best assess certain risks. The American Chemica
Society, therefore, recommends that toxicology and exposure assesscient should be top priorities in
risk assessment research.

ACS strongly endorses the proposals in Section 628 (c)(1) and (2) for each agency to develop a
strategy to meet its needs for research and training in risk assessment and cost-benefit analysis and
for the Directer of QIRA (Director) to engage a scientific instinition to conduct research to assist
comparative risk analysis and risk communication. However, the Society believes that useful
research results will not be obtained in the limited time of approximatziy | year implied by the
wording of Section 628 (c)(2}(B). ACS, therefore, suggests that the deadline for a report on the
comparative risk research to the Director and to Congress in this Subsection be changed from 13
months to 24 months.

Sirnilarly, the Society underscores the need for research to develop a systematic comparison of
significant risks, methodologies to compare dissimilar risks, and recommendations on the use of
comparative risk analysis as a tool in determining priorities and allocation of agency resources.
However, ACS believes that the suggested time of 18 months for this study is too short. The Society
recommends that the deadline for a report to Congress in Section 629 (b)(2) be changed Tom 3 vears
to 42 months after enactment,
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STATEMENT OF THE EDISON ELECTRIC INSTITUTE
ON THE REGULATORY IMPROVEMENT ACT OF 1999 (S. 746)

The Edison Electric Institute (EEI) welcomes the opportunity to submit comments in support of the
Regulatory Improvement Act of 1999 (S, 746). EEI is the association of the nation’s shareholder-
owned electric utilities, international afliliates and associate members, whose domestic members

produce about three-quarters of the nation’s electricity

The electric utility industry is attected by a broad scope of federal and state statutes and regulations.
and is one of the most regulated industries in this country. In 1995, EEI member companies spent
more than $5.5 billion on compliance with federal environmental regulations alone. There are many
additional health, safety. economic, and other regulations our industry must comply with on the

federal, state, and local levels

There is a continuing concern about the scientific credibility of the federal regulatory process. and the
increasing costs to socicty to comply with environmental. health, and safety regulations. This concern
is compounded by limited resources at all levels of government, which precludes effective and
efficient regulation of all risks to society. Federal. state, and local governments, and small and large
businesses, as well as taxpayers, continue to invest billions of dollars in a regulatory process whose

primary mission is to protect the public and our environment

There is no question that the system we have in place in the United States to protect the health and
safety of our citizens is the best in the world  The United States has made substantial progress during
the past 25 vears in environmental protection and in improving overall health and safety. The quality
of our air and water has improved dramatically, the dangers of lead poisoning in children has been
greatly reduced, new pharmaceuticals have reduced disease and illness, and all forms of transportation

are safer. We continue to lead healthier and longer lives due in large part to federal regulation.

Unfortunately, the current regulatory system has been recognized to have significant problems and
flaws. Federal regulations are issued by 110 different agencies. Different agencies regulate the same

hazard and require varying and sometimes conflicting approaches to mitigation and remediation, some
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statutes require substances to be regulated and mandate compliance no matter what the cost: many
human health regulations are based on incomplete or outdated science or even with no scientific basis
at all. Indeed. many scientifically based regulations are centered more on politics than on science

This has resulted in an incfficient, complex, burdensome, and very expensive regulatory system

Total federal regulatory costs have been estimated to be between $430 billion and $600 billion per
year This translates to about $6.000 per vear that each family in America spends on regulatory
compliance. The fastest growing area of regulation has been in environmental protection. According
to the Environmental Protection Agency. state and local governments and business and industry
currently spend more than $150 billion per vear to control pollution and achieve federal environmental

goals

Over the past two decades, the increasing costs and burdens of federal regulations have led to calls
from all sectors of society for the federal government to improve its regulatory processes. While
federal regulatory agencies have plaved an important role in improving the environment and making
our lives safer and healthier, they have needlessly burdened the management and operations of state

and local governments, businesses. and the lives of private citizens

While everyone agrees that the public and the environment need to be protected from real risks and
hazards, there is a growing consensus that the federal regulatory program is not achieving this goal
in an efficient and economical manner. It may not be excessive to spend $150 billion a year to protect
the environment; however. that is a lot of money to be used inefficiently and inadequately. A
comparison of several health and safety regulations ranked by cost per premature death averted shows
the enormous range of between $100,000 to over $125 million in costs per hypothetical death
averted. A study by the Harvard Center for Risk Analysis indicates that just by reallocating current

regulatory spending in a smarter and more efticient manner, we could save 60,000 more lives a vear

A diverse group of public and private organizations and individual experts have concluded that we
have a regulatory system that needs to be modernized and updated and made more flexible. In an

attempt to inject credibility, efficiency, and economy into federal regulatory policy, a consensus of
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risk professionals and economists recommends the expanded use of risk assessment, comparative risk
analysis. and cost-benefit analysis to set regulatory priorities for environmental protection and lead

to regulation of the real risks to society.

A mechanism needs to be established to ensure that new regulations are issued after the risks have
been prioritized, after the costs and benefits are analyzed, and after greater participation in the process
by the public and independent experts. In addition, federal regulatory agencies should adopt more
flexibility in how regulatory standards and objectives are to be met, The current command-and-

control regime 1s rigid, inflexible, and imposes excessive costs and paperwork burdens.

EEI and our members believe that the environment and health and safety of our employees.
customers, and the public can be more etfectively protected by focusing on federal and state
regulatory programs and resources that achieve risk reduction of the greatest benefit to society. EEL
also believes that regulations designed to protect the environment and human health should have a
sound scientific basis. The risk assessments and cost-benefit analyses of proposed regulations should
also be subject to independent peer review. EEI and its members support the use of risk assessment,
cost-benefit analysis, and comparative risk analysis as fundamental tools to reform and improve the

federal regulatory process

We believe that S. 746 builds upon what already exists, drawing on such things as President Clinton’s
Executive Order 12866, Vice President Gore’s “Reinventing Government™ initiative, and recent laws

such as the Unfunded Mandates Act and the Small Business Regulatory Enforcement Fairness Act

It adds important new tools that we believe will help regulators do a better job. Specifically, 1)
Comparative risk analysis and benefit/cost analysis will improve priority setting and help allocate
resources to the most important regulatory issues, 2) Science-based risk assessments will strengthen
the record for regulatory decisions, 3) Independent peer review will ensure that regulatory decisions
will stand upon a foundation of the best science and the best benefit/cost analyses. We also believe
that by opening the rulemaking process to bring in more public insight and information, S. 746 will

improve the quality of the risk assessments and regulatory analyses that agencies conduct

[vs)
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Taken together, we are convinced that the rules emerging from the regulatory process envisioned by
S. 746 will enjoy broader public understanding and greater acceptance by those they impact

Ultimately. that will mean less litigation and faster implementation

Though we are broadly supportive of the bill. we have specific comments and suggestions that we
believe will further improve several provisions of the bill. consistent with the intent of its sponsors,

without changing its fundamental scope and purpose

1. Judicial Review

The Problem: In Alliance USA testimony presented before this Committee by Thomas A Walton
n the last Congress (September 1997 hearings on S. 981). we recommended clarification of the
Judicial Review section of the legislation to remain faithful to the agreed-upon principle that the bill
will not cut back on any judicial review, under the Administrative Procedure Act or otherwise,
presently available for rules and for risk and cost-benefit analyses accompanying rules. Changes
were made in section 627 in consultation with the Administration. However, the second sentence of
section 627(e) appears potentially to undercut the ability to obtain arbitrary-or-capricious review of

rules under section 706 of the APA

The best that can be said for that sentence is that it is unclear. Apparently the drafters intend
to enable a court to reverse a rule if the court determines that an inadequate cost-benefit analysis or
risk assessment renders the rule arbitrary or capricious, but not if the agency simply fails to follow

procedures imposed by S. 746. Yet, other than if the agency “fails to perform” the analysis—covered

by the first sentence—the court may be powerless to remand even if it would have done so under the

arbitrary-or-capricious standard in the absence of S. 746. That suggests that a party challenging a
rule based upon a flawed regulatory analysis could be worse off after enactment of S. 746 than under
existing law. We do not understand this to be the intention of either the sponsors of this bill or the

Adminstration. We thus believe a clarifying amendment is in order

The Solution: The Committee should consider amending § 627(e) as follows--
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(e) If an agency fails to perform the cost-benefit analysis, cost-benefit
determination. or risk assessment, or to provide for peer review, a
court may. giving due regard to the principle of prejudicial error.
remand or invalidate the rule. FTheadequacyof comphance-withrthe
spectficTrequirements—of-this—subchapter—shattnot—otherwise—be
grounds-for remanding-orinvatidatingaruteunder-this-subchapter-
If the court allows the rule to take effect or remain in effect. the
court shall. in the absence of unusual circumstances, order the
agency to promptly perform such analysis, determination. or
assessment. or provide for such peer review. Except as stated in this
subsection, the inadequacy of an agency's compliance with the
requirements of this subchapter shall not be a basis for remanding
or invalidating a rule on the ground that the agency action was

without observance of procedure required by law.
In our proposal. the “unusual circumstances” clause benefits the agencies by recognizing that there
may be cases where so much time has passed since the rule went into effect that, for example.

requiring peer review would not provide any benefit

2. Where Separate Review is Provided Under Existing [aw

The Problem: The present language in section 627(d) might be read to limit the opportunity for
judicial review of a risk assessment to review only at the time of the final rule: this works well when
a rulemaking is involved. However, at least one court has reviewed a risk assessment (in the //ue
Cured Tobacco case) n the absence of a rule, and there may be other examples of risk assessments
being “final agency action” for the purposes of review under existing law. We do not believe it is the
intention of this legislation to affect any pending case or the current standards applicable to judicial

review in either direction.

The Solution: Since section 624(a)(1)(A)(ii) refers to a risk assessment “that is not the basis of a rule
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making,” three additional words should be added to section 627(d), as follows--

(d) The cost-benefit analvsis, cost-benefit determination under section
623(d). and any risk assessment required under this subchapter for «

rule shall not be

ge current law or what we understand to be the intent of S. 746

Again, this is not intended to chan,
in any way

3 Savings Clause

The Problem: In responding to an Alliance USA suggestion in hearings on S. 981, the predecessor
bill, the sponsors of the legislation inserted new language section 622(b) to preserve the right of
judicial review of risk assessments. for example. under the Safe Drinking Water Act, the Pipeline
Safery Act, and other laws where the statutes currently provide for greater or even full Administrative
Procedure Act review of the required assessments. Unfortunately. the language “opportunity for
judicial review made applicable under other statutes™ preserves the standing. venue, and timing when
the statute so specifies. but the “standard™ (like “without observance of procedure required by law”)
and even the “opportunity” for APA review that may exist through silence in the other statutes are

in danger of being superseded. We do not believe this result is intended

The Solution: The following change in section 622(b) would clarify the intended objective of that

section--

“(b) Nothing in this subchapter shall alter or modify (3) any opportunity for or
standard governing judicial review made-appticabte available under other statutes.”
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4. Substitution Risk

The Problem: Evaluation of substitution risks is required as part of the regulatory analysis under
section 623(b)(2)(C). but failure to include this required evaluation is unreviewable in court. since
it is not a cost-benefit analysis. cost-benefit determination, risk assessment, or peer review as spelled

out in section 627

The Solution: The evaluation of substitution risks should be made part of the cost-benefit analysis;
that analysis. if omitted, can cause remand or invalidation of the rule. Thus the evaluation required
under section 623(b)(2)(C), which requires identification and evaluation of substitution risk to be part
of the regulatory analysis, should be moved to become item (iv) under section 623(b)(2)(A), which

is part of the cost-benefit analysis

5. Threshold for Peer Review

The Problem: Inlast Congress’s hearings on Regulatory Improvement. Alliance USA recommended
that the peer review provisions of S. 981 apply to cost-benefit analyses. That change was made by
the Committee, but in reaching agreement with the Administration the sponsors raised the threshold
for peer review of cost-benefit analyses provided under section 625(a)(1) to $500,000,000. We
believe that the threshold should be the same $100.000.000 as for risk assessments. In light of'its
persommel limitations, the Office of Information and Regulatory Affairs in OMB does not perform the
level of review of cost-benefit analyses that the significance of these analyses demands; peer review
can perform this function Additionally, there will be greater incentive for agencies to improve the

quality of the analyses if a peer review panel will be providing public comments

The Solution: We propose that the threshold in section 625(a)(1) be lowered trom $500,000.000 to
$100,000,000
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6. Sensitive Subpopulations

The Problem: Inits mark-up on S 981, the Committee adopted an amendment calling for evaluating
each major rule’s impact on “sensitive subpopulations.” While we see this as well-intentioned. it is
probably impossible for agencies to comply with that requirement in most cases. and thus we are

uncertain of the provision’s likely impact

The Solution: We suggest either deleting section 623(b)(2)(A)(iv)(IV) or making sure that it is

qualified by “where feasible.”

EEI and its member companies advocate an open and transparent regulatory process based on the
application of sound science. urge the benefits and costs of regulations to be explicitly considered.
and encourage agencics to prioritize their activities. EEI believes these principles will allow the
electric utility industry to focus limited resources on reducing environmental and human health risks
while enhancing the health and safety of our employees, customers, and the public. We believe that

S. 746, if enacted. would be a major step in achieving these principles



The Voice of
Small Business

Statement on S. 746
The Regulatory Improvement Act of 1999
Senate Committee on Government Affairs
April 22, 1999

The National Federation of Independent Business (NFIB) appreciates the opportunity to
comment on the effect of regulations on small businesses and to olfer our assessment of S. 746. the
Regulatory Improvement Act of 1999,

The Importance of Regulatory Reform to Small Business

Unreasonab yvermment regulations and the federal paperwork burden consistently rank
as two of our members’ top ten concerns in the NFIB Education Foundation study. Small Business
Problems and Priorities. In fact. problems relating to government regulation are the fastest rising
area of concern among our members.

In order to understand the full impact of regulations on small businesses. the committee must
look at the composition of the business community as a whole. Despite what many Americans think,
all business is not big business. Sixty percent of all employers in the United States have 4 employees
or less. and 94 pereent employ fewer than 50 employees. These figures illustrate a fact that is easily
lost during debates on the impact of legislation and regulations -- that small business is the principal
fuel for this nation’s economic engine. Choking these businesses with overregulation and puaperwork
endangers our ability to protect and maintain economic growth nationwide.

How S. 746 Helps Small Business

S. 746 countains some very useful tools that, if adhered to by the agencies. can be used 1o
reduce the burden of regulations on small businesses. NFIB supports provisions that:

* Provide for cost-benefit analyses of major rules and allow the analyses o become part of
the rulemaking record.

* Disclose information about risks. including assumptions. estimates and comparable risk
scenarios.

* Require peer review to be done independent of the agency program.

National Federation of Independent Business

e Vet SN s T e SO B IR N R

wand NFIR works for smatl busiiess.
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* Codifies the review procedure now conducted by the Office of Information and Regulatory
Affairs (OIRA) and requires public disclosure of OIRA’s review process.

The Need for Review of Rules

NFIB hopes that as the Committee considers this legislation further, it will look at other
provisions that would ease the regulatory burden on small businesses. In particular. we hope the
Committee reconsiders language that has been included in previous versions of the legislation that
would strengthen the Regulatory Flexibility Act.

Many of the regulations and paperwork requirements that have frustrated small business
owners come from laws that are outdated and need to be reviewed. In recognition of this problem.
Congress passed the Regulatory Flexibility Act (RFA) in 1980. This law. which was strengthened
in 1996, directs the federal agencies to assess the impact of any proposed mujor regufation on small
businesses. consider alternative ways to achieve the regulatory objective and choose the least
burdensome option or justify their reasons for not doing so. Section 610 of the RFA requires a
review of regulations within ten years of adoption to insure that no subsequent significant cost
impact on small businesses has occurred.

Unfortunately, many agencies have ignored section 610 and have taken no steps to mitigate
the regulatory burden on small entities, NFIB supported the language in the Chairman’s bill from
the 105th Congress that strengthened section 610 by establishing firm review timetables for the
agencies and allowing for public notice and comment on agency review plans. We urge you to
include similar language in S. 746.

Opponents of a stronger scction 610 have characterized this provision as “unworkable.™ 1f
a federal agency finds it overly burdensome to review regulations. how can that same agency cxpect
a small business owner to comply with all of its regulations? This provision only seeks to make
existing law work -- and to require agencies to fulfill their current responsibilities.

In addition to S. 746, other legistation exists that would further case the regulatory burden
on small businesses. NFIB fully supports action on and passage of the Small Business Paperwork
Reduction Act, the Mandates Information Act and the Regulatory Right to Know legislation. We
urge your favorable consideration of these bills.

Conclusion

In the last few years, there have been notable achievements in regulatory reform: Unfunded
Mandates Act, Paperwork Reduction Act. and the Small Business Regulatory Enforcement Fairness
Act. Regulation remains a serious concern for small businesses, and one that we believe S. 746
continues to address.

As you move forward in the legislative process, we would ask that you consider adopting the
strengthening amendments we have described. NFIB believes that they would provide agencies with
a sounder basis for decision making by ensuring that Congress, the public and the agencies are better
informed about why a regulatory decision was made. what alternatives were availabte, what data and
analysis were used and what the economic impact will be.
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ASSOCIATED BUILDERS
AND CONTRACTORS, INC.

April 20, 1999

SenatorThompson

Chariman, Senate Governmental Aftairs Committee
523 Senate Dirksen Building

Washington DC 20510

Dear Mr. Thompson:

On behalf of Associated Builders and Contractors (ABC) and its more than 20,000
contractors, subcontractors, material suppliers, and related firms across the country 1
would like to express our support for legislation introduced by Senator Levin (D-MI) and
vourself, S. 746, the Regulatory Improvement Act of 1999 and respectfully submit the
tollowing comments for the record.

Regulations by federal agencies are increasingly placing an unfair burden on America’s
construction businesses. In 1998 total regulatory costs were almost $737 billion dollars.
Congress must inject some common sense into the federal rule making process by
opening it to public scrutiny and making agencies accountable for results.

ABC believes this bi-partisan legislation that will apply cost/benefit analysis and
comparative risk analysis to the rule making process; use science based risk assessments
to help regulators set priorities; require an independent peer review on the science and
cost benefit analysis performed on regulatory decisions encourage public participation in
the risk assessment and rcgulatory analyses will be beneficial to the overburdened
contractors across the country.

Sincerely,

’

y Lo 0

Shane C. Downey
Washington Representative ™

1300 North Seventeenth Street a Rosslyn, Virginia 22209 u (703} 812-2000
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STATEMENT OF D. LYNN JOHNSON
EASTMAN CHEMICAL COMPANY
ON S. 746

It is a pleasure to submit this statement supporting S. 746, the Regulatory Improvement Act of
1999, on behalf of Alliance USA — the Alliance for Understandable, Sensible, and Accountable
Government Rules. My name is Lynn Johnson, and I serve as chairman of Alliance USA. 1am
also Vice President for Government Relations of Eastman Chemical Company, which is
headquartered in Kingsport, Tennessee.

Ours is an ad hoc coalition of more than 1,000 companies of all sizes, trade and business
associations representing everything from Fortune 500 companies to corner hardware stores,
units of government, educational and other nonprofit institutions, and individuals. We embody
the broad cross-section of America’s private sector. Our common bond is a dedication to a better
regulatory system. I have attached a current list of our members to this statement.

Alliance USA praises the bipartisan nature of this bill. We thank Senators Levin and Thompson
for the hard work they have put in — during both the 105th Congress and the 106th — to build and
maintain that support. I would point out that the bill before the Committee today is identical to
the one the Clinton Administration endorsed, which is slightly modified from the bill a bipartisan
majority of the Governmental Affairs Committee approved last year.

We believe S. 746 is good-government legislation that will help improve the nation’s regulatory
system by making it more understandable, sensible, and accountable. As our name makes clear,
it is these three principles that are at the core of our Alliance. We believe:

Understandable regulations will enjoy greater public acceptance.
Sensible regulations will stand on a foundation of careful, thorough analysis.

Accountable regulators will have greater confidence that they are addressing the most
pressing issues sooner and faster, and that their work is more likely to withstand
challenge.

Alliance USA members believe that consumers, workers, and all other Americans have a vital
stake in improving the federal regulatory process. Good regulations — and there are many, such
as those that took lead out of gasoline and improved the way we inspect meat — enhance the
quality of life for all our people. Bad regulations — and, as we learn too often after the fact, there
are many of those as well, such as mandatory asbestos removal, the ozone rule, and regulations
setting Corporate Average Fuel Economy standards — complicate our lives, frustrating and
confusing our citizens.

And, of course, all regulations impose costs. These costs take many forms, including higher
prices, fewer choices, greater hassles, and slower action. Experts in government and the research
community tell us the costs are substantial.
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Professor Thomas Hopkins of the Rochester Institute of Technology testified before a House
subcommittee last month that the total spending on regulatory compliance has climbed to just
over $700 billion for 1999 — that is about 9 percent of our U.S. gross domestic product, or
roughly $7,000 annually per family. This is simply a price that our nation cannot afford without
evidence of equal or greater benefits.

Policy experts at leading universities — like Harvard and Duke — tell us that a better regulatory
system would actually save more lives and while cutting the costs. Dr. John Graham, director of
the respected Harvard Center for Risk Analysis, testified before this committec last year that we
could save 60,000 additional lives each year at no additional cost if we shifted resources from
wasteful to cost-effective programs. If we can, in fact, do that, common sense dictates that we
should.

Environmental experts at research organizations have reinforced that message. Dr. Robert
Repetto of the World Resources Institute has said, “we’re not getting as much as we should for
our expenditures on environmental protection.” And Dr. Richard Morgenstern, a senior fellow at
Resources for the Future who served as EPA’s acting assistant administrator for policy from
1990 to 1993, has said the kinds of economic tools included in S. 746 will improve regulations
by tightening their focus, reducing costs, and enhancing benefits.

The members of Alliance USA believe that S. 746 takes the right approach — a “what works”
approach — to regulatory improvement. It builds upon what already exists, drawing on such
things as President Clinton’s Executive Order 12866, Vice President Gore’s “Reinventing
Government” initiative, and recent laws such as the Unfunded Mandates Act and the Small
Business Regulatory Enforcement Fairness Act.

[t adds important new tools that we believe will help regulators do a better job.

. Comparative risk analysis and benefit/cost analysis will improve priority setting and help
allocate resources to the most important regulatory issues. As I mentioned a moment
ago, experts believe that tools like these will save more lives at lower cost.

. Science-based risk assessments will strengthen the record for regulatory decisions. Dr.
Milton Russell, another former EPA assistant administrator for policy, testified last year
that well-executed risk assessments will document the reasons for regulatory decisions
and enable new rules to move quickly to implementation.

. Independent peer review will ensure that regulatory decisions will stand upon a
foundation of the best science and the best benefit/cost analyses. Dr. Bruce Alberts,
president of the National Academy of Sciences, testified last year that peer review will
ensure that regulators use the best science to make good policy.

We also believe that by opening the rulemaking process to bring in more public insight and
information, S. 746 will improve the quality of the risk assessments and regulatory analyses that
agencies conduct.



173

Taken together, we are convinced that the rules emerging from the regulatory process envisioned
by S. 746 will enjoy broader public understanding and greater acceptance by those they impact.
Ultimately, that will mean less litigation and faster implementation.

Another feature of S. 746 is that it maintains existing statutory authorities and allows agencies to
function with the same statutory discretion they have always had, as it looks to the future.
Agencies are free to make decisions within the same statutory framework that exists today, but
they will be better equipped with good science, solid economic and risk analyses, and a better
sense of the consequences of their actions. Members of Congress and the American public will
have that same information, too. '

As good as S. 746 is, the members of Alliance USA believe it is possible to improve it further.
We ask the Committee to consider the suggestions that are appended to this testimony. They do
not change the basic policies and objectives of the bill, but would make some of its provisions
clearer and, in some ways, more true to those objectives.

Conclusion

In the final analysis, the debate surrounding S. 746 is not about whether to regulate, for we must
regulate when it is in the nation's interest. Rather, the debate is about how to regulate better so
that the public’s interest is best served.

Dr. Morgenstern, the former EPA official I quoted earlier, has said the kinds of tols included in
this legislation will “grease the wheels of democracy™ by giving policymakers, legislators, and
the public at large the information they need to think, deliberate, and decide. If that is the case,
and I believe it is, then we are confident that S. 746 will foster better regulations in the future.

Alliance USA urges its early enactment.
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PROPOSED MODIFICATIONS TO S. 746

This memorandum sets out, on behalf of Alliance USA, proposals to amend certain
provisions of S. 746. Alliance USA does not believe any of these proposed changes
offend the essential character of the legislation or the principles espoused by its
supporters; our recommendations are intended to refine and clarify. However, without
these changes, we fear that the legislation might be read in ways that could not only
deprive the public of the intended benefits of the bill, but also undermine existing
legislative authority. ‘

1. Exclusion of Pesticides

The Problem: As introduced, S. 746 contains a carve-out in section 621(10)(j) that excludes
from the definition of "rule" covered by the requirements of the legislation -

a rule or agency action that authorizes or bars the introduction into or removal
from commerce, or recognizes or cancels recognition of the marketable status,
of a product under the Federal Food, Drug and Cosmetic Act (21 U.S.C. 301 et
seq.) . . . .

The effect of this language is to exclude from the requirements for cost-benefit analysis, risk
assessment, cost-benefit determinations, and peer review those FFDCA rules that are likely to
have an annual effect on the economy of $100 million or more in reasonably quantifiable costs.
The subject matter of rules excluded by this provision includes food additives, color additives,
medical devices, and pesticides.

While exclusion from S. 746 of rulemakings relating to food and color additives and
medical devices was recommended by the FDA and has not attracted concern on the part of the
makers and users of these products, exclusion of pesticides from the requirement of
cost-benefit analysis and assessment of substitution risks and reasonable alternatives has
generated greater opposition. The need for greater, not diminished, analysis and transparency
in this field is illustrated by the April 8, 1998, public memorandum from Vice President Gore
to Agriculture Secretary Glickman and EPA Administrator Browner on impiementation of the
pesticide tolerance-setting provisions of the Food Quality Protection Act. The memorandum
directed that implementation be consistent with sound, peer-reviewed science; be transparent io
affected constituencies; provide a reasonable transition that includes creative, common-sense
approaches; and be done in consultation with industry, the affected public, and other agencies
and organizations. :

The standards for developing regulations that set tolerances for pesticides and that may
result in removal of a specific compound from the market are set under the FQPA. We do not
propose to change these standards under the guise of regulatory improvement. More
important, these standards would be neither changed nor superseded should EPA be required
by S. 746 to develop, in addition to a risk assessment already required by the statute, a
regulatory impact statement addressing the important cost-benefit, substitution risk, and
cost-effectiveness.
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The Solution: S. 746 should be amended to remove language excluding pesticide
tolerance-setting rules from its definition of rules covered by the requirements of the
legislation. This can be done by either deleting the entire exemption in section 621(10)(j) or
by confining that exemption to rules adopted by the Food and Drug Administration.

2. Judicial Review

The Problem: In Alliance USA testimony presented before this Committee by Thomas A.
Walton in the last Congress (September 1997 hearings on S. 981), we recommended
clarification of the Judicial Review section of the legislation to remain faithful to the
agreed-upon principle that the bill will not cut back on any judicial review, under the
Administrative Procedure Act or otherwise, presently available for rules and for risk and
cost-benefit analyses accompanying rules. Changes were made in section 627 in consultation
with the Administration. However, the second sentence of section 627(¢), appears potentially
to undercut the ability to obtain arbitrary-or-capricious review of rules under section 706 of the
APA.

The best that can be said for that sentence is that it is unclear. Apparently the drafters
intend to enable a court to reverse a rule if the court determines that an inadequate cost-benefit
analysis or risk assessment renders the rule arbitrary or capricious, but not if the agency
simply fails to follow procedures imposed by S. 746. Yet, other than if the agency "fails to
perform” the analysis - covered by the first sentence - the court may be powerless to remand
even if it would have done so under the arbitrary-or-capricious standard in the absence of S.
746. That suggests that a party challenging a rule based upon a flawed regulatory analysis
could be worse off after enactment of S. 746 than under existing law. We do not understand
this to be the intention of either the sponsors of this bill or the Administration. We thus
believe a clarifying amendment is in order.

The Solution: The Committee should consider amending § 627(e) as follows--

(e) If an agency fails to perform the cost-benefit analysis,
cost-benefit determination, or risk assessment, or to provide for
peer review, a court may, giving due regard to the principle of
prejudicial error, remand or invalidate the rule. Fhe-adequaey-of

underthis-subehapter- If the court allows the rule to take effect .
or remain in effect, the court shall, in the absence of unusual
circumstances, order the agency to promptly perform such
analysis, determination, or assessment, or provide for such peer
review. Except as stated in this subsection, the inadequacy of
an agency's compliance with the requirements of this
subchapter shall not be a basis for remanding or invalidating a
rule on the ground that the agency action was without
observance of procedure required by law.
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In our proposal, the "unusual circumstances" clause benefits the agencies by recognizing that
there may be cases where so much time has passed since the rule went into effect that, for
example, requiring peer review would not provide any benefit.

3. Where Separate Review is Provided Under Existing Law

The Problem: The present language in section 627(d) might be read to limit the opportunity
for judicial review of a risk assessment to review only at the time of the final rule; this works
well when a rulemaking is involved. However, at least one court has reviewed a risk
assessment (in the Flue Cured Tobacco case) in the absence of a rule, and there may be other
examples of risk assessments being "final agency action” for the purposes of review under
existing law. We do not believe it is the intention of this legislation to affect any pending case
or the current standards applicable to judicial review in either direction.

The Solution: Since section 624(a)(1)(A)(ii) refers to a risk assessment "that is not the basis of
a rule making," three additional words should be added to section 627(d), as follows--

(d) The cost-benefit analysis, cost-benefit determination under
section 623(d), and any risk assessment required under this
subchapter for a rule shall not be . . . .

Again, this is not intended to change current law or what we understand to be the intent of S.
746 in any way.

4. Savings Clause

The Problem: In responding to an Alliance USA suggestion in hearings on S. 981, the
predecessor bill, the sponsors of the legislation inserted new language section 622(b) to
preserve the right of judicial review of risk assessments, for example, under the Safe Drinking
Water Act, the Pipeline Safety Act, and other laws where the statutes currently provide for
greater or even full Administrative Procedure Act review of the required assessments.
Unfortunately, the language "opportunity for judicial review made applicable under other
statutes" preserves the standing, venue, and timing when the statute so specifies, but the
"standard" (like "without observance of procedure required by law") and even the
"opportunity” for APA review that may exist through silence in the other statute are in danger
of being superseded. We do not believe this result is intended.

The Solution: The following change in section 622(b) would clarify the intended objective of
that section--

“(b) Nothing in this subchapter shall . . . (3) alter or modify any opportunity
for or standard governing judicial review made—applieable available under other
statutes.”
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5. Substitution Risk

The Problem: Evaluation of substitution risks is required as part of the regulatory analysis
under section 623(b)(2)(C), but failure to include this required evaluation is unreviewable in
court, since it is not a cost-benefit analysis, cost-benefit determination, risk assessment, or peer
review as spelled out in section 627.

The Solution: The evaluation of substitution risks should be made part of the cost-benefit
analysis; that analysis, if omitted, can cause remand or invalidation of the rule. Thus the
evaluation required under section 623(b)(2)(C), which requires identification and evaluation of
substitution risk to be part of the regulatory analysis, should be moved to become item (iv)
under section 623(b)(2)(A), which is part of the cost-benefit analysis.

6. Threshold for Peer Review

The Problem: In last Congress's hearings on Regulatory Improvement, Alliance USA
recommended that the peer review provisions of S. 981 apply to cost-benefit analyses. That
change was made by the Committee, but in reaching agreement with the Administration the
sponsors raised the threshold for peer review of cost-benefit analyses provided under section
625(a)(1) to $500,000,000. We believe that the threshold should be the same $100,000,000 as
for risk assessments. In light of its personnel limitations, the Office of Information and
Regulatory Affairs in OMB does not perform the level of review of cost-benefit analyses that
the significance of these analyses demands; peer review can perform this function.
Additionally, there will be greater incentive for agencies to improve the quality of the analyses
if a peer review panel will be providing public comments.

The Solution: We propose that the threshold in section 625(a)(1) be lowered from
$500,000,000 to 100,000,000.

7. Sensitive Subpopulations

The Problem: In its mark-up on S. 981, the Committee adopted an amendment calling for
evaluating each major rule's impact on "sensitive subpopulations.” While we see this as
well-intentioned, it is probably impossible for agencies to comply with that requirement in
most cases and thus are uncertain of the provision's likely impact.

The Solution: We suggest either deleting section 622(b)(2)IV) or making sure that it is
qualified by "where feasible.” .
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Specialists in Radiation Safety

KEITH H. DINGER, CHP

President 1998 - 1999
Executive Offices, Suite 402
1313 Dolley Madison Blvd.
McLean. Virginia 22101
Tel: (703) 790-1745
Fax: (703) 790-2672
E-Mail: hps@burkinc.com

Statement of the Health Physics Society
On
The Regulatory Improvement Act of 1999 (S. 746)
for the record to the
Senate Committee on Governmental Affairs Hearing
by

Keith H. Dinger, President
Health Physics Society

April 21, 1999
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Statement of the Health Physics Society
On
The Regulatory Improvement Act of 1999 (S. 746)

The Health Physics Society is a scientific organization of professionak whose
mission is to promote the practice ofradiation safety, thereby protecting human
health and the environment. Today its nearly 6,000 members represent all scientific
and technical areas related to radiation safety including academia, government,
medicine, research and development, analytical services, department ofdefense,
consulting, and ndustry. The Society is chartered in the United States as an
independent non-profit scientific organization, and, as such, is not affiliated with
any government or industrial organization or private entity. Society activities
inclhide encouraging research in radiation science, developing standards, and

disseminating radiation safety information.

The Health Physics Society strongly supports the need for improvement of the
regulatory process to ensure there is judicious and equitable expenditure of
limited public resources for protection of the environment, improvement of public
health, and ensuring worker safety. The “Regulatory Improvement Act of 1999,”
S. 746, provides for improvements of the current regulatory process, including
improved use of scientific and economic analysis in developing regulations,
independent peer review of the analysis, and incorporation of comparative risk
analysis for setting priorities for the reduction of risks to human health, for
safety, and for protecting the environment. Therefore, we strongly support the

passage of S. 746.
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One example of the need for a scientifically conducted economic analysis of
regulatory actions is provided by the Uranium Mill Tailings Radiation Control
Act (UMTRCA) enacted in 1978. This legislation authorized the federal
government to conduct remedial action at 20 inactive uranium mill sites and
associated vicinity properties. The Department of Energy has now completed
this project, at a total cost of $1.45 billion. An analysis of the cost-effectiveness
of the UMTRCA project appeared in the recent issue o‘f Health Physics, the
Official Journal of the Health Physics Society (Vol. 76, No. 5, pages 544 - 546,
May 1999). This analysis demonstrates that five sites and all vicinity properties
result in a calculated cost/hypothetical-death prevented that is within a range
often accepted in cost/benefit analysis for public health policy (i.e., § 0.24 million
to $ 2.4 million per hypothetical death). However, the analysis also demonstrates
that 15 of the sites, representing an expenditure of $570 million, result in a
calculated cost/hypothetical-death prevented that is outside the range of a
reasonable value which would justify taking action for public health purposes

(i.e., $9.7 million to $ 18,000 million per hypothetical death).

A peer reviewed risk assessment using the best available scientific information,
such as that referenced above, would likely identify the expenditure of the $570
million for these 15 sites does not represent a judicious expenditure of public
resources for public or environmental health improvement. A comparative risk
analysis would identify many other actions that would provide a much greater

public or environmental health return for the same amount money.

Conclusion: The non-judicious appropriation of public resources for public and
environmental health protection can result in more harm than good. Since regulatory

programs that provide the important benefit of improving the environment, worker

safety, and public health can impose a significant drain on limited public resources, it is
necessary to have a regulatory framework that evaluates these expenditures and ensures
the public is receiving an appropriate benefit for regulatory program expenses. The
“Regulatory Improvement Act of 1999”(S.746) provides such a framework. Therefore,

the Health Physics Society supports passage of S. 746.
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HEALTH PHYSICS SOCIETY

Specialists in Radiation Safety

WEB: http://www.hps.org 1313 Dolley Madison Blvd., Suite 402
Email: hps@Burkinc.com MclLean, VA 22101
FAX: 703-790-2672 Phone: 703-790-1745

The Health Physics Society, formed in 1958, is a scientific organization of professionals who specialize in radiation
safety. Its mission is safeguarding of human health and the environment from potentially harmful exposures to
radiation or radioactive materials in both public and private activities. Today its nearly 6,000 members represent all
scientific and technical areas related to radiation safety including academia, government, medicine, research and
development, analytical services, consulting, and industry in all 50 states and the District of Columbia. The Society
is chartered in the United States as an independent non-profit scientific organization, and, as such, is not affiliated
with any government or industrial organization or private entity. Its headquarters are in Mclean, Virginia. The
Society is dedicated to the development, dissemination, and application of scientific and practical knowledge
regarding radiation safety and control.

Expertise of the members of the Health Physics Society:
Members of the Health Physics Society work in a variety of professional areas including research, industry,
education, environmental protection, governmental activities, regulation, enforcement, and medicine.

Research - Health Physics researchers investigate principles by which radiation interacts with matter and
living systems. The field also involves study of environmental transport of radioactivity and the effects of radiation
on biological organisms. Research is used in many ways, ranging from designing radiation detection
instrumentation to health risk assessments necessary for establishing radiation protection standards.

Industry - Applied Health Physicists draw on their technical knowledge to advise, recommend, and
implement methods and appropriate equipment for use in industrial work involving radionuclides and radiation.
Health Physicists oversee radiation safety activities and manage radiation control programs.

Education - Educational Health Physicists provide education and training for future health physicists,
radiation workers, and the general public on radiation safety and methods in use for safeguarding human health and
the environment, They include faculty members at major universities in the United States, as well as those whose
jobs include administration of training programs and teaching. Many universities have specific courses of study and
offer degrees in Health Physics and related fields that include radiation safety.

Government - Health Physicists working in governmental activities, regulation, and enforcement have
experience and knowledge of potential radiation hazards. They are involved with establishing guidelines for
radiation control which benefit both workers and the public. Society members are employed by the Department of
Defense, Environmental Protection Agency, the Nuclear Regulatory Commission, the Department of Energy, the
National Institutes of Health, various other Federal agencies, and radiation control agencies in all 50 states.

Medicine - Radiation is used in every modern hospital today to diagnose or treat disease. Medical Health
Physicists ensure the safety of patients and staff who are exposed to radiation sources used in diagnosis or therapy
as well as insuring the quality of radiation machines and instrumentation. In addition, medical Health Physicists
teach radiation safety, physics, and biclogy to medical personnel.

The Health Physics Society is a professional resource at the disposal of the Congress and the Administration as
needs arise for objective advice regarding pertinent radiation safety issues. The Society looks forward to being of
assistance in this important area of science and governmental policy.
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Statement of the
Chemical Manufacturers Association
on $.746 - The Regulatory Improvement Act of 1999

Before the Senate Committee on Governmental Affairs

April 21, 1999
Introduction

The Chemical Manufacturers Association (CMA) is pleased to submit this
statement on 8.746 - the Regulatory Improvement Act of 1999, CMA strongly supports the goals

of §.746 because they will -«

e improve the quality of the scientific/economic information and related analyses upon which
major agency rules are based:

e promote the public’s “right to know™ about the costs and benefits of regulations and the
scientific and economic underpinnings of major agency rules;

* improve risk-based priority setting and comparative risk communication at Federal agencies;
and

e enhance Presidential oversight and coordination of Federal regulatory actions.

CMA views $.746 as an important first step in achieving a more responsible and
responsive Federal regulatory system. Accordingly, we wish to express our appreciation to
Senator Thompson {R-TN), Senator Levin {D-M1), and others who have labored long and hard --
in a bipartisan manner -- to craft compromise legislation and bring it before the Committee, At
the same time, we believe that some changes to the bill are necessary to assure that it effectively
achieves its goals of greater accountability and transparency in the rulemaking process. As noted
in the executive summary, CMA believes that the portion of the bill which excludes certain
decisions under the Federal Food, Drug and Cosmetic Act from the scrutiny required by S. 746,

must be deleted.

CMA is a nonprofit trade association whose member companies represent more
than 90 percent of the productive capacity for basic industrial chemicals in the United States. The

chemical industry now provides one million jobs for American workers, an overall employment



183

level that has been maintained over the past decade, even though the U.S. chemical industry has
changed dramatically to enhance productivity and remain competitive in domestic and world
markets. Today, the chemical industry is the leading U.S. exporter. Chemical exports in 1998
totaled $68.0 billion, over 10 cents out of every dollar of U.S. goods exported in that year, and
produced a net trade surplus of $13.4 billion. This continues a more than 70 year uninterrupted
history of US chemical industry trade surpluses. Indeed, during the 10 years ending in 1998, the

industry rang up trade surpluses totaling $169 billion.

The chemical industry wants to remain a productive and competitive sector of the
American economy that can continue to produce a myriad of products that enhance our quality of
life, provide good manufacturing jobs, and contribute to the expansion of U.S. merchandise
exports. At the same time, as evidenced by the Guiding Principles and Codes of Management
Practices that have been adopted under CMA's Responsible Care® initiative, CMA members are
committed to managing chemicals responsibly throughout a product's life cycle, and they place a
high priority on protecting the health and safety of their employees, their customers, the general
public, and the environment. CMA is proud of the fact that worker injury and illness rates in the

chemical industry are less than half the U.S. manufacturing average.

CMA's commitment to the safe management of chemicals was most recently
evidenced by the strong response that individual CMA members and consortia of CMA
companies have made to EPA's High Production Volume (HPV) Chemical Challenge program
being implemented as part of Vice President Gore's expanded chemical right-to-know initiative.
The HPV Challenge and other research and testing initiatives will involve expenditures of

roughly $1.2 billion by the U.S. chemical industry over the next five years.

CMA recognizes that regulatory programs play an important role in protecting
human health, safety, and the environment. At the same time, we believe there is considerable
room for improvement in the regulatory process. In October 1993, when he issued his Executive
Order on Regulatory Planning and Review, President Clinton said the “American people deserve
a regulatory system that works for them not against them; a regulatory system that protects and
improves their health, safety, environment and well-being and improves the performance of the
economy without imposing unacceptable or reasonable costs on society.” This system, the
President said, should produce “regulations that are effective, consistent, sensible and

understandable.” The country, the President said then, does “not have such a regulatory system
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today.”" Despite his efforts and those of the Vice President -- as reflected in various "regulatory
reinvention” initiatives undertaken during the course of the past five and a half years--the country

stitl does not have such a system.

The Environmental Protection Agency, for example, has fallen far short of its
reinvention goals. In 1994, the General Accounting Office (GAO) found that the Common Sense
Initiative (CSI), which the agency has said is the “centerpiece” of its reinvention efforts, had not
delivered “the types of changes in the existing approach to environmental management that EPA
suggested.”™ The CSI was launched in 1994 as an EPA partnership program with six industrial
sectors whose goal was to simultaneously examine all air, water, land, and toxics rules applicable
to those sectors. And the National Academy of Public Administration (NAPA), following up on
its landmark 1995 study of the environmental protection system, concluded in September 1997
that “EPA’s reinvention experiments have not yet produced major changes in EPA’s core

programs.” Reinvention, NAPA said, “is operating at the margins.™

While reinvention efforts at
EPA continue to proliferate, the extent to which reinvention has succeeded remains debatable.
Thus, the Common Sense Initiative has been terminated.' An analysis presented to EPA's
National Advisory Committee for Environmental Policy and Technology earlier this month
concluded that EPA has made little progress in addressing broad regulatory changes as a result of
the CSI program.” Moreover, on-going reinvention efforts seem to be focusing on matters other
than improvement in the regulatory process.’ Thus, if we are to achieve the President’s goals for

an effective and sensible regulatory system that works for the American people, the

Administration and the regulatory agencies it directs need help. S.746 would provide that help.

S.746 is not designed to eliminate the fundamental structural obstacles that
hinder the reinvention efforts of EPA and other agencies. Rather, $.746 will give agencies tools

they can use to improve the quality of those rulemaking decisions that have the most substantial

! 58 Fed. Reg. 51733, October 4, 1993.

% «“Regulatory Reinvention: EPA’s Common Sense Initiative Needs an Improved Operating Framework and
Progress Measures,” U.S. General Accounting Office, report to Congress, July 1994, p. 5. (GAO report to
Congress.)

* “Resolving the Environmental Paradox: An Agenda for Congress, EPA, and the States,” National
Academy of Public Administration, September 1997, p. 1.

* See 63 Fed. Reg. 66806 (December 3, 1998) (announcing the final meeting of the Common Sense
Initiative Council).

* See Bruninga, S., “CSI Successes Not Being Integrated Into Core EPA Programs,” Daily Environment
Report, (BNA, Inc.) April 16, 1999.
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consequences for our economy and our society. At the same time, $.746 would help ensure that

the public is more fully informed about the costs and benefits of agency actions and about the

informational bases, policy choices, and scientific and technical assumptions that serve as the

underpinnings for agency decisions. These changes represent a critical step toward improving the

overall quality of the regulatory system and the performance and accountability of the agencies

that manage the system. Importantly, S.746 will accomplish this without disturbing the existing

substantive criteria for agency rulemaking.

follows:

The essence of what the legislation would accomplish can be summarized as

S.746 will promote the public's right to know about major agency decisions that may
have a significant impact on their lives. The bill will promote right-to-know
objectives in several ways:

» It will make the regulatory decision-making process more transparent.

5 It will make it easier for more Americans o participate meaningfully in the
regulatory process -- with a better understanding of (1) the information on which
the agency is relying, (2) the reasons for the scientific, technical, and policy
choices the agency is making, and (3) the impacts, both positive and negative,
that the rule under consideration is likely to have.

A7

It will give the public and Congress information they need to more easily
determine for themselves the justification for — and the impact of — major
rulemaking decisions and to assess the advantages and disadvantages of
alternative solutions to the problems being addressed.

S.746 will improve the quality of the information and analyses the government uses
to make regulatory decisions.

S.746 will improve the quality and consistency of agency risk assessments and
analytical procedures. At the same time, the bill's requirement for independent peer
review of risk assessments underlying major rules will serve as an important check
on the soundness of an agency's evaluation of complex scientific and technical issues.
The credibility of agency assessments will be enhanced by endorsement and/or
incorporation of changes made by independent peer review panels.

S.746 will allow agencies to make better use of their resources through the setting of
risk-based priorities.

S.746 will strengthen presidential oversight, coordination and management of federal
regulatory actions.

® See, e.g., 64 Fed. Reg. 13187 (March 17, 1999); 64 Fed. Reg. 15159 (March 30, 1999).



186

e Asaresult of the foregoing, $.746 will improve the credibility of regulatory
decisions and enhance public confidence in the regulatory process and in the
regulations that emerge from that process.

CMA supports these goals, in fact, legislation embracing these principles has

become a matter of usage.

During the next two to five years an unprecedented amount of new information
about the health effects of chemicals will be generated and made available to agencies and the
public. This information, principally raw results from laboratory tests but also more advanced
fundamental research data, will be the product of a number of public and private initiatives,

including the following:

e Screening and Testing for Endocrine Effects: This EPA-mandated program to
screen and test some 15,000 chemicals for their potential to affect the endocrine
system could cost industry as much as $500 million.

* High Production Volume (HPV) Chemicals: CMA and other industry trade
associations have voluntarily agreed, in conjunction with EPA and the Environmental
Defense Fund (EDF), to a framework for obtaining a base set of screening test data
and other information on 2,800 High Production Volume (HPV) chemicals over the
next five years. An internet based tracking system will allow the public to view
commitments to test, monitor progress, and examine test plans. Test resuits will be
made publicly available. The costs of the testing, which will be completed by 2004,
are estimated to be around $500 million.

o Testing for Particularized Effects on Children: Another program still being
developed under the auspices of EPA will require testing of potentially thousands of
chemicals for particularized effects on children. The ultimate costs of this program
are still unknown.

¢ The Chemical Industry’s Long-range Research Initiative: Finally, our industry
has committed to undertaking basic research on the health effects of chemicals in a
long-range program coordinated with our counterparts elsewhere in the world. That
program will involve expenditures of $22.5-$25 million per year over the next five
years.

All of these data — to be created at considerable cost — potentially will be
critically important to making informed decisions regarding protection of human health and the
environment. However, their value really depends on having the best possible framework in
place to understand public health and environmental implications. S. 746 would help provide that

framework -- by establishing sound principles for conducting risk assessments that use the best
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scientific data, by requiring peer review of risk assessments where the economic stakes are high,
and by putting the information generated under these research initiatives in proper context
through the use of comparative risk analyses.

In the pages that follow, we want to explain in more detail why the essential

elements of S.746 are needed and what they would accomplish.

L Why Is 8.746 Needed?

A number of credible studies and reports issued during the last decade have
pointed to the need to reform the regulatory process. One of these is the 1997 Final Report of the
President’s Commission on Risk Assessment and Risk Management. In that Report, the
Commission observed: “Federal regulatory agencies are confronted with many problems and
issues related to health and environmental protection, but have limited time and resources for
action. The risks associated with the problems and the resources available to act on them are
often misaligned.”” The result of this misalignment, a study conducted in 1995 by the World
Resources Institute concluded, “is that we’re not getting as much as we shouid for our
expenditures on environmental protection.” Instead, as a blue ribbon panel of the Carnegie
Commission pointed out in 1993, by setting priorities on a “chemical-of-the-month” basis, the
nation winds up overregulating some hazards, underregulating others, and reducing agency

credibility.’

The consequences of these problems are significant. According to the Office of
Management and Budget's most recent estimate, the costs of health, safety, and environmental
regulation are in the range of $170 billion to $224 billion per year — roughly 2 percent of Gross
Domestic Product.'® And that figure is rising every year. Further, as a distinguished panel of

economists (including Nobel laureate Kenneth J. Arrow of Stanford University) has pointed out,

7“Risk Assessment and Risk Management in Regulatory Decision-Making,” President’s Commission on
Risk Assessment and Risk Management, final report, 1997, Vol. 2, p. 46. (Risk Assessment Commission
Report.)

§ Repetto, “Jobs, Competitiveness, and Environmental Regulations: What Are the Real Issues,” 1995.

% “Risk and the Environment: Improving Regulatory Decision-Making,” Carnegie Commission on Science,
Technology and Government, June 1993, p. 73.

1 “Draft Report to Congress on the Costs and Benefits of Federal Regulations,” 63 Fed. Reg. 44034, 44035
(August 17, 1998).
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given the magnitude of environmental regulatory costs, “a reallocation of expenditures on
environmental, health, and safety regulations has the potential to save significant numbers of lives
while using fewer resources.”'! For that reason, Dr. Arrow and his colleagues urged Congress to
require Federal agencies “to consider benefits and costs in formulating their regulatory

e 2
priorities.”"?

That the regulatory system, in the words of Supreme Court Justice Stephen
Breyer, “badly prioritizes the health and environmental risks we face,”"? is not the only problem
requiring a legislative fix. In the view of CMA members, there also are major shortcomings in
the way health, safety, and environmental regulations are developed, structured, and

implemented. In particular:

e  When Federal agencies conduct risk assessments, the analyses tend to be unrealistic,
overly conservative, and reflective of unstated and unexplained policy choices or
default assumptions.

e In many cases, government decision makers and the public are given inaccurate
descriptions of health and environmental risks. Usually, agency officials believe they
are addressing larger risks than is actually the case. And the public many times is
uncertain about what the agency is purporting to protect them against, or what the
cost of that protection is. Congress, too, is a victim of this situation. Inaccurate risk
characterizations make it difficult for oversight committees to evaluate the agency’s
performance or to determine what the agency is actually accomplishing.

e In most cases, the scientific and technical assessments on which regulations are based
are not subjected to independent external peer review. As aresult, the scientific and
technical underpinnings of agency actions that may have significant social and
economic consequences often are not adequately tested. Consequently, the technical
foundation for agency decisions are not seen as credible.

e The economic consequences (as well as the other consequences) of agency rules
frequently are not evaluated or discussed adequately.

e Some environmental regulations impose exceedingly high costs but achieve
incremental environmental or health benefits that are uncertain at best.

7 Is There a Role for Benefit-Cost Analysis in Environmental Health and Safety Regulations?” by
Kenneth J. Arrow, et al., Science, April 12, 1996.

"2 Ibid.

" Stephen Breyer, testimony before the Committee on Energy and Natural Resources, United States
Senate, November 9, 1993, p. 2.
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e Agency rules tend to be inflexible, reflecting a penchant for the command-and-
control approach to regulation. Among other things, this produces rules that are far
less cost-effective than they could be. It also frequently precludes the adoption of
more modern environmental management practices that not only would be more
effective (while providing the same level of benefits), but aiso would cost less.™

¢ Frequently, alternatives to proposed regulatory actions do not receive the attention
they deserve. '

e Finally, the process by which agencies conduct hazard evaluations and risk
assessments is not as open —not as “transparent” — as it either could be or should be.

Because of these significant flaws, CMA believes there are some regulations that
fall far short of delivering health, safety, and environmental benefits that are reasonably related to
their costs. Moreover, Federal regulations rarely are structured so as to give states and the
regulated community maximum flexibility to achieve the rulemaking objectives in the most cost-
effective manner. Furthermore, the bases for — and the impacts of — these regulations often are
not fully understood by the public, by Congressional oversight committees, or even by the agency
decision makers themselves. In addition, many agency rules focus on issues that are relatively

less significant than other public health and environmental challenges.

$.746 alone will not provide all the improvements in the regulatory process that
are necessary. However, the legislation will help agencies develop regulations in what Vice
President Gore describes as "the right way - regulating only when necessary and tailoring
regulations to achieve their purpose in the least costly manner.""’ As stated in Section 2 of the
bill, $.746 will help achieve this goal by "[ilmproving the ability of Federal agencies to use
scientific and economic analysis in developing regulations,” thereby yielding "increased benefits
and more effective protections while minimizing costs." Moreover, to paraphrase Vice President
Gore, S.746 will help ensure that agencies "carefully analyz{e] the likely effects of various
alternatives” and make their regulations "as flexible as possible.”'® Tn addition, the bill
explicitly recognizes and responds to the public's "right to know about the costs and benefits of

regulations, the risks addressed, the risks reduced, and the quality of scientific and economic

'* As the Progressive Policy Institute has observed, command-and-control regulations “have begun to
reveal many of the same limitations that led to the collapse of command-and-control economies around the
globe. They can be inefficient; they hamper innovation in pollution control methods; and they ignore
important differences among individuals, firms, and regions.” “Mandate for Change,” by W. Marshall and
M. Schram, editors, Progressive Policy Institute, 1993, p. 197.
:: The Regulatory Plan, 63 Fed. Reg. 61203 (November 9, 1998).

> Ibid.
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ni?

analysis used to support decisions.” " All of this, as the Vice President points out, "is vital to

creating a government that works better and costs less" and that provides the American people

"more benefits with fewer burdens."™®

IL What S.746 Would Accomplish

Building on regulatory analysis initiatives that have been implemented by the last
five administrations and on the more narrowly focused legislative actions taken in the recent
Congresses, S.746 would improve the regulatory process in a number of ways. The most

important of these are described below.

Regulatory Analysis. Executive Order 12866 already requires executive branch
agencies to assess and quantify, to the extent feasible, the costs and benefits of their major rules
and to consider alternative ways to achieve the regulatory objective. The Executive Order also
directs agencies to “design regulations in the most cost-effective manner™ and, subject to any
constraints of the underlying enabling statutes, to adopt a rule “only upon a reasoned
determination that the benefits of the intended rule justify the costs.” $.746 will systematize and
codify these regulatory analysis requirements for “major rules,” will improve the quality of such
analyses, and will make them more transparent, understandable, and consistent across agency
programs. At the same time. without establishing mandatory decisional criteria, it would force

agency policymakers to focus in a more rigorous way on the following questions:

* s the rule likely to provide benefits that justify its costs?
e Will the rule achieve the rulemaking objectives more cost-effectively or with greater

net benefits than other alternatives that the agency has authority to implement?

*  Can the rulemaking objectives be achieved in a way that relies more on incentives
and market forces and provides greater flexibility to regulated entities than is true
under a traditional “command-and-control” approach?

These analytical improvements should lead to better agency decisions that are
more readily accepted by those who must comply with (and those who must pay for) major

agency rules. At the same time, S.746's regulatory analysis requirements for “major rules”

178,746, Section 2(6).
'® The Regulatory Plan, 63 Fed. Reg. 61203 (November 9, 1998).
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(including the cost-benefit and cost-effectiveness determinations/explanations) would enhance the
public's right to know about important government decisions. Under S.746, the public would be
given better, more complete, and more understandable information about the problem being
addressed, alternative ways to remedy the problem, the information on which the agency placed
substantial reliance in the rulemaking, the expected benefits of the agency's action, and the costs
of the rule at issue. And, when an agency chooses to adopt a major rule that is not cost-justified

or cost-effective, the public would be told why the agency made that decision.

Risk Assessment. S.746 would require agencies to apply a set of basic principles
in conducting risk assessments for all proposed and final major rules whose primary purpose is to
address health, safety, or environmental risk. These principles are designed to enhance the
quality and scientific rigor of risk assessments, to promote more rational, better informed
decisionmaking, and to make risk assessments more meaningful and understandable to agency
policymakers and to the public at large. For example, section 624(g) requires that, where
appropriate information is reasonably available, agencies must compare the risk being analyzed in
the rulemaking to reasonably comparable risks familiar to and routinely encountered by the
general public. As the Commission on Risk Assessment and Risk Management points out, “[i]t is
logical and reasonable for people to request [such] comparisons [and] for Congress to incorporate
mandates for risk comparisons in legislation.”” In addition to improving the risk assessment
process in individual cases, the principles established in S.746 will promote greater inter-agency

and inter-program consistency in risk assessment practices and formats.

As in the case of the regulatory analysis requirements, the risk assessment
provisions of S.746 serve an important "right-to-know" function. Risk assessments often depend
on assumptions or "science policy" choices to bridge gaps in scientific knowledge or available
data, and different assumptions or policy choices can produce dramatically different estimates of
risk. If the public is to understand the true import of a risk assessment, the assumptions and
"science policy” choices made by the agency must be fully disclosed and clearly explained, and
the impact they have on the risk assessment must be made clear. Otherwise, the public's right to
know and understand the bases for agency actions that can have a major impact on their lives will
be frustrated. S.746 would assure that such "full disclosure” will be a hallmark of risk

assessments for major rules.

' Risk Assessment Commission Report at 41.
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Peer Review. S.746 would require agencies to provide for peer review of risk
assessments that form the basis of major rules and of cost-benefit analyses for rules that the OMB
Director reasonably anticipates are likely to have an annual effect on the economy of
$500,000,000 or more. As the Commission on Risk Assessment and Risk Management points
out, this should “enhance the credibility of agency decisions and positions and . . . improve their
technical quality.”® Peer review will assume special importance in the years ahead as the results
of the chemical industry's five-year $1.2 billion research programs on chemical toxicity and
exposure-related issues become available for use in agency rulemakings. The peer review
provisions of S.746 also would promote the public's right to know about the basis for (and the
cogency of) agency decisions on important scientific and technical issues, since the bill requires
that peer reviewer comments and the agency's response to those comments be placed in the
rulemaking record. In addition to these benefits, an independent peer review process, as Robert
Hahn and Robert Litan of the Brookings Institution pointed out to this Committee last year, may
actually expedite the implementation of controversial health, safety, or environmental regulations
because "rules that are supported by well-done regulatory analyses that have been peer reviewed

are much more likely to withstand . . . opposition, either in Congress . . . or in the courts."

Consistency/Compatibility of Cost-Benefit Analyses and Risk Assessments.

S.746 would require OMB, in consultation with the Office of Science and Technology Policy and
the Council of Economic Advisors, to develop guidelines for cost-benefit analyses and risk
assessments. Individual agencies, in turn, would have to adopt their own more detailed risk
assessment guidelines consistent with the government-wide guidance issued by OMB. Not only
will this improve the quality of individual cost-benefit analyses and risk assessments, it also will
promote greater consistency in analytical techniques, procedures, and formats both within and
among Federal agencies dealing with health, safety, and environmental issues. As a result, it will
be possible to make more meaningful and insightful comparisons of different agency rules and

programs.

Comparative Risk Analysis Methodologies, Evaluations, and Communication.

S.746 also would require OMB to arrange for research and studies into the conduct of
comparative risk analysis, the communication of risk information, and the incorporation of risk

assessment results into cost-benefit analyses. Under a separate provision, an accredited scientific
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institution would conduct a systematic comparison of health, safety, and environmental risks and
would develop methodologies and guidance for comparing such risks and determining how to set
resource allocation priorities for the reduction of risks to human health, safety, and the
environment. This would be an important step forward in the effort to end the “misalignment” of
risks and resources that has been decried by so many expert groups and students of the regulatory
process over the years.”" The information generated in these studies would allow both Congress
and the regulatory agencies to set more rational risk-based priorities and to focus resources on the
most serious health, safety, and environmental risks, so that we can maximize the risk reduction
benefits flowing from our enormous expenditures in these areas. To quote last year's testimony
of Robert Hahn and Robert Litan, by setting priorities on the basis of a comparative risk study,

we can "save more lives [possibly as many as 60,000 per year] at less cost."

Presidential Oversight of Regulatory Actions. Finally, $.746 would codify and
establish certain ground rules for Presidential oversight and management of the regulatory
activities of Federal agencies. OMB's role in the regulatory review and planning process would
be made subject to specific guidelines on communication, public disclosure, and related matters.
This should improve coordination among agencies -- particularly where a matter falls within
overlapping spheres of authority (e.g., OSHA's Process Safety Management Standard and EPA's
Chemical Accident Prevention Rule) -- while enhancing public confidence in the openness of the

regulatory review process.

L Suggestions for Improving S.746

As discussed above, S.746 would improve the regulatory process in a number of
important respects. We believe, however, that there are technical changes which will enable the
Committee to provide greater assurance that improvements in regulatory decisionmaking will be
realized. As noted previously, we also believe one important substantive change must be made,
that is, to extend the bill’s benefits to decisions affecting the pesticide industry. Our proposals in

this regard are as follows.

Exclusion of Rules Under the Federal Food. Drug, and Cosmetic Act

» See Risk Assessment Commission Report at 103.
*! See Risk Assessment Commission Report at 46.
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As discussed above, one of the most important functions of S.746 is to ensure
that each “major rule” dealing with health, safety, and environmental protection undergoes a
rigorous regulatory analysis and is supported by a risk assessment that has been conducted in
accordance with specified principles and subjected to independent peer review. These
requirements are intended to ensure that all major rules that address health, safety, or
environmental risk will reflect a scientific and economic analysis that is of high quality and
consistency. Any statutory exception to these requirements should have a logical and persuasive

justification. Section 621(10)(J) lacks such a justification.

Section 621(10)(J) excludes from the definition of "rule" (and, therefore, from
coverage under the regulatory analysis, risk assessment, and peer review provisions of the bill)
rules promuigated under the Federal Food, Drug and Cosmetic Act that authorize or bar the
introduction into or removal from commerce of a product -- or that recognize or cancel
recognition of a product’s marketable status. Rules potentially affected by this exclusion include
those that determine whether food additives, color additives, medical devices, and pesticides can

be sold in commerce.

When a rule of this type has an annual effect on the economy of $100,000,000 or
more in reasonably quantifiable costs, we see no logical reason why it should be exempted from
the regulatory analysis, risk assessment, and peer review requirements of $.746. Indeed, such
rules -- particularly those dealing with pesticides -- are likely to present some of the most
challenging questions regarding substitution risks of any rule dealing with health, safety, or the

environment. Section 621(10)(J) should be deleted.

Judicial Review

Consistent with what we understand to be the intent of its drafters and sponsors,
$.746 should preserve all rights and opportunities for judicial review of agency action that
currently are available under other provisions of law. While it may limit judicial review of
agency compliance with some of the new requirements it establishes for the promulgation of
major rules, the bill should not create a “supermandate” that overrides existing opportunities for
judicial review or the standards of review that apply under other statutes. From that perspective,

we offer the following observations on Section 627 under the new legislation.
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Section 627 sets strict limitations on judicial review of agency compliance with
the provisions of S.746. In the past, we have questioned both the rationale underlying section
627's severe restrictions on judicial review and the way in which the provision is formulated.
While we still have those concerns, we understand that section 627 reflects a carefully considered
legislative compromise, and we do not propose to upset that compromise. We do believe,
however, that a few technical clarifications should be made in order to reduce confusion and to
reflect more accurately what we understand to be the agreement that has been reached with

respect to judicial review.

(1) The first sentence of subsection 627(d) states that "any risk assessment
required under this subchapter shall not be subject to judicial review separate from review of the
final rule to which such . . . assessment applies." This statutory "ripeness” provision makes sense
for risk assessments that are performed in connection with a major rule as required by section
624(a)(1(A)(1). However, it makes no sense for a risk assessment that is unrelated 1o a
rulemaking, i.e., a free-standing risk assessment of the type described in section 624(a)(1)(A)(ii).
Since there will not be a final rule to which such a risk assessment applies, it should not be
subject to the final rule "ripeness" provision set forth in the first sentence of subsection 627(d).
Whether such a risk assessment is reviewable in court at all -- and, if so, at what time -- are
questions that can and should be answered independently of S.746, since the bill presumably is
not intended to cut back on any opportunities for judicial review that may exist under current law.
In order to avoid an unintended change in existing law, the phrase "in connection with a rule"
should be inserted in the first sentence of subsection 627(d) after the phrase "any risk assessment

required under this subchapter".

(2) Two changes should be made to subsection 627(e) -- one to clarify it
internally: the other to clarify its relation to subsection 627(d) and to other provisions of law

outside of S.746.

e What is now the last sentence of subsection 627(e) should be relocated directly after the first
sentence because, if we understand it correctly, it relates to the first sentence, not to the

second sentence, and it is somewhat confusing in its present location. In addition, the phrase
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"or remain in effect" should be added after the words "take effect” because, in most cases, a

22

rule will have taken effect long before a court issues its decision on judicial review.

«  What is now the second sentence of subsection 627(e) also needs clarification because it
could be read to restrict the scope of judicial review under other statutes and might be viewed
as undercutting the reference to the "arbitrary and capricious" standard of review in
subsection 627(d) -- neither of which we assume was intended. [n some cases, cost-benefit
analyses and risk assessments may be subject to requirements of other laws in addition to
S.746. Examples of such laws are the Toxic Substances Control Act, 15 U.S.C. § 2605, the
Safe Drinking Water Act Amendments of 1996, 42 U.S.C. § 300g-1(b)(3), the Food Quality
Protection Act of 1996, 21 U.S.C. § 346a(b), and the Accountable Pipeline Safety and
Partnership Act, 49 U.S.C. § 60102(b). In the absence of S.746, a cost-benetit analysis or
risk assessment performed in accordance with the requirements of these other laws would be
reviewable under specific provisions of those laws or under the general judicial review
provisions of the Administrative Procedure Act, 5 U.S.C. §§ 701-706. Pursuant to such
review, an agency's inadequate compliance with a specific cost-benefit analysis or risk
assessment requirement of one of those other statutes might be a basis for remanding or
invalidating the rule. The fact that S.746 may establish essentially the same cost-benefit or
risk assessment requirement should not change things -- i.e.. subsection 627(e) should not
"trump” these other statutes by depriving a court of jurisdiction to remand or invalidate a rule
where an agency has failed to comply adequately with a requirement imposed by the other

statute. Nor should subsection 627(e) be read to imply that the results of an inadequate cost-

benefit analysis or risk assessment cannot be considered by a court under subsection 627(d)
in determining whether to remand or invalidate a rule as being arbitrary, capricious, an abuse

of discretion, or unsupported by substantial evidence.

To avoid either of these implications, we suggest that what is now the second

sentence of subsection 627(e) be revised to read as follows:

"Except as provided in this subsection, the inadequacy of an
agency's compliance with the specific requirements of this
subchapter shall not in and of itself be the basis for remanding or
invalidating a rule on the ground that the agency action was

* As a matter of “wordsmithing,” we also would suggest that the phrase “giving due regard to prejudicial
error” in the first sentence of subsection 627(e) be rephrased as “giving due regard to the principle of
prejudicial error”.
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without observance of procedure required by law."

Savings Clause
Paralleling the clarifying change suggested above, we believe the judicial review

"savings clause" in section 622(b) should be revised to read as follows:

"Nothing in this subchapter shall be construed to alter or modify-

(3) any opportunity for, or the scope and standard of;
judicial review applicable under other statutes."

Substitution Risks

As pointed out by the Commission on Risk Assessment and Risk Management,

the risk assessment component of a regulatory analysis --

“must consider whether an option may cause any adverse
consequences and determine what the tradeoffs among the
different risks may be. One of the most important effects to
consider is the potential for an option to increase one type of risk
while reducing the risk of concern.””

As examples of this, the Commission points to cases where “[r]educing pollutant
concentrations in one environmental medium may increase pollutants in another medium” or
where “[bJanning one substance because it might cause one health risk may increase the use of
another substance that is known to cause another health risk or whose health effects are not
known.”** Clearly, identifying and evaluating the potential “substitution risks” of a regulatory
action should be viewed as a critical component of the risk assessment-regulatory analysis

process for major rules.

S.746 recognizes this point to some extent. Thus, the term “substitution risk™ is
defined in section 621(11), and section 623(b)2)(C) directs agencies to identify and evaluate
substitution risks to health, safety, or the environment in the regulatory analysis for a major rule
“when scientific information” on such risks “is reasonably available to the agency.” These

provisions certainly are helpful, but we believe three small modifications should be made in order

* Risk Assessment Commission Report at 26.
24 1d
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to ensure that substitution risks receive adequate attention in risk assessments and regulatory

analyses for major rules.

First, the term “cost” in section 621(3) should be revised to make explicit that
substitution risks are among the costs of a rule, which -- in any logical and practical sense -- they
are. This could be done by inserting the phrase “and substitution risks” after the words

“distributional effects”on page 4, line 18 of the bill.

Second, the text of what is now section 623(b)(2)(C) should be moved so that it
is included as a subparagraph under section 623(b)(2)(A). which lists the components of a cost-
benefit analysis for a major rule. That is where the provision logically belongs since a

substitution risk is, after all, one of the costs (or "adverse effects") of a rule.

Third, section 624(d) should be revised to add a requirement that when scientific
information is reasonably available, agencies should include in their risk assessments for major
rules a description and evaluation of any substitution risks that are reasonably anticipated to result
from adoption of the rule. This would simply conform the risk assessment provision of the bill to
the regulatory analysis provision, since a substitution risk could not be identified and evaluated in

the regulatory analysis for a rule unless it has been addressed in the risk assessment for the rule.

"Reasonable Alternatives" and "Flexible Regulatory Options"

In its Final Report, the Commission on Risk Assessment and Risk Management
stated: “Risk managers and stakeholders should aggressively seek alternatives to command-and-
control regulation to improve the efficiency and effectiveness of health and environmental
protection and to reduce compliance and litigation costs.”™ We agree with this position and
believe that S.746 should promote the analysis of cost-effective alternatives and “flexible
regulatory options” (like market-based mechanisms and performance standards) more strongly

than it does. To accomplish this, a definitional problem, discussed below, needs to be addressed.

The “reasonable alternatives™ that agencies are directed to evaluate under S.746
are defined in section 621(8) so as to exclude regulatory options that the agency does not have

authority to adopt under the statute granting it rulemaking authority. In such a case, neither the

» Risk Assessment Commission Report at 49.
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agency, nor Congress, nor the public at large would know whether a regulatory option that is not
authorized under the enabling statute might have achieved the rulemaking objective more cost-
effectively and produced greater net benefits than the rule the agency adopted. By depriving
Congress and the public of that information, we would miss an opportunity to consider whether
the enabling statute should be amended so that the statutory objectives can be achieved more
flexibly and cost-effectively in the future, or whether the rule itself should be disapproved by
Congress pursuant to the Small Business Regulatory Enforcement Fairness Act review

26
procedure.”’

We are not suggesting that S.746 should allow an agency to adopt a regulatory
option that is not authorized under the relevant enabling statute, even if that option would achieve
the rulemaking objectives more cost-effectively and with greater flexibility for regulated entities
than the other alternatives being considered. We do believe, however, that where such an option
has been identified for a major rule, the agency should analyze the option and include the results
of its evaluation in the regulatory analysis for the rule. This could be accomplished by deleting
from the definition of "reasonable alternative" in section 621(8) the clause "and that the agency
has authority to adopt under the statute granting rule making authority" which appears on page 6,
lines 9-10 of the bill. Section 623(d) would remain unchanged. If the agency is not authorized to
adopt the more cost-effective "reasonable alternative,” it would simply say so in the explanation it
provides under section 623(d)(2). Indeed, as noted in the previous footnote, that is precisely what

section 623(d)(2)(A) seems to contemplate.

Peer Review

As noted above, independent peer review improves the scientific-technical basis
for agency action while enhancing the credibility of the agency's final decision. Accordingly, we
are pleased that section 625(a) requires peer review of risk assessments for major rules. We are
concerned, however, that the threshold of $500,000,000 in annual costs (which has to be
exceeded in order to trigger peer review of a cost-benefit analysis) is so high that cost-benefit

analyses for major rules almost never will be peer reviewed. We urge the Committee to consider

% This problem is reflected in section 623(d)(2) under the bill. That provision appears to contemplate
situations in which the underlying enabling statute precluded the agency from selecting a “reasonable
alternative” whose benefits justify its costs or that is more cost-effective (or produces greater net benefits)
than the rule actually promulgated. But, as defined in section 621(8), a “reasonable alternative” must be a
regulatory option “that the agency has authority to adopt under the statute granting rule making authority.”
Thus, by definition, the agency will be unable to describe a “reasonable alternative™ of the type that seems
to be contemplated in section 623(d)(2).
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reducing this threshold -- preferably to the same $100,000.000 annual cost figure that triggers

peer review of risk assessments.

Conclusion

S. 746 is a responsible bill which will begin the process of ensuring that
regulations are based on accurate risk and cost benefit assessments and are subjected to objective
and scholarly peer review. It will help ensure what Vice President Gore described as “a
government that works better and costs less" and that provides the American people "more

n27

benefits with fewer burdens."”" That is why CMA strongly supports the goals of S.746.

" The Regulatory Plan, 63 Fed. Reg. 61203 (November 9, 1998).



201

Executive Summary

The Chemical Manufacturers Association is pleased to express strong support for the
goals embodied in S. 746, The Regulatory Improvement Act, bipartisan legislation introduced by
Senators Carl Levin (D-MI) and Fred Thompson (R-TN). The bill will go a long way toward
improving the way federal agencies assess risks to public health and the environment and will
help to ensure that solutions to these problems are cost-effective. CMA is particularly pleased
with the bill’s “transparency” provisions. Shining a light on agency processes and on the data
and assumptions underlying regulatory decisions will enable all stakeholders — government,
industry and the public -- to participate fully in the regulatory process, thereby improving the
quality of agency decisions.

American consumers are not getting as much benefit as they deserve from their enormous
expenditures on health, safety and environmental initiatives, nor are they fully able to hold
agencies accountable for the quality, effectiveness, reasonableness and fairness of their decisions.
S. 746 will assist in addressing these problems. The bill will:

e improve the quality of the scientific/economic information and related analyses upon
which major agency rules are based;

e promote the public’s “right to know” about the costs and benefits of regulations and the
scientific and economic underpinnings of major agency rules:

e improve risk-based priority setting and comparative risk communication at Federal
agencies; and

e enhance Presidential oversight and coordination of Federal regulatory actions.

By reforming the regulatory process in these respects, S.746 would improve the quality
of those rulemaking decisions that have the most substantial consequences for the American
society and economy. It also would enhance the credibility of regulators and boost public
confidence in both the regulatory process and the regulations that emerge from that process.
Importantly, the bill would achieve these objectives without disturbing the existing substantive
criteria for agency rulemaking. Put simply, S.746 would help us create what Vice President Gore
has described as “a government that works better and costs less" and that provides the American
people "more benefits with fewer burdens.”

CMA strongly supports the goals of S. 746. We believe, however, that the portion of the
bill which unjustifiably exciudes certain decisions under the Federal Food, Drug and Cosmetic
Act from the scrutiny required by S. 746, must be deleted. CMA also has other
technical/clarifying amendments which we hope will meet with the Committee’s approval.
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John F. Smith Jr. April 16, 1999

General Motors

The Honorable Fred Thompson

Chairman, Committee on Governmental Affairs
United States Senate

Washington, D. C. 20510

Dear Mr. Chairman:

On behalf of The Business Roundtable, I am pleased to express our enthusiastic support for S. 746, the
Regulatory Improvement Act of 1999. We are impressed with the strength of the bipartisan support for this
important legislation. That support is built upon the foundation of cooperation and trust put in place by
members of the 105" Congress and the Administration last year, and for that we congratulate you and
Senator Levin.

The preponderance of expert testimony compiled during hearings on similar legislation in 1997 and 1998
clearly establishes that S. 746 will improve the federal regulatory process. Its provisions will enable
regulators to identify and address priority issues sooner. Benefit/cost analysis, risk assessment and peer
review are tools that regul s can use to impl important rules more swiftly because their decisions
will rest upon a stronger base of scientific and economic analysis.

The job of corporate CEOs is not to gather the facts and data or to conduct the analysis personally, but to
ensure that sound, analytical procedures have been followed and that valid and up-to-date scientific,
economic, financial and other relevant data are used as part of systematic decision-making processes. These
same considerations should apply to government agency heads, whose regulations can carry significant
consequences and impose very large costs on the public.

That is why, in the final analysis, bers of The Busi R dtable believe this bill will save more lives,
speed the adoption of effective rules and provide greater benefits than the system that is in place today. We
are prepared to work for its prompt enactment.

Sincerely,

A

ohn F. Smith, Jr.
Chairman & CEO
General Motors Corporation
Chairman, The Business Roundtable
Government Regulation Task Force

An Association Of Chief Executive Officers Committed To Improving Public Policy
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A merican Bakers Association -
Serving the Baking Industry Since 1897

\ / Anne G. Giesecke, Ph.D., Vice President Environmental Activities xgiescckc@amcxicarlf;ak; org

May 28, 1999

The Honorable Fred D. Thompson
523 Dirksen Senate Office Building
United States Senate

Washington, D.C. 20510

Dear Senator Thompson:

On behalf of the American Bakers Association (ABA) thank you for your leadership on
the regulatory improvement issue. More specifically, ABA would like to express deep
appreciation for your vote on S. 746-The Regulatory Improvement Act of 1999.

The ABA strongly supports this and all legislation that attempts to bring sound science
and common sense to agency decision making through regulatory improvement. Poorly
written legislation and regulations that have resulted in high costs to industry with no
measurable public benefit are well documented. While everyone must continuc to fight
the conditions of each bill and regulation, a broader approach to remedy the problem is
also necessary.

Thank you again for your efforts, it is comforting to know that the baking industry is not
fighting this battle alone. ABA will continue to actively participate in the development
and passage of regulatory improvement bills. ABA looks forward to working with you in
the future.

Sincerely,

(6 I e

Anne G. Giesecke, Ph.D

1350 I Street, NW » Suite 1290 » Washington, DC * 20005-3305 « 202-789-0300 * FAX 202-898-1164 * www.americanbakers.org
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LR R AMERICAN | NDUSTRIAL FEALTH T o UNCIL

April 20, 1999

The Honorable Fred Thompson
Chairman

Senate Governmental Affairs Committee
340 Dirksen Senate Office Building
Washington, DC 20510

Dear Senator Thompson:

On behalf of the American Industrial Health Council (AIHC), | am pleased to submit the
enclosed statement for the hearing record on S. 746, the Regulatory Improvement Act of
1999.

AIHC is a broad based scientific organization representing manufacturers of consumer
products, pharmaceuticals, petroleum, chemicals, motor vehicles, foods and beverages,
high technology and aerospace products. Our mission is to promote the sound use of
scientific principles and procedures in public policy for the assessment and regulation of
risks associated with human health and ecological effects.

The Council’s statement addresses several important issues: scientific peer review, risk
assessment, use of default assumptions, and risk characterization principles. We
welcome the opportunity to present these recommendations as a means for improving
the federal rutemaking process.

If you have any questions or if we can provide you with any additional information,
please contact me at (202) 833-2177 or by e-mail at gcamera@aihc.org.

Sincerely,

% 7&‘; w (omcia

Gaylen M. Camera, CAE
Executive Director

Attachment
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STATEMENT OF THE
AMERICAN INDUSTRIAL HEALTH COUNCIL
SUBMITTED TO THE
SENATE GOVERNMENTAL AFFAIRS COMMITTEE
APRIL 21, 1999
HEARING ON S. 746, REGULATORY IMPROVEMENT ACT OF 1999

The American Industrial Health Council (AIHC) welcomes this opportunity
to present its recommendations to improve the federal rulemaking process,
specifically as they relate to scientific peer review, risk assessment, use of
default assumptions, and risk characterization principles.

AIHC is a broad based scientific organization representing manufacturers
of consumer products, pharmaceuticals, petroleum, chemicals, motor vehicles,
foods and beverages, high technology and aerospace products.

AIHC’s mission is to promote the sound use of scientific principles and
procedures in public policy for the assessment and regulation of risks associated
with human health and ecological effects. AIHC does not act as an advocate for
any individual product or substance and does not advocate for or against any
specific legislative proposal. Rather, AIHC’s focus is, and always has been, on
promoting and improving scientific risk assessment as a critical part of the risk

management process.
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Importance of Independent Scientific Peer Review

Peer review is the scientific community’s principal methed for assuring the
quality of scientific data, the validity of risk assessment procedures, and the
reliability of scientific conclusions and judgments. For more than twenty years,
AIHC has dedicated substantial resources to advancing‘the role of peer review
as a means to assure sound application of science in regulations. Consistent
with AIHC’s position, the 1983 NAS “Red Book” strongly emphasized peer review
as an essential component of the risk assessment process.

In 1895, AIHC undertook a study to evaluate the state of peer review
practices within the Federal government. In response to the study’s findings,
AIHC developed and issued its Fundamental Scientific Peer Review Principles; a
copy of these principles is attached to our statement. AIHC’s Principles are
intended to further scientific peer review across all government agencies and
specifically recommend that:

e Each Federal agency head (or a designate) should be accountable for

the implementation of quality peer review.

¢ Scientific expertise shouid be the highest priority in selecting

individual peer reviewers.

* Peer review panels should be comprised of experts who are

independent of, and external to, the agency that prepared the work

product under review.

" National Academy of Sciences, Risk Assessment in the Federal Government: Managing the
Process, Pages 156 - 160, Washington, DC: National Academy Press, 1983,
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* Quality peer review should include a critical evaluation of all scientific
aspects of risk assessment including consideration of the scientific
conclusions, the adequacy of the scientific support for the proposed
regulatory or policy decisions, and determination of whether the risk
assessment supports a credible interpretation éf the hazard and risks
that are predicted.

AIHC respectfully commends to the Committee's attention the February

1997 report of the Presidential/Congressional Commission on Risk Assessment
and Risk Management. The report emphasizes the crucial role of peer review in
regulatory decision making. In fact, the Commission specifically recommends
that peer review play a critical role in the evaluation of the quality of technical
information used in reguiatory decision making. In addition, the Commission
endorses the concept that “expertise in the technical area under evaluation
should be the primary criterion for members of peer review panels.”

Scientific peer review provides the best mechanism to assure the quality
of scientific data used in regulatory decisions. Peer review should occur early in
the regulatory process, and should be conducted in such a way as to provide a
timely response to meet any agency’s rulemaking requirements. 7

It is important to recognize that the scientific peer review process is not

intended to serve as a mechanism for reviewing, modifying or repealing existing

2 The Presidential/Congressional Commission on Risk Assessment and Risk Management, Risk
Assessment and Risk Management in Regulatory Decision-Making, Volume 2, pages 103-108,
February 1997.
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rules. It is intended only as a process to assure the sound application of science
in regulations as they are being formulated.

It is imperative not to confuse scientific peer review with other key
elements of a federal agency rulemaking process, such as public participation
and public comment. These mechanisms are distinct pfocesses that are critical
to developing reasonable, effective federal regulation.

Consequently, AIHC recommends that independent scientific peer review
be incorporated as a key provision in any regulatory improvement legislation
considered by the 106th Congress. For example, S. 746, the Reguilatory
Improvement Act of 1999, includes such a provision. AIHC's Fundamental
Scientific Peer Review Principles and the recommendations of the
Presidential/Congressional Commission on Risk Assessment and Risk

Management can provide critical guidance.

Promoting Scientific Risk Assessment

AIHC believes that scientific risk assessment provides the optimal basis
for making reasonable and sound regulatory judgments. Sound scientific risk
assessments should consider all available data, as well as the relevance of those
data to human risk. The Presidential/Congressional Commission concurs: “A
good risk management decision is based on a careful analysis of the weight of

n3

scientific evidence ...”” “Because so many judgments must be made based on

? Presidential/Congressional Commission on Risk Assessment and Risk Management, Risk
Assessment and Risk Management in Regulatory Decision-Making, Volume 1, Page 4, February
1997.
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limited information, it is critical that alf reliable information be considered.” AIHC
also believes it is critical that the latest scientific data and understanding be
incorporated into risk assessments. Further, the risk assessment process should
be transparent so stakeholders, including the public, understand how the
assessment was conducted, the assumptions upon which it is based, and the
uncertainties inherent in the assessment.

Adoption of formal risk assessment guidelines would assure greater
consistency and transparency in risk assessments throughout the federal
government. The development of such guidelines would also assure that
scientific risk assessments provide the most accurate and reliable basis for
determining the risk reduction benefits of agency action. An accurate and
reliable determination of expected benefits is essential to the subsequent
determination of whether the expected regulatory costs are justified. The
process for establishing such guidelines should include an opportunity for both
public comment and external peer review. In addition, AIHC believes developing

and implementing such guidelines will improve government rulemaking.

Use of Default Assumptions

It is vital that risk assessments consider all valid scientific data. Further,
risk assessments should be based to the maximum extent feasible on actual

data, especially site-specific or substance-specific data, instead of default

* Presidential/Congressional Commission on Risk Assessment and Risk Management, Risk
Assessment and Risk Management in Regulatory Decision-Making, Volume 1, Page 38,
February 1997.
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assumptions. Many default assumptions currently in use are based on data that
are more than 20 years old. It is clearly preferable to draw on both the general
advances in biology and toxicology since that time, as well as the data available
for a particular agent, than to rely on default assumptions. AIHC believes that
only when relevant data are insufficient is it appropriate to consider default
assumptions to supply the necessary data to complete a risk assessment. In any
such circumstance, an agency should explicitly identify any defauit assumptions
used.®

As outlined in AIHC's 1997 brochure “The Role of Toxicity Default

Assumptions in Risk Assessment” (copy attached), AIMC believes that risk
assessments should:

» Incorporate all available and applicable scientific data and models.

* Rely on expert consensus when data are limited but valuable
inferences can be drawn.

» Employ defaults only when applicable data are either unavailable or of
such questionable value that expert consensus dictates against their
use.

By relying on actual data when available, federal reguiators will simultaneously
stimulate scientific research and make more sound risk-based decisions. By
documenting the use of default assumptions, when relevant and applicable data
are unavailable, greater transparency of both analysis and decision-making will

result.

® National Research Council, Science and Judgment in Risk Assessment, pages 104-105, 1994,
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Advancing Risk Characterization in Risk Assessment

Risk characterization is the final step in the risk assessment process and
is intended as the integrative description of the results of hazard, dose-response
and exposure evaluation. AIHC has evaluated this phasé of the risk assessment
process in great detail and in 1995 issued its Risk Characterization Guiding
Principles. A complete copy of the principles is attached to this statement.

Risk assessors and risk managers alike use the risk characterization
process as a bridge to link science and policy. Transparent, clear risk
characterizations are the critical path to conveying scientific information and

assumptions to risk managers, decision makers, and the public.

Conclusion

Scientific risk assessment is recognized in the United States as the
foundation for the assessment and regulation of risks to human health and the
environment. It is the scientific process of risk assessment that sets forth the
nature and character of risks to human health and provides the foundation for
evaluating the benefits (i.e., risk reduction) and other aspects of the risk
management process.

AIHC strongly recommends that any regulatory improvement legislation
include provisions for:

« a process of external, independent scientific peer review;



212

» the establishment of rigorous risk assessment principles to provide
guidance for incorporating scientific information, modifying default
assumptions, and communicating the complete risk characterization
of the hazard and risk; and

¢ full and transparent characterizations of health and environmental
risks.

AIHC appreciates the opportunity to submit this statement for the hearing

record. We would be happy to address any questions raised by this statement.
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FUNDAMENTAL SCIENTIFIC PEER REVIEW PRINCIPLES
June 1995

The head of each respective federal agency or a designate should be accountable for the
implementation and quality of peer review.

The President ora designate should be responsible for implementing and ensuring consistency
of peer review principles across federal agencies.

A quality peer review will contain the following elements:

¢ critical evaluation of all scientific aspects of the risk assessment, including methodologies,
exposure factors and scenarios, and the risk characterization;

+ interpretation of scientific conclusions in the context of accepted biological principles;
+ adequacy of scientific support for the proposed regulatory or policy decision; and
+ adetermination concerning whether the risk assessment supports not only a credible

interpretation of what is known, but also a credible interpretation of the hazard and risk that is
predicted.

A flexible process should be developed that allows for a level of peer review commensurate
with the importance of the issue.

The highest priority in selecting individual peer reviewers should be given to scientific
expertise.

No expert candidate for a peer review panel should be excluded from consideration on the basis
of affiliation.

Peer review panels should be composed of experts independent of and external to the agency
that prepared the work product to be reviewed.

The panel should include a balance of experts.

The response to peer review comments by the federal agency should be in writing, and should
address all views and opinions of the peer review panel.

American Industriai Heaith Council
Suite 760

2001 Pennsylvania Avenue, NW
Washington, DC 20006-1850

Phone: (202) 833-2131

Fax: (202) 833-2201
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American Industrial Health Council

Advances in

Risk Characterization

November 1995
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ADVANCES IN
RISK CHARACTERIZATION

Introduction

Concerns about the possible risks associated with industrial activities
lead decision makers to seek ways to understand and quantify risks, as
well as to evaluate strategies which may reduce human and ecological
risks. Risk assessments have been used by decision makers to support
a range of risk management decisions regarding industrial activities,
including:

o establishing regulatory standards for a chemical or process
technology

e setting ambient and/or occupational exposure standards

« selecting raw materials, products, or process technologies

» establishing cleanup standards for contaminated areas

The most useful risk assessments are those based on site-, source-,
and/or situation-specific data. However, risk assessments often rely on
limited information. Some degree of variability and uncertainty is
inherent in all risk assessments, making complete characterization of risk
and subsequent risk management decisions more challenging. Risk
assessors and risk managers alike use the risk characterization process
as a bridge to link science and policy.

The American Industrial Health Councit (AIHC) continues to work toward
improving the risk characterization process. In 1991, AIHC co-sponsored
a workshop to increase awareness of the importance of risk
characterization as a link in the overall risk assessment and risk
management process, and to develop suggestions and
recommendations for its improvement. AIHC published a summary of
the workshop in 1992 entitied Improving Risk Characterization®. Since
then, further advancements have been made in risk characterization.
This summary addresses the significance of and recent improvements in
the risk characterization process.
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Defining Risk Characterization

In 1983, the National Research Council (NRC) described risk
assessment as a four-step process: hazard identification, dose-

Risk characterization is the
interactive process of
extracting and integrating
decision-relevant information
from hazard, dose-response,

and exposure evaluations and
rendering it comprehensible to

a diversity of users.

American Industrial
Health Councit’

response evaluation,
exposure assessment, and
risk characterization. The
NRC defined risk
characterization as "the
process of estimating the
incidence of a health effect
under various conditions of
human exposure" 2.
AIHC’s Improving Risk
Characterization refined
this definition of risk
characterization as "the
interactive process of
extracting and integrating
decision-relevant
information from hazard,

dose-response, and exposure evaluations and rendering it

comprehensible to a diversity of users

. The 1992 workshop also

prompted AIMC to develop guiding principles for risk characterization ®.
In 1995, the U.S. Environmental Protection Agency (EPA) issued a

policy statement and guidance
for risk characterization which
used a similar definition and
adopted a similar set of
guiding principles. The policy
stated that “risk charac-
terization integrates infor-
mation from the preceding
components of the risk
assessment and synthesizes
an overall conclusion about
risk that is complete,
informative, and useful for
decision makers™ 4.

2 American [ndustrial Health Council

Risk characterization
integrates inforrmation from
the preceding components
of the risk assessment and
synthesizes an overall
conclusion about risk that is
complete, informative, and
useful for decision makers.

U.8. Environmental
Protection Agency *




Risk
Characterization
Principles

General principles for
performing risk
characterization have been
identified by AIHC ® and
EPA *. General guidance for
implementing these
principles has also been
developed *5. The following
sections provide brief
discussions of the
fundamental principles, their
implications, and
implementation. AIHC
believes that following these
principles will result in
improved risk
characterization and more
informed risk management
decisions.

Iterative Process

In its 1994 review of the use
of science and judgment in
risk assessments for
hazardous air pollutants, the
NRC advocated an iterative
approach to risk assessment
starting with a screening
analysis and progressing to
more comprehensive
assessments as

warranted ®. Using an
iterative process, risk
assessors can determine the
adequacy of the information
at any stage and decide
whether another iteration of

217

AIHC Risk Characterization
Guiding Principles

e Risk characterization is an
iterative process designed to
be interactive with end-users.

e Any quantitative description of
risk, exposure, potency, or
other risk elements should be
expressed as a range.

» Risk characterization should
include a summary of the key
issues and conclusions of each
component of the risk
assessment.

« Risk characterizations should
include a discussion of
ongoing, planned, or
potentially useful research.

¢ Risk characterization should
be consistent but recognize
the unique characteristics of
each specific situation.

e Risk characterization should
include, at least in a qualitative
sense, a discussion of how a
specific risk and its context
compares with other health
risks.

o Risk characterization should
always accompany any
presentations of risk
management decisions and/or
recommended actions.

¢ Risk characterization should
function as a means by which
societal considerations can be
integrated with technical risk
information.
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the analysis is required. The NRC suggested that iterations should be
made until "(1) the risk is below the applicable decision-making level,
(2) further improvements in the scientific knowledge would not
significantly change the risk estimate, or (3) ... the stakes are not high

enough to warrant further
analysis” ®. The basic
concept underlying the
iterative approach is that
uncertainty in the risk
assessment decreases as
the comprehensiveness of
the risk assessment
increases. This may seem
counterintuitive since the
quantitative results
presented for a screening
analysis might be point
estimates of risk, while
those for a more
comprehensive analysis
might be distributions of
risk. However, these
different presentations
simply change the
representation of
uncertainty, not the actual
uncertainty in the risk.
Uncertainties about risks
can be reduced only by
obtaining better information.

Using an iterative approach,
risk assessors can identify
key uncertainties. In turn,
the iterative approach
encourages the pursuit of
targeted research, providing
a much needed incentive
for building a base of strong
scientific information. This
incentive can be sustained,

Distinguishing Variability
and Uncertainty

Variability: knowledge of
heterogeneity in a well-
characterized population,
usually not reducible through
further measurement or study

Uncertainty: ignorance about a
poorly-characterized
phenomenon.or model,
sometimes reducible through
further measurement or study

Reference 7

Categories of Uncertainty
Model uncertainty: error from

the use of simple scientific
models to represent reality

Measurement uncertainty: error
associated with scientific
measuremenis

Data gap uncertainty: error
associated with the reliance
on estimates or assumptions
in the absence of the desired
information -

References 8,9

however, only if the information is used by risk managers to make better
and more efficient decisions. Challenges associated with implementing
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an iterative approach include clearly defining the interaction between
the risk assessor and risk manager and developing criteria for judging
the adequacy of an analysis.

Full Characterization of Quantitative Risk Estimates

Quantitative risk assessments which present only point estimates of
risk do not fully convey the range of information available, and do not
adequately deal with variability and uncertainty °. To fully characterize
risks, information on the range of exposures for multiple risk descriptors
(e.g., central tendency or high end of individual risk, population risk, risk
within or to identifiable subpopulations) should be presented with an
emphasis on distinguishing between variability and uncertainty . The
NRC succinctly explained the fundamental differences between
variability and uncertainty as follows ©:

Uncertainty forces decision makers to judge how
probable it is that risks will be overestimated or
underestimated for every member of the exposed
population, whereas variability forces them to cope with
the certainty that different individuals will be subjected to
risks both above and below any reference point one
chooses.

Comprehensive risk characterizations should include multiple sets of
results for different types of models and/or different risk descriptors,
ranges and confidence intervals, as well as (or, preferably, instead of)
point estimates of risk.
Implementing this principle
requires that variability and

Only through a full uncertainty be identified in risk
characterization of risks models from start to finish.

can point estimates be

placed into an appropriate Only through a full

quantitative context. characterization of risks can point

estimates be placed into an
appropriate quantitative context.
For cancer risk assessments, the
NRC suggests placing point estimates in context by thinking of risk in
the following way: "We are Y% certain that the risk is no more than X
to Z% of the population,” where X, Y, and Z are, respectively, the point
estimate of risk, the level of confidence that the risk is no higher than
the point estimate, and the percent of the population to which the point

American Industrial Health Council D
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Characterizing Quantitative Risk Estimates

Decision problem

Suppose you (a risk manager) have to decide whether to invest $1,000
and receive an uncertain return on the investment (V). Different risk
assessors provide you with their risk characterizations for V.

Information

* Risk Assessor A tells you a "plausible upper bound" for V is $413,000,
which corresponds to the upper 95th percentile. It is unlikely V will
exceed the estimate of $413,000, and it is very likely to be lower.

» Risk Assessor B suggests that a "best estimate” is more relevant for
decision-making purposes, and informs you that if you invest, you have
a 50-50 chance of getting a V value above $130.

* Risk Assessor C informs you the investment could lead to a very large
pay-off, and tells you that the expected value of V is over $13,000,000.
* Risk Assessor D feels unable to predict V with any reliability. He
offers "reasonable certainty" that V will be between $0.04 and $413,000,
but is unwilling to offer advice about which, if either, end of the range is
more likely.

» Risk Assessor E shows you the distribution of V which places all of the
previous information into context, and asserts that if you can understand
the uncertainty, you are better prepared to deal with it.

>$13,000,000
_E‘ 1.0 - 95th percentile
B 09 1
@ 0.8 T+ $413,000
L 07 +
e o "W $1000 (broak-even)
o 0.6 T medan
0.5 $130

Q
2 04 T
® 03 T+
3 02 + $0.04
E o1 + 5th percentle My
3 . > . . L . : ; . s : ,
O 0.0 t ¥ + t t + t t + t + —

504 -3 2 -1 0 1 2 3 4 5 6 7 8

V (Log base 10)
Realization

Any single point estimate (risk assessors A, B, and C) or qualitative
information (risk assessor D) alone is insufficient and misleading. Risk
managers must ask the questions: How does this point estimate fall
into the full spectrum of risk? Should | ask for more information?
(Adapted from reference 10)

6 American Industrial Health Council



221

estimate applies for a variable population °. The resuits of non-cancer
risk assessments are typically estimates of the /ikelihood of risk using a
hazard index, and not an actual measure of risk ®; consequently, careful
consideration should be given to an explanation of what is being
quantitatively characterized.

Techniques also exist for exploring the significance of key inputs and
uncertainties, as well as the value of improved information (e.g.,
sensitivity analyses, decision analyses, and/or information analyses).
Research continues to provide new insight about developing
distributions, analytically dealing with variability and uncertainty in risk
models, and incorporating expert judgment.

Qualitative Discussion

Every risk assessment contains variability and uncertainty. To support
quantitative estimates of risk, it is critical to provide qualitative
information to explain and justify assumptions and methodologies. Risk
characterizations should explain key assumptions (including default
assumptions mandated by policy), uncertainties, and conclusions in the
other parts of the risk assessment. Risk characterization should also
discuss confidence in the methodologies used, the impact of alternative
choices, and the limitations of the analysis. Since independent risk
assessors can generate vastly different estimates for the same risk by
using different assumptions, risk estimates must be accompanied by a
list of assumptions on which they rely.

If applicable, the risk characterization should include a discussion about
ongoing or planned research that may influence the outcome of a given
risk assessment. Adequate justification and a detailed plan for how
additional data would be used must be presented before more research
is initiated.

Transparency and Clarity

Risk assessments require transparency and clarity. In particular, the
risk characterization should distinguish between assumptions based on
science and assumptions based on policy judgments. The risk
characterization should be explicit about the basis for choices and how
these choices affect the results. In order for risk characterizations to be
transparent and clear, they should specify and describe all scientific
and policy assumptions (including the use of default values and
methods). As part of the risk characterization, risk assessors should
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examine all relevant information and address issues of conflicting data
and judgments. Transparency and clarity in the risk characterization
will help the risk manager determine whether there is adequate
information, as well as help the risk manager choose between
alternative risk management options.

Simple, Consistent Terminology

Risk characterization language should be consistent and simple to
minimize miscommunication between risk assessors, risk managers,
and end-users. Broad use of consistent terminology should
accommodate the unique characteristics of specific risk assessment
scenarios. Use of standard terminology will also facilitate comparisons
of different risks, meaningful evaluation of risk-risk trade-offs, and the
distinction between risk communication and risk characterization.

Comparisons to Other Risks

Risk characterization should place risks into context and include a
qualitative discussion of how a specific risk compares with other health
or ecological risks. Familiar points of reference should be included to
provide context for the risk manager and the public as they review the
results of the risk assessment.

Comparing risks is difficult. It is an approach that should be used
cautiously. Risk assessors and risk managers can identify the
strengths and limitations of comparing risks by considering the following
questions:

« How should variability and uncertainty be dealt with in risk
comparisons, and which risk descriptors should be compared?

« \What are the limitations of comparisons being made?

e Are the scope and degree of analysis for different risk assessments
comparable?

Risk Characterization: A Bridge to Informed Decision
Making

Risk characterization should serve as the vehicle by which risk
assessors convey scientific information and assumptions to risk

8 American Industrial Health Council
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managers. In turn, risk characterizations should always accompany
any presentations of risk management decisions and recommended
actions. The risk characterization process can:

s improve risk management decision making and provide insight
relevant to potential decisions

« give an integrated view of the scientific evidence

o identify key assumptions, the reason for their use, and the extent of

scientific consensus about those assumptions

+ identify the effect of reasonable alternative assumptions on
conclusions and estimates

« outline specific ongoing or planned research projects that may
reduce uncertainty in the risk estimate

e provide a statement of confidence in the risk assessment and its
components

« facilitate effective risk communication

« function as a means by which societal considerations can be
integrated with technical risk information

What's Next?
As of this writing, a number of important, ongoing activities could
influence the scope, process, and application of risk characterization in

the future. These activities include the following:

¢ Report from the NRC Committee on Risk Characterization

The NRC Committee, formed in 1984, was charged with evaluating

current risk characterization efforts and recommending
improvements. The NRC Committee is expected to release its
report in 1996.

» Risk Legislation in the 104th Congress
While EPA is committed to improving risk characterization via its

internal policy and guidance *, no statutory requirement exists for
implementing the policy. In the 104th Congress, a number of
regulatory reform bills have been introduced which would require
risk characterization as part of all risk assessments. To date, the
outcome of this proposed legislation is unclear.

American Industrial Health Council 9
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« Implementation of EPA Risk Characterization Guidance

Completion of EPA case studies aimed at developing outlines of
questions to be addressed in risk characterizations, as well as
iteration of EPA guidance and devotion of resources to address key
outstanding issues, will contribute significantly to advances in risk
characterization in the future.

AIHC continues to support and participate in initiatives that advance risk
characterization, and invites collaboration with other organizations
interested in improving risk assessment, risk characterization, and risk
management decision making. The Council believes that improving the
risk characterization process will be a mechanism for identifying,
exploring, and resolving scientific uncertainties and disagreements.
Improvements will also empower the risk manager to make better
decisions with more complete information, identify areas for additional
research, and strengthen the use of risk assessment as a risk
management tool.

10 American Industrial Health Council
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THE ROLE OF TOXICITY DEFAULT ASSUMPTIONS
IN RISK ASSESSMENT

This brochure provides a brief overview of the role of toxicity
default assumptions in risk assessment, summarizes the major
toxicity default assumptions used by regulatory agencies for
human health risk assessment, discusses how data are or may
be used in place of defaults, and outlines AIHC's position on the
use of toxicity defaults in risk assessment.

Contents

o What Is a Toxicity Default Assumption?

« Background

« The Scientific Basis for Common Toxicity Defaults
¢ Toxicity Defaults Versus Real Data
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What Is a Toxicity Default Assumption?

When specific data on the toxicity of a substance in humans are
not available, default assumptions are typically used to predict
potential human health effects by modifing existing animal
toxicity data. Assumptions are made about the mechanism of
action of the substance, its rate and mode of metabolism and
excretion, and its distribution and impact on various organs and
tissues. These assumptions are termed “toxicity defaults” and
are commonly used in risk assessments conducted by or for
regulatory agencies in the United States.

Toxicity defaults are used when data about a specific

toxicological event are unavailable or uncertain (e.g., whether
humans respond like animals). Established by government
regulatory agencies, defaults combine general scientific concepts
about the event in question with policy judgments on the

accepted degree of conservatism for ——————
dealing with uncertainties in toxicity - )

datg. A; a result, toxicity _defaults T%Zé%?eefoigsszgfily
typically integrate both science and and policy.

policy. Not surprisingly, the “policy”

portion of the default reflects the ——
experience, judgment, and objectives of the federal or state
regulatory authority making the determination. Thus, different
regulatory agencies may use different toxicity defaults. For
example, the toxicity defaults used to develop safe levels of
exposure for workers (healthy adults) and the general population
(including the young, elderly, and infirm) may differ.

Toxicity defaults are not intended to be applied universally in all
risk assessments, nor are they intended to be binding or rigid.
They are generic assumptions that “fill in the gap” when essential
information is missing.

2  American Industrial Health Council
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Background

Federal agencies began to systematically conduct risk
assessments in the 1970s. In 1976, the US Environmental
Protection Agency (EPA) issued interim guidelines for
conducting risk assessments on suspected carcinogens
(EPA 1976). EPA subsequently published updates to its
original guidelines in 1986 (EPA 1986) and proposed
additional revisions in 1996 (EPA 19986). In each version,
the Agency provided general guidance on the
recommended use and application of toxicity defaults.

Prior to the release of EPA’s first and second updates to
its carcinogen risk assessment guidelines, the National
Research Council (NRC) evaluated the risk assessment
process in the federal government (NRC 1983). In 1994,
the NRC released a comprehensive report that further
described the evolving process of risk assessment (NRC
1994). In both NRC reports, toxicity defaults are
considered necessary elements of a risk assessment when
scientific data of adequate quality are missing.

Defaults generated in the mid-1970s were based on the
most current scientific information available. Since that
time, significant scientific advances have occurred which
justify revisiting the scientific data underlying the use of
certain default assumptions. Despite these advances,
outdated toxicity defaults are still routinely applied in risk
assessments.

American Industrial Health Council
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The Scientific Basis
for Common Toxicity Defaults

Several toxicity defaults commonly appear in human health

risk assessments. This Section provides @  s———————
brief perspective on the science underlying Toxicity defaults
eight of these toxicity default assumptions. are not intended to
Most of the following assumptions appear as  pe binding or rigid.
standard defaults in EPA risk assessments.

Unfortunately, the scientific basis for many of M
these has never been clearly defined by the Agency. The

NRC (1994) called attention to this omission and encouraged

EPA to disclose the scientific basis for the default

assumptions it uses in human health risk assessments.

e Test animals are appropriate models for
humans. This assumption forms the basis for
conducting toxicity studies in animals (Klaassen
and Eaton 1993). While the principle that test
animals are appropriate models for humans is
generally valid, there are significant exceptions.
Studies show that some animal tumor
responses do not occur in humans.

+ High-dose exposures in animals accurately
predict potential adverse effects at lower doses
in humans. Although widely accepted in years
past, particularly in cancer testing and research,
recent research challenges this assumption.
Differences in metabolism, physiology, and
many other factors change the way animals and
humans react at different doses.
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The most sensitive sex, strain, species, and site of
action are proper bases for risk assessment. When
relevant data in humans are lacking, animal data from
the most sensitive species, sex, strain, and site are
substituted. This default assumption is adopted as
policy because it assumes that humans are as
sensitive as the most sensitive species tested (EPA
1986). However, available data indicate that certain
species are not always appropriate models of the
human response because of differences in body
chemistry and physiology.

The most sensitive response is used as the basis for
risk assessments. The effects observed in
experimental animal studies are assumed to be
relevant to, and predictive of, effects occurring in
humans. Thus, in order to be protective of human
health, data on the most sensitive endpoint are
selected for use in risk assessments. The validity of
this default, however, is increasingly being questioned
as technology allows the detection of more subtle
responses. As research continues to elucidate these
new responses, the term “toxicity” may lose its
historical meaning. Subtle responses may be viewed
not as toxic effects, but as biological perturbations
that may or may not be predictive of toxic effects.

Doses from animal toxicity tests can be scaled to
equivalent human doses based on body weight.
Because most toxicology studies are conducted in
small laboratory animals, a procedure for converting
animal doses to equivalent human doses is
necessary. This procedure is called allometric scaling.
Recently, EPA and FDA adopted a consistent
approach which adjusts doses based on metabolism,
a factor assumed to be related to body weight. Still,
this scaling method generally assumes that humans
are more sensitive than test animals.
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+ Risks for long-term exposure can be determined
from short-term studies by assuming_that toxic
effects are a constant product of dose and
exposure duration (CxT). This default assumes
that responses to chemical exposures are related
mathematically to the amount and duration of
exposure. For example, one year of exposure to
a dose of a chemical is assumed to produce the
same effect as half the dose given for two years.
However, thresholds exist below which no
adverse responses occur. Low concentrations of
some chemicals can be removed by the body
without incident. This CxT assumption is
frequently applied in studies of human
populations (i.e., epidemiology), leading to
inaccurate and overly conservative estimates of
acceptable exposure levels. Consequently, CxT
adjustments may conservatively, and often
erroneously, estimate acceptable or safe dose
levels that are dramatically below the threshold
dose.

e Factors of up to 10 account for individual sources
of uncertainty. Acceptable daily human exposure
limits for toxic effects other than cancer are
customarily derived by dividing the dose level in
animals at which no adverse effects occur by
factors of 10. The basis for these factors varies.
When combined, these uncertainty factors may
range from 10 to as much as 10,000 or more. In
cases where very little or no data are available,
regulatory agencies may rely upon two or more of
the following factors: a factor of 10 to account for
sensitive human populations, a factor of 10 to
account for extrapolation from animals to humans,
and a factor of 10 to account for toxicity from long-
term exposures when only short-term studies in
animals are available. Such factors account for
uncertainties associated with applying each of the
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already conservative assumptions discussed.
Recently available data suggest, however, that
factors less than 10 are in many cases more
appropriate (Naumann and Weideman 1995). In
addition, improved statistical procedures exist to
account for uncertainty (e.g., probability
techniques for combining uncertainties), thus
allowing some defaults to be replaced (Dourson et
al. 1996).

e Atlow doses, dose-response curves are linear for
carcinogenicity. EPA has used a mathematical
procedure called the linearized multistage model
as the default carcinogenicity model for many
years. The model estimates responses at
exposures that are too low to be tested in the
laboratory. The primary default assumption in the
model is the theory that a single molecule of a
chemical can alter DNA and induce cancer. That
is, there is no threshold for the effect. At the time
EPA adopted this default option, little was known
about the mechanisms of carcinogenesis. In
recent years, however, scientists have extensively
studied the cancer process and have found that
threshold levels below which cancer does not
occur do sometimes exist. In addition,
researchers have identified other mechanisms that
do not involve direct interaction with DNA (Clayson
and Iverson 1996). Using new information, risk
assessors can replace the low-dose linear model
with biologically based or case-specific models
(Frederick 1993; Sielken et al. 1995).

*

Available scientific data should be incorporated info risk
assessments before applying toxicity default assumptions.

*

American Industrial Health Council 7
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Toxicity Defaults Versus Real Data

Toxicity defaults were originally intended to bring consistency,
technical quality, and necessary conservatism to the risk
assessment process in the absence of data. In the 1970s,

defaults reflected currently available S

scientific concepts. However, o
p Toxicity defaults should serve

scientific knowledge about w Ly i
toxicology and risk assessment has as “interim guides” providing
9 bridges for gaps in scientific

increased tremendously over the understanding until adequate
past twenty years. Given this data are collected.
increased understanding, scientists

now question the validity of many ———
toxicity defaults and, more importantly, their use when data are
available. Although government agencies have encouraged the
use of data in place of toxicity defaults in policy statements, in
practice, these data are infrequently used. Defaults continue to
be routinely applied.

In recent years, EPA reevaluated specific cases where toxicity
defaults were not applicable in human risk assessments. The
following example demonstrates how one such reevaluation
resulted in a departure from a specific default leading to more
accurate risk assessments.

In 1991, a Technical Panel of EPA’s Risk Assessment Forum
released a report discussing the relevance of specific kidney
tumors observed in male rats to humans (EPA 1991).
Experimental studies demonstrated that some chemicals induce
kidney tumors in male rats via a mechanism involving the
accumulation of the protein alpha,,-globulin in the male rat
kidney. This accumulation initiates a series of events that
ultimately leads to the development of kidney tumors. However,
the development of these tumors is both sex- and species-
specific. Female rats and other experimental animals exposed
to the same chemicals at the same doses do not develop these
particular tumors. Because humans do not respond like male
rats in the development of kidney tumors via this mechanism,
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EPA concluded that (1) such tumors are not relevant to human
heatlth risk assessments, and (2) they should be distinguished
from kidney tumors induced by other mechanisms. In 1997,
the Presidential/Congressional Commission on Risk
Assessment and Risk Management reiterated the conclusions
of the Technical Panel.

Conclusions

Toxicity defaults will and should continue to be an integral part
of the risk assessment process. Although scientific research
continues to shed light on uncertainties and data gaps, it will
be some time before observations from animal toxicology
studies can be objectively evaluated and completely
understood in terms of their human relevance without reliance
on defaults. Nevertheless, to provide the most realistic and
relevant risk assessments, efforts to better incorporate
scientific information are crucial.

Toxicity defaults should serve as “interim guides” providing
bridges for gaps in scientific understanding until adequate
data are collected. Toxicity defaults currently used in risk
assessments are based on scientific concepts that are over
twenty years old. Yet, information is available in many cases
that justifies replacing toxicity defaults with sound scientific
data. Full use of available scientific information will advance
the development of risk assessments that accurately reflect
the current state of the science and yield more accurate and
realistic risk values.

Public health protection is best served by encouraging the
development and application of new scientific data for
regulatory purposes. AIHC urges risk assessors and risk
managers to examine and incorporate available scientific data
into risk assessments before applying toxicity default
assumptions.

American Industrial Health Council
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AIHC’s Position on the
Use of Toxicity Default Assumptions

The American Industrial Health Council (AIHC) recognizes
the need for toxicity defaults in risk assessment and fully
supports their use under appropriate circumstances.
However, the Council is concerned that toxicity defauits are
being used differently than originally intended. Rather than
using toxicity defaults for screening purposes or to provide
conservative estimates of risk in the absence of data,
defaults are often applied without regard for existing data
that may support a different approach or a change in
magnitude of a default. '

Toxicity defaults remain a necessary component of the risk
assessment process. After careful study, AIHC concludes
that toxicity default assumptions are an important risk
assessment tool but should not be routinely applied when
scientific data of adequate quality are available.

The following principles were developed by AIHC to guide
risk assessors in re-thinking the current procedure for
employing default assumptions in risk assessment. AIHC
believes that these principles will result in more scientifically
valid risk assessments. In a step-wise fashion, risk
assessors should:

¢ Incorporate all available and applicable
scientific data and models.

e Rely on expert consensus when data are limited but
valuable inferences can be drawn.

» Employ defaults only when applicable data are either
unavailable or of such guestionable value that expert
consensus dictates against their use.

10  American Industrial Health Council
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‘Council of State Governments
International City/County Managers Association
National Association of Counties
National Conference of State Legislatures
National Governors® Association
National League of Cities
U.S. Conference of Mayors

April 21, 1999

The Honorable Fred Thompson The Honorable Carl Levin
U.S. Senate U.S. Senate

Dirksen Senate Office Building Dirksen Senate Office Building
Room 523 Room 523

Washington, D.C. 20510 Washingtan, D.C. 20510

Dear Senators:

We are writing on behalf of the nation’s govemoars, state legislators, and local elected officials to
support the Regulatory Improvement Act (8. 746). The proposed bipartisan legislation would greatly
assist state and local governments in assessing the costs and benefits of major regulations. This bill
would lead to improved quality of federal regulatory programs and rules, increase federal government
accountability, and encourage open communication among federal agencies, state and local
govemnments, the public, and Congress regarding federal regulatory priorities.

The Regulatory Improvement Act could also clarify the intent of the 1995 Unfunded Mandates Reform Act
(UMRA) by requiring agencies to develop an effective process for local input into the development of
regulatory proposals and prevent regulatory proposals that contain significant unfunded federal mandates.
This legislation builds on executive order 12866 by codifying many of its provisions. The analyses and
assessments included in your legislation are essential for ensuring that government resources are utilized to
produce maximum benefits for consumers and those who are regulated.

Enactment of the Regulatory Improvement Act and the Regulatory Right to Know Act are part of a larger
federalism agenda that the state and local government associations are working towards this year. We
applaud your efforts to encourage greater accountability with regard to the burden of costly federal
regulations on state and local governments. The changes proposed would, we believe, benefit all of our
taxpayers and constituents. We look forward to working with you in securing enactment of this legislation.
Sincerely,

om b ofee g

Governor Thomas R. Carper Representative Dan Blue
Stat.e of Delaware North Carolina State House of Representatives
Chairman, National Governors’ Association President, National Conference of State Legislatures
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President, Council of State Governments President, National Assogiation of Counties

Mayor Clarence A. Anthony Mayor Deedee Corradini

South Bay, Florida Sait Lake City. Utah

President, Narional League of Cities President, The U.S. Conference of Mayors
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Bryce Start, City Manager

City of Winston-Salem

President, International City/County
Management Association
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April 16, 1999

The Honorable Fred Thompson

Chairman, Committee on Governmental Affairs
United States Senate

Washington, DC 20510 - 6250

Dear Mr. Chairman:

The Environmental Council of the States (ECOS) joins you in
supporting requirements for cost benefit analysis a1d risk assessment in the
development and promulgation of major rules. ECOS is the national non-
partisan, non-profit association of state and territorial environmental
corumissioners.

We support the consideration of cost benefit analysis, because 1o do
otherwise is to risk mis-application of limited resources. We support risk
analysis because to do otherwise is to attack the wrong problems. Expanding
the participation of state and local government officials in the development of
national environmental requirements can only strengthen the final products.

The unanimity of support you have obtained from the National
Governors’ Association, the National League of Ciiies, the Council of State
Governments, the National Conference of State Legislatures, the U. 8.
Conference of Mayors and the National Association: of Counties demonstrates
how important this issue is to elected officials. [ hasten to assure you that it is
equally important to those appointed officials who carry out the day-to-day
management of the states environmental programs.

Sincerely,

Rus u.d»_@_

Robert W. Vamey
Commissioner
New Hampshire Department of Environraental Services
President, Environmentat Council of the States
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April 29, 1999

Honorable Fred Thompson, Chairman

Honorable Joseph Lieberman, Ranking Member

Senate Governmental Affairs Committee

Washington, D.C. 20510

Dear Senators Thompson and Lieberman:

Attached is a response to John D. Graham's April 21, 1999, testimony before your committee on
S. 746, the "Regulatory Improvement Act of 1999." I would like to request that it be included in
the record.

Sincerely,

20N

Joan B. Claybrook
President

attachment

Ralph Nader, Foundec
215 Pennsylvania Ave SE » Washington, DC 20003 « (202) 546-4996 « www.citizen.org it @ Fories oo ecycied Paper
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Response to John D. Graham Testimony on Auto Safety and Fuel Economy

In his April 21, 1999 testimony before the Senate Governmental Affairs Committee on S. 746,
John D. Graham provided an inaccurate and incomplete account of the National Highway and
Traffic Safety Administration's rulemaking on passenger airbags and on fuel economy standards.

This account was the basis for Mr. Graham's conclusion that "each of these regulatory decisions
and subsequent actions by Congress might have been quite different if the agency had performed
the kinds of analyses envisioned in S. 746." Testimony of John D. Graham, p. 7.

To correct the record on NHTSA's passenger airbag rulemaking:

1. Automakers greed, not NHTSA standards, are responsible for installation of
airbags that endangered children

NHTSA’s occupant protection standard 208 which took effect in 1988 permitted
manufacturers to install airbags or other passive restraints to meet the compliance
requirements. It established injury performance standards that must be met, not design
standards that specify the types of systems, such as airbags or passive safety belts. Performance
standards set a benchmark and leave it up to the regulated companies to decide how to meet it.
Thus, until 1997 when the Congress (not the NHTSA) mandated installation of air bags,
manufacturers could use any type of compliant automatic restraint system.

The NHTSA standard requires that these restraints work effectively in crashes up to 30
mph into a solid barrier using an instrumented surrogate representing an average size male to
measure injury levels. If a manufacturer chose to install air bags, the standard did not require
air bags that deploy with a particular level of force, at a particular crash force threshold, or in a
particular way. Manufacturers were given great discretion. A number of manufacturers chose to
install air bags because they were most popular with the public, but at least some of them never
tested their air bags to measure the effectiveness with children or smaller adult dummies or other
surrogates as due care responsibilities obviously require. Nor did some conduct any tests at low
speeds impacts below 30 mph in which cheaper sensors can fail to immediately recognize the
severity of the crash and inflate the air bag late. Late deployment can result in air bags coming
in contact with occupants while they are inflating, causing harm. And manufacturers did not
immediately warn their customers about the dangers they knew to exist with the designs they
selected to sell. Almost all of the people who have been killed due to airbags have been
children or small women who died in low speed crashes below 20 mph, a type of crash clearly
covered by the standard.
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2. Automakers knew about the danger to out-of-position children 25 years ago and
knew which air bag designs and technology to use to protect children - they just

didn’t use it

General Motors' first air bag design from 1974-76 had dual inflation capabilities precisely
to protect children. And they were successful. But until this year, manufacturers refused to use
this life saving element in their air bags. Furthermore, after the 1977 standard was issued
NHTSA took steps to ensure that manufacturers were fully informed about the best available
technology before the standard took effect. The agency contracted with several independent
airbag experts to review the standard and to recommend design features that would protect
children. Papers detailing the results and experts' recommendations were presented at
international conferences attended by all the manufacturers world wide, and sent to all major
manufacturers. General Motors, which had raised concerns about child safety in a notice to
NHTSA in October of 1979, withdrew that complaint in December 1979 due to widely available
information about technology and design options that resolved the problem. When the occupant
restraint standard was reissued by Secretary of Transportation Elizabeth Dole in 1984 (following
the 1983 Supreme Court decision), the Department specifically referenced concerns about out-of-
position children and the NHTSA’s extensive 1980 outside review and recommendations in the
final rulemaking document (which every manufacturer reads).

Unfortunately, only Honda, among all the manufacturers, adopted any of the primary
recommendations from the 1980 NHTSA review for the systems they started offering for sale
under the 1984 rule in the late 1980's and early 1990's. Honda installed a top-mounted vertically
deploying air bag that climbs up the windshield as it inflates, keeping it away from the occupants.
No manufacturer used the dual inflation system. However, after the adverse publicity about the
air bag deaths, a number of manufacturers started changing their designs. Many now install top
mounted vertically deploying systems, and the sensors are electronic and more adaptable.
Others are beginning to offer dual inflation systems. Most companies, now chastened from the
bruising public drubbing they have taken for their lousy air bag designs, have been working as
well on suppression systems, deep dish steering wheels and much more. And the Congress in
1998 decided that the discretion afforded manufacturers by NHTSA had been abused and
required the agency to issue a much more demanding standard to specifically test with small
adult and child dummies, which is now in progress.

Thus contrary to Mr. Graham's account, outside independent experts did review the
science behind the standard, and did make recommendations on design and technology to
maximize passenger safety. Their recommendations included dual inflation and top mounted
vertically inflating airbags, as well as other technological safety features ignored by the
manufacturers.

Nothing in S. 746 would have made airbags safer for children:

a. S. 746 asks agencies to give preference to "flexible regulatory options" - defined as
"regulatory options that permit flexibility to regulated persons in achieving the objective

2
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of the statute as addressed by the rulemaking, including regulatory options that use
market-based mechanisms, outcome oriented performance-based standards, or other
options that promote flexibility. [Section 621(6) emphasis added}. This is exactly what
NHTSA issued.

b. S. 746 forces agencies to give more consideration to industry compliance costs. The cost-
benefit analyses and net benefits determination required by Section 623 would have made
it harder for NHTSA to issue a more protective standard.

c. S. 746's peer review panels would not have provided any more rigorous or independent
review than the outside experts with which NHTSA contracted to review the standard and
make recommendations on the best available technology and designs to maximize
passenger safety. In fact, without any conflict of interest prohibitions, the peer review
panel in 8. 746 would be dominated by the regulated industry that would never have
made the bold recommendations given to NHTSA.

d. In brief: nothing in S. 746 would have made passenger airbags safer for children.

Auto safety regulations such as child safety seats, head impact protection, airbags and
lap/shoulder belt installation have saved hundreds of thousands of lives. Airbags have
already saved more than 4,000 lives and are expected to save about 3,000 lives each year
when all vehicles have them, in addition to preventing tens of thousands of injuries. The
automobile industry fought against NHTSA’s occupant restraint safety standard for 25
years beginning in 1970. Manufacturers chose cheaper designs for airbags that failed to
protect children not because the NHTSA standard required it, but in order to cut their
costs.

We agree with Mr. Graham that deaths and injuries of out-of-position children due to
airbags was a preventable tragedy. But the record clearly shows that responsibility for not
installing airbags that would have prevented these deaths rests squarely on the auto
manufacturers.

To correct the record on NHTSA'’s fuel economy rulemaking:

1. Fuel Economy Has Improved Through Better Technology, not a Reduction in
Safety

Since 1974, new car fuel economy has increased by 100% through the use of technology
without restricting consumer choice or reducing safety. Today consumers have far safer and
more fuel efficienct vehicles to chose from in all size classes. In 1994, we saved over 3.0 million
b/d of gasoline and 41,000 lives annually due respectively to CAFE and safety standards that
have doubled and fatality rates that have decreased by 50% since 1974.
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Technology enabled us to double CAFE from 1975 by 1985 and technology will enable
us to redouble CAFE. In 1975, cars had carburetors, 3-speed automatic transmissions and poor
aerodynamics. By 1985 cars had fuel injection, 4-speed automatic transmission, good
aerodynamics and more efficient engines. By 2005, cars will have electronically controiled 5-
speed automatic or continuously variable transmissions, tuned intake manifolds, sleeker
aerodynamics, lean burn engines with variable valve timing, reduced friction technology, and
some new engines. Increased use of strong, lightweight materials will increase fuel economy
themselves and will permit the use of smaller engines for further fuel economy gains.

2. CAFE Improvements Come From Technology Not Small Cars

When Congress passed the first fuel economy standards (CAFE) in 1975, the auto
industry said it would “outlaw full-size sedans and station wagons [Chrysler]”, “require all sub-
compact vehicles” and *“place hardships on Americans who want and need larger cars [Ford]”,
and “restrict availability of 5 and 6 passenger cars regardless of consumer needs [GM].”! These
1975 charges were nothing more than scare tactics. In fact CAFE doubled while large cars
stayed on the road. In 1975, 14.3% of the fleet was large cars; in 1994, 13.6% of the fleet is large
cars.

Of the 14.2 MPG gain in CAFE from 14 MPG in 1974 to 28.2 MPG in 1994, 12.4 MPG
or 87% results from technological improvements to passenger cars. The increase in CAFE due to
weight loss from 1974 was 1.6 MPG or 11.5% and this weight loss came out of very large cars,
not smaller cars.” Only 0.2 MPG or 1.4% of the improvement came from consumers buying

'Ford testified before Congress:

[T]his proposal would require a Ford product line consisting of either all sub-Pinto-sized
vehicles or some mix of vehicles ranging from a sub-sub-compact to perhaps a Maverick.
This would place definite hardships on the many Americans who legitimately want and
need larger cars to meet their personal requirements.

Chrysler predicted even more dire results:
In effect, this bill would outlaw a number of engine lines and car models, including most
full-size sedans and station wagons. It would restrict the industry to producing
subcompact-size cars-or even smaller ones.

General Motors echoed Chrysler’s predictions:
This legislation would have the effect of placing restrictions on the availability of 5 and 6
passenger cars--regardless of consumer needs or intended use of vehicle. It is not only an
unjustified interference with individual freedom, but an extreme and unusual way for a
free society to achieve its goals.

*GAO Report to Congressional Requesters, “Have Automobile Weight Reductions
Increased Highway Fatalities?”, October 1991, PEMD-92-1

4
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smaller cars. The virtual elimination of the mini-compact car which went from 11.4% of the
market in 1974 to 0.3% in 1994 shows that tighter CAFE standards do not necessitate small cars.

The 14.2 MPG improvement since 1974 is all the more remarkable because 2.8 MPG was
lost due to tuning engines for faster acceleration times between 1981 and 1994. If engine
performance improvements had been used for CAFE gains instead of faster acceleration, the
1994 CAFE would have been 31.0 MPG and a gain of 17.0 MPG with 15.2 MPG or 89% coming
from technological improvements.

3. Safety & CAFE Do not Conflict With Laws of Physics

For a given population of present cars, the laws of physics do not command a relationship
between CAFE and levels of safety. The safety of vehicles has been demonstrated to be easily
improved from current levels with significant weight reductions. Safety is related to structural
crashworthiness and occupant protection design technology, while fuel economy is related to
engine and transmission efficiency, power to weight ratio, acceleration performance, drag
coefficient, materials choice and vehicle packaging (whether an efficient design such as front
wheel drive is used).

By using advanced safety features, small cars can be made as safe or safer than large cars.
The laws of physics do not say small cars cannot be made safe; they just say good engineering
must be used to make any car safe. Indeed the safest cars ever built were small cars, the
Research Safety Vehicles built by the Department of Transportation in the late 1970's that used
advanced materials and design to make cars lighter while retaining their size and improving both
their fuel economy and safety. Many smaller cars today with airbags will outperform larger cars
without airbags in vehicle to vehicle crashes.

The basic principles for designing safe, fuel efficient cars was recognized by Dr. William
Haddon, the first head of the National Highway Traffic Safety Administration (then known as the
National Highway Safety Bureau) and later president of the Insurance Institute for Highway
Safety, when he said.

“Car size - not car weight - is a critical parameter in terms of occupant protection. Since
fuel economy is influenced much more by weight than by size, it should be possible to
make cars that are of adequate size to protect their occupants (and that have respectable
fuel economy as well) by increasing the use of lightweight materials. In this regard, it is
worth noting that many of the newer intermediate-size cars have substantially better fuel
economy than many of the smallest cars of only a few years ago. (Testimony of Dr.
William Haddon, Jr., president, Insurance Institute for Highway Safety, House Committee
on Science and Technology, November 1982.)”
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“For vehicles using the same roads these relationships suggest a crashworthiness design
concept for intervehicular crashes that regards increases in vehicle size as primarily
protective, and increases in vehicle weight as primarily hostile, indicating the desirability
of relatively sizeable but not heavy vehicles. (“Relationship Between Car Size, Car
Weight, and Crash Injuries in Car-to-Car Crashes,” William Haddon, B. O’Neill, H.
Joksch, IIHS, July 1974.)”

The laws of physics do say motorcycles, pedestrians and all other vehicle occupants
would be safer if very large cars were made lighter. The extra weight in large cars offers no
safety benefits to their occupants but makes these large vehicle more dangerous when they strike
other vehicles and people. By reducing the weight of present large cars while retaining their size,
the laws of physics say we will save lives, gasoline and the environment.

4. Light Truck Fuel Economy Can Be Improved Through Technology

The same technologies used to improve passenger car fuel economy have similar
applications in light trucks. Thus more efficient engines, technologies to reduce friction and
pumping losses, materials substitution, and better aerodynamics can all be used in trucks and
vans. Light truck and van fuel economy can be readily improved because more technology
remains to be used than in passenger cars. For example, multi-point fuel injection is used in
nearly 70% of the 1994 new car fleet but only 35% of the light truck and van fleet while multi-
valve engines were found in 45% of 1994 cars but only 4% of light trucks and vans. Some
technologies such as diesel engines may well have greater use in trucks than in cars due to
consumer experience with the technology.

‘When the Environmental Protection did its last assessment of best in class technology for
light trucks in 1990, it found that the top five trucks in each weight class had 20% better fuel
economy than the average truck yet had substantially the same performance in terms of top speed
and payload. The average fuel economy for the best five in class was 25.2 mpg versus 21.0 for
the average truck. If every truck today got the same fuel economy as the best truck in its weight
class in 1990, the average light truck CAFE would be 25.9 mpg. Note that best in class analysis
is based on no change in sales mix so whatever number of 8500 pound full-size pickups are sold
is fixed at that number with no mix shift.

Industry arguments that increased CAFE standards for light trucks will outlaw many large
trucks and vans are no more true today than were its arguments in 1975 that CAFE standards
would outlaw large cars and station wagons. CAFE standards made large cars better and more
fuel efficient. However, industry arguments made in the early 1970's to lift the excise tax on
light trucks on the grounds that they are used for the substantially the same purposes as cars and
should be treated the same as cars is more telling.?

*See e.g., Testimony of Franklin Kreml, President of American Automobile
Manufacturers Association, Hearings on Revenue Act of 1971 Before Sen. Finance Comm., 578
(Oct. 1971). “Increasingly, these light duty trucks are becoming a second car for an ever-growing
segment of the American population and compete directly with the passenger car.”

6
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5. NHTSA Has Produced Landmark Regulatory and Cost-Benefit Analyses and
Reports on the CAFE Program Showing Multiple Benefits for the Nation

Mr. Graham apparently is not aware of the numerous analysis prepared by NHTSA of the
CAFE standards beginning in 1976. The agency spent millions of dollars each year from 1976 to
1982 with the expert assistance of the Volpe Transportation Center preparing detailed analyses by
factory and component of company’s capability and cost to comply with various fuel economy
numbers (prior to issuance of the 1980-1985 standards in 1977 and in preparation for issuance of
LTV standards each year). In addition, in 1979, the agency conducted for the White House a
major review and reanalysis of the costs and benefits. Further, every year since 1978 the NHTSA
has prepared a fuel economy report to the Congress. In fact, NHTSA has been recognized for its
expert work and analyses in this area.

As to greater incentives to purchase fuel efficient vehicles, Mr. Graham is also off the
mark. The agency has no statutory authority to provide such incentives. However, the
Department of Transportation did prepare various sets of alternatives over the years for the
Congress to consider, including substantially increasing gas prices. This never occurred because
it is an unpopular idea with the public.

Finally, the value of the CAFE program goes far beyond the costs and benefits to car
drivers as the Department has documented on many occasions.

CAFE standards have advanced major national policies. These include enhanced national
security through reduced dependence on imported oil; significantly reduced fuel consumption
and lowered greenhouse gas emissions; improved U.S. balance of trade and balance of payments
resulting from reduced oil imports; reduced inflationary pressure; lessened dependence of the
U.S. economy on foreign petroleum supplies; reduced air pollution by decreasing evaporative
emissions; and stimulated substantial innovation in automotive design and production
technology. There can be little doubt that the CAFE standards, by decreasing demand for
petroleum, helped break OPEC’s ability to fix high oil prices in the 1980's.

Growth in the number of vehicles on the road from 133 million in 1975 when EPCA was
passed to 203 million today has outstripped gains in fuel efficiency (which have not been
increased since 1985 for cars and only a few mpg for LTV’s since 1980) so that the nation relies
more on imported oil than ever. When EPCA was passed in 1975, the US imported 6.5 million
b/d of oil out of 16.5 million used with cars and light trucks consuming 6.0 million b/d. By
1997, the US imported 9.2 million b/d to meet the demand of 17.3 million b/d with cars and light
trucks consuming 7.1 million b/d.
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Response By Professor John D. Graham to Comments Submitted by Ms. Joan Claybrook

Ms. Claybrook’s comments on my testimony merit serious consideration because of her
significant career of accomplishment in public service and consumer advocacy. At the same time, readers
should be aware that Ms. Claybrook was Administrator of the National Highway Traffic Safety
Administration from 1977 to 1980, a period when NHTSA made some very controversial decisions about
airbags and fuel economy issues. She is not a disinterested commentator about what happened during this
period of American history and thus I appreciate the opportunity to respond to her comments.

The Airbag Issue

Ms. Claybrook argues that NHTSA adopted a performance standard, subjected this standard to technical
evaluation, and allowed vehicle manufacturers to make the design choices. She acknowledges that airbags
have not performed as well as expected but attributes this outcome to poor (“greedy”) decision making on
the part of most vehicle manufacturers, She argues that if manufacturers had chosen her preferred airbag
designs (e.g., dual inflation capabilities and top-mounted placements) children would have been protected
from severe injury.

Complicating Facts

1. NHTSA’S 1980 RISK ASSESSMENT CONCERNING CHILDREN WAS ERRONEOUS, WAS
NEVER SUBJECTED TO THE INDEPENDENT PEER REVIEWED CALLED FOR IN 8. 746,
AND LAYED THE GROUNDWORK FOR UNSAFE REGULATORY POLICY.

In 1980 engineers from GM and Honda prepared risk assessments of the airbag that reached the same
conclusion: state-of-the-art passenger airbag designs are likely to pose a significant danger to children
seated in the front seat.' The leadership of NHTSA was skeptical of these claims and thus NHTSA
prepared its own risk assessment.> The authors of NHTSA’s assessment concluded in 1980: “The analysis
shows that, on balance, air bags will provide substantial crash protection to otherwise unrestrained children
and adults in crashes.”*

In a July 1980 report prepared for distribution to Congress and the public, NHTSA referred to GM’s
“theory” of harm to children as “somewhat speculative” and instead offered reassurance: “In conclusion,
there is not only a substantial net societal benefit from having air bags in passenger cars, but there is a net
benefit even for the specific class of occupants considered here — infants and small children in the front
seat.” * Tt is important to recognize that this claim was not restricted to any particular type of passenger
airbag design but was a general claim about passenger airbag technology under consideration in 1980.
NHTSA went on to say that “Those benefits will be further enhanced by the special attention that the

! F Montalvo, RW Bryant, HI Mertz, “ Possible Positions and Posture of Unrestrained Front Seat Children
at Instant of Collision,” Eighth International Technical Conference on Experimental Safety Vehicles,
Wolfsburg, Germany, NHTSA, U.S. DOT, 1980, pp. 336-341. H Takeda, S Kobayshi, “Injuries to Children

From Airbag Deployment,” Eighth International Technical Conference on Experimental Safety Vehicles,
Wolfsburg, Germany, NHTSA, U.S. DOT, 1980, pp.325-332.

2 ID Graham, Auto Safety: Assessing America’s Performance, Praeger, Westport, CN, 1989.
3 R .J. Hitchcock, CE Nash, “Protection of Children and Adults in Crashes of Cars with Automatic

Restraints,” Eighth International Technical Conference On Experimental Safety Vehicles, Wolfsburg,
Germany, NHTSA, U.S. DOT, 1980, pp. 317-325.

-*1.S. Department of Transportation, Automobile Occupant Crash Protection: Progress Report Number 3,
NHTSA, July 1980, p.75.
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automobile manufacturers are paying to the protection of small children in the design of these systems.”
Thus, features such as dual-inflation and vertical deployment were considered by NHTSA to be
refinements to what was already an effective safety device for children.

‘What we now know is that the 30 million passenger airbags sold to American motorists from 1990 to 1997
— designs similar to those analyzed by NHTSA in 1980 -- have caused a net increase in fatality risk to
children in the front seat.® There was no solid scientific basis for NHTSA’s reassuring claims, particularly
the ill-founded notion that many unrestrained infants and small children would be saved by passenger
airbags. NHTSA made these erroneous claims about passenger airbags at international technical meetings
where the papers presented are not peer reviewed for technical quality prior to presentation or publication,
as is typical at peer-reviewed journals such as the New England Journal of Medicine or the Journal of the
American Medical Association. More importantly, NHTSA never subjected its risk assessment of airbags
and child safety to the procedures for independent peer review that are layed out in S. 746 and that are
typical in some regulatory programs at the Food and Drug Administration and the Environmental
Protection Agency.”

Ms. Claybrook oversimplifies the technical challenge of protecting unrestrained children by suggesting that
dual-inflation systems or top-mounted systems would have protected children. For example, the first-stage
deployment in a dual-stage system would be less forceful in lower-speed collisions but the injuries to
children might still be quite severe if the child’s head or neck is within an inch of the airbag housing when
the bag deploys — as can be expected to occur when pre-crash braking causes unrestrained children to be
thrown forward near the airbag housing prior to deployment. Even vertically-deploying airbags can harm
children if the child’s head is hovering over the top of the instrument panel prior to deployment.

Vehicle manufacturers such as Ford recognize that dual-inflation systems and vertical deployment are not a
panacea for the risks to children and are now choosing to supplement dual-staged inflation with advanced
technology that will stop airbag deployment entirely if a small child is seated in the front seat (“suppression
technology™). Even these advanced technologies can be expected to have a residual error rate (e.g.,
confusing children and adults) and thus it is recommended that children sit in the rear seat whenever
possible.

By dismissing the real danger of airbags to children in 1980, NHTSA created a false sense of security about
the safety of children riding in the front seat of a vehicle with a passenger airbag and may have slowed the
development of suppression technologies. To its credit, NHTSA has reversed its position on these issues
and is now, twenty years later, acknowledging the gravity and complexity of the child safety issue and
collaborating with the private sector (insurers, suppliers, and vehicle manufacturers) in efforts to make sure
that children are restrained properly in the rear seat. A careful regulatory analysis, such as the one
mandated in S. 746, would have caused NHTSA to take a more scrious look at steps that could have been
taken proactively to protect children from airbag deployment.

2. NHTSA’S PERFORMANCE STANDARD WAS FLAWED BECAUSE IT REQUIRED
PROTECTION OF UNBELTED AND BELTED ADULT MALE DUMMIES WITHOUT
INCLUDING PERFORMANCE CRITERIA FOR CHILDREN AND SMALL-STATURED
ADULTS.

5 Ivid.

S E.R. Braver, SA Ferguson, MA Greene, AK Lund, “Reductions in Deaths in Frontal Crashes Among
Right Front Passengers in Vehicles Equipped With Passenger Airbags,” Journal of the American Medical
Association, Vol. 278 (17), 1997, pp. 1437 - 1439.

7 S. Jasanoff, The Fifth Branch: Science Advisors as Policymakers, Harvard University Press, Cambridge,
MA, 1991.
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The rationale for performance standards (as opposed to design standards) is that manufacturers should
retain the freedom to make choices among technologies that offer an equivalent level of protection to
motorists. By issuing a performance standard that required manufacturers to protect large unbelted and
belted males without protecting unbelted or belted children (or women), NHTSA encouraged
manufacturers to choose among a set of technologies that offered widely varying degrees of protection and
risk to motorists of different sizes. While manufacturers are now being sued for risks that resulted from the
design choices they made, it is certainly fair to criticize NHTSA for designing a performance standard that
permitted airbag technologies with inferior overall safety performance to be marketed to consumers.

Nor did NHTSA take seriously the inherent tradeoff engineers faced in protecting large males and small
children in crashes. Even the first-stage of a dual-stage airbag system requires a tradeoff: how much
protection should be offered to small children and how much to large adults? In 1977, 1980, and again in
1984, NHTSA regulatory analyses failed to provide a careful risk-benefit analysis of the requirement that
large unbelted males be provided the level of protection called for in the performance standard. Once it
became clear that this provision was inducing airbag designs that were too powerful for the safety of many
children and belted adults, the Canadian government and NHTSA granted permission to manufacturers to
depower airbags by 20-30%, at least until more advanced airbags become available. ®

‘When a regulator designs a flawed performance standard that permits profit-maximizing firms to install
“lousy” and lethal safety technology, the regulator as well as the industry should shoulder some of the
responsibility. As a nation, we should learn from this experience by passing legislation that requires
agencies to perform careful regulatory analysis and peer review prior to making major rulemaking
decisions that will affect public health, safety, and the environment.

Fuel Economy Rules

Ms. Claybrook argues that fuel economy rules have been successful in saving energy and that it is
technically feasible to design vehicles that are safer and more fuel efficient. She also argues that NHTSA
has performed landmark analyses that cover the costs and benefits of these rules.

Complicating Facts

1. NHTSA’S REGULATORY ANALYSES OF THE FUEL ECONOMY PROGRAM (INCLUDING
THE ANNUAL FUEL ECONOMY REPORT TO CONGRESS) HAVE NOT GIVEN SERIOUS
ATTENTION TO THE SAFETY CONSEQUENCES OF FUEL ECONOMY RULES.

Previous research published in the peer-reviewed scientific literature has demonstrated one of the perverse
consequences of the federal government’s fuel economy program: Passenger cars have been downsized by
almost 500 - 1,000 pounds, causing cars to be less crashworthy for occupants than they would have been
had they not been downsized.”

This research was ignored by NHTSA for almost five years until a federal appeals court ordered NHTSA to
take the safety issue seriously.'® To its credit, the agency has reversed course and acknowledged, in a

# JD Graham, SJ Goldie, M Segui-Gomez, KM Thompson, T Nelso, R Glass, A Simpson, LG Woerner,
“Reducing Risks to Children in Vehicles with Passenger Airbags,” Pediatrics (electronic edition), vol.
102(1), July 1998, (www.pediatrics.org/cgi/content/full/102/1/3).

° RC Crandall, JD Graham, “The Effect of Fuel Economy Standards on Automobile Safety,” Journal of
Law and Economics, vol. 32, 1989, pp. 97-118. JD Graham, “The Safety Risks of Proposed Fuel
Economy Legislation,” Risk: Issues in Health and Safety, vol. 3, 1992, pp. 95 — 126. Insurance Institute for
Highway Safety, “Comparison Shows Downsizing Plays a Dramatic Role in Occupant Death Rates,” Status
Report: Highway Loss Reduction, March 16, 1991, p. 4.

'° Competitive Enterprise Institute vs. NHTSA, 956 Fed.2d 321 (D.C. Circuit 1992).
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series of technical papers, the incremental safety risks to occupants caused by the downsizing of cars in the
1970s and early 1980s."!

2. NHTSA’S FUEL ECONOMY RULES ARE ALSO FLAWED PERFORMANCE STANDARDS
BECAUSE SAFETY IS NOT A FEATURE OF THE PERFORMANCE PARAMETERS IN THESE
RULES, WHICH MEANS THAT VEHICLE MANUFACTURERS ARE PERMITTED TO
COMPLY WITH DESIGNS THAT COMPROMISE THE SAFETY OF VEHICLE OCCUPANTS.

Ms. Claybrook cites Dr. Haddon’s research demonstrating that it is technically feasible to design vehicles
that are safer and more fuel-efficient. Yet NHTSA’s fuel economy rules provide no incentive for
manufacturers to comply in that manner or for consumers to demand vehicles that are safer and more fuel-
efficient. Instead, NHTSA has issued a series of rules on fuel economy with no attention to safety concerns
and without even warning consumers of the adverse safety consequences of purchasing smaller and lighter
vehicles. Designing sound regulatory policy requires that careful analysis be performed of tradeoffs
between important national goals such as energy efficiency, safety, and environmental protection.'?

Conclusion

S. 746 has an excellent provision, Section 623(2)C, that requires any “substitution risks” of rules to be
considered by regulators when such information is reasonably available to the agency. A “substitution
risk” is a significant threat to health, safety, and environment caused by a rule! This single provision, had it
been passed by Congress in 1970, might have exerted a significant, pro-safety influence on both NHTSA’s
airbag rule and NHTSA’s fuel-economy rules. Congress would also have been confronted with
information about the adverse safety impacts of airbags and fuel economy rules, empowering Congress to
design more intelligent statutory directions to NHTSA.

The fact that Ms. Claybrook did not mention Section 623(2)C of S. 746 suggests that she may have missed
the entire point of the three examples in my testimony (MTBE, airbags, and fuel economy). Regulators
should be expected to behave like competent physicians: Professionals who inform patients of the side
effects as well as the benefits of the treatments they prescribe. Citizens have a right to know the risks as
well as the benefits of major federal regulations before these regulations are adopted and implemented."

11 U.S. DOT, The Effect of Car Size on Fatality and Injury Risk in Single-Vehicle Crashes, NHTSA,
Washington, D.C., 1990.

12 RC Crandall, HK Gruenspecht, TE Keeler, L Lave, Regulating the Automobile, Brookings Institution,
Washington, D.C., 1986.

13 JD Graham, JB Wiener (eds), Risk vs. Risk: Tradeoffs in Protecting Health and the Environment,
Harvard Univ. Press, Cambridge, MA, 1995. EW Warren, GE Marchant, “More Good Than Harm: A
Hippocratic Oath for Environmental Agencies and Courts,” Ecology Law Quarterly, vol. 20, 1993, pp. 379-
440.
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Executive Summary

Purpose

The last 20 years have seen enormous growth in the number and scope of
federal regulations. According to the Office of Management and Budget
(omB), although these regulations have improved public health and safety
and environmental quality, their costs are high. In 1996, oMB estimated the
costs of federal regulations at $200 billion annually and the benefits at
$300 billion. To control the costs of regulation, the administration has
issued executive orders, including Executive Order 12866, and the
Congress has enacted laws, including the Unfunded Mandates Reform Act
of 1995 (uMRA). These orders and laws require federal agencies to prepare
and use economic analyses—also known as regulatory impact
analyses—to assess the benefits and costs of proposed actions before
promulgating regulations. These analyses are intended to inform and
improve the regulatory process by identifying the likely costs and benefits
of feasible alternatives. An interagency group convened by oMB has
developed guidance for implementing Executive Order 12866 and UMRA.
This guidance sets forth best practices for preparing economic analyses.

To assist the Senate Committee on Governmental Affairs in carrying out
its regulatory oversight responsibilities, the Chairman and Ranking
Minority Member asked Gao to describe (1) the extent to which federal
agencies’ economic analyses incorporate the best practices set forth in
oMB’s guidance and (2) the agencies’ use of these analyses in regulatory
decision-making.

Background

In 1993, President Clinton issued Executive Order 12866, the most recent
of several executive orders requiring federal agencies to conduct
economic analyses when developing regulations. Under the order, an
agency must conduct an economic analysis of a planned regulation and
alternatives to it for an economically significant rule—one that may have
an annual effect on the economy of $100 million or more. In 1995, the
Congress enacted UMRA, which imposes a statutory requirement on federal
agencies to conduct benefit-cost analyses of planned regulations. UMRa’s
scope differs slightly from the scope of the executive order. Specifically,
the act requires analyses for proposed or final rules that may result in the
expenditure of $100 million or more in any one year, either by state, local,
and tribal governments in the aggregate or by the private sector alone.
Most recently, Senators Thorapson and Levin introduced a bill (S. 981) that
would, among other things, require executive summaries and peer reviews
for economic analyses. In the past, GA0 has recommended executive
summaries for economic analyses to enhance their clarity, and peer
reviews to enhance their quality and credibility.

Page 2 GAO/RCED-98-142 Regulatory Reform
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In 1996, oMB issued a document describing best practices for preparing
economic analyses under Executive Order 12866 and uMrA. These best
practices include considering the most important alternative approaches
to the problem, analyzing the benefits and costs of these alternatives, and
fully disclosing information about the analysis, including the underlying
uncertainties and assumptions.

GAO included in this review all econorically significant proposed and final
rules issued between July 1996 and March 1997 that addressed
environmental, health, and safety matters. As a result, Gao reviewed the
economic analyses used in promulgating 20 regulations by five
agencies—the Departments of Agriculture and Transportation, the
Environmental Protection Agency (EPA), the Food and Drug
Administration (FDA) within the Department of Health and Human
Services, and the Occupational Safety and Health Administration (0SHA)
within the Department of Labor. Nine of these regulations involved
potential expenditures large enough to bring the regulations within the
scope of UMRA.

Results in Brief

Some of the 20 economic analyses that Ga0 reviewed did not incorporate
the best practices set forth in oMB’s guidance. For example, 5 of the 20
analyses did not discuss alternatives to the proposed regulatory action, 6
did not assign dollar values to benefits, and 1 did not assign dollar values
to costs—all of which are practices recommended by the guidance. oMs's
guidance gives agencies the flexibility to decide how thorough their
economic analyses should be. At the same time, the guidance stresses the
importance of fully disclosing the reasons for omissions, gaps, or other
limitations. Although G40 found many instances in which best practices
were not followed in the analyses, the reason for not following was
disclosed in only one instance. In addition, eight of the economic analyses
did not include an executive summary that could help the Congress,
decisiorumakers, the public, and other users quickly identify key
information addressed in the analyses. Finally, only 1 of the 20 analyses
received an independent peer review. Because Executive Order 12866 and
UMRA establish nearly identical requirements for economic analyses and
because agencies typically use the same analyses to comply with both
when UMRa is applicable, Gao’s findings reflect the extent to which the nine
analyses called for under UMRa satisfy the act’s as well as the executive
order’s requirements for economic analyses.

Page 3 GAO/RCED-98-142 Regulatory Reform
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According to agency officials, economniic analyses play a valuable role in
regulatory decision-making. Twelve of the 20 analyses were used to help
identify the most cost-effective of several similar alternatives or to
cost-effectively implement health-based regulations. Seven other analyses
were used to define a regulation’s scope and implementation date,
document and defend regulatory decisions, or reduce a health risk at a
feasible cost. One analysis played almost no role in decision-making
because, according to agency officials, the authorizing statute was so
prescriptive that the agency was left with virtually no discretion in
developing the implementing regulation.

Principal Findings

Some Economic Analyses
Lacked Full Disclosure

For 15 of the 20 regulations that Gao reviewed, the agencies included at
least one alternative to the proposed action, but in some instances, the
discussion of the alternative was limited. For the five remaining
regulations, no evidence was available to show that the agencies had
considered alternatives. Agency officials stated that for these five
analyses, the agencies either had considered alternatives but had not
included them in the analyses or had not considered alternatives at all.
Agency officials’ reasons for not addressing or considering alternatives
included the specificity of the authorizing legislation or the need to issue
regulations quickly. Although oMB’s guidance states that these can be
legitimate reasons for agencies to limit the consideration of alternatives,
the guidance also states that even when such limitations apply, agencies
should provide some analysis of alternatives to provide decisionmakers
with information for judging the consequences of statutory constraints.

Nineteen of the economic analyses assigned dollar values to some costs,
and 14 assigned dollar values to some benefits. Similarly, 15 of the
analyses discussed the uncertainties associated with the estimates of
benefits and costs, but none of the remaining 5 analyses explained why
they did not discuss the uncertainty associated with the estimated benefits
and costs.

The clarity of the 20 analyses varied, making it difficult at times to
determine where or whether elements of OMB’s guidance were discussed.
Eight of the analyses did not include an executive summary. GA0 has
previously recommended that EPA’s analyses, and S. 981 would require that
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all agencies’ analyses, contain an executive summary that clearly describes
the results of the economic analysis and the key points of the analysis.
Only one of the 20 analyses underwent an independent peer review. Gao
has previously stated that Epa should use peer review to help ensure the
quality and credibility of an analysis. While a similar requirement for peer
review for all agencies - nuld entail some costs, as oMB has observed, peer
review by independent experts—either internal or external to the
agency—could be tailored to reflect the importance, sensitivity, and
innovativeness of the analysis and of the associated regulatory decision.

Agencies Often Used
Economic Analyses to
Identify Cost-Effective
Approaches

According to agency officials, the analyses were most frequently used to
identify the most cost-effective approach within a fairly narrow range of
options. For example, EPA used its economic analysis for a rule on marine
engine emissions to examine the costs of different emission levels and to
select the most cost-effective level. Four other analyses were used
primarily to help agencies better define a rule’s coverage or to determine
when to implement a rule. For example, EPA’s economic analysis for a
proposed rule on procedures for testing emissions from motor vehicles
incorporated data provided by the automobile industry and led to
revisions that gave the industry additional time to implement the final rule.
Two analyses were used principally to help agencies document or justify
decisions that they had already made. According to agency officials,
specific statutory requirements limited their discretion in making
regulatory decisions and were a primary reason why economic analyses
played a limited role in regulatory decision-making. For example, the
Clean Air Act of 1990 directed EPa to review and revise its regulations on
motor vehicle testing to better reflect actual driving conditions.

Recommendations

To strengthen the clarity and credibility of the economic analyses required
for regulatory decision-making, GA0 recommends that the Director, Office
of Management and Budget, amend the Office’s guidance to include
additional elements, two of which are proposed in S. 981. Specifically, Gao
recommends that the guidance be amended to provide that economic
analyses should

address all of the best practices identified in OMB’s guidance or state the
agency’s reasons for not addressing them;

contain an executive summary that briefly and concisely (1) identifies all
benefits and costs—both those that can be described quantitatively and
those that can be described qualitatively; (2) describes the range of
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uncertainties associated with the benefits and costs; and (3) compares the
reasonable alternatives considered by the agency; and

« undergo an appropriate level of internal or external peer review by
independent experts and state the agency’s basis for selecting that level.

Ga0 provided a draft of this report to the Office of Management and

Agency Comments Budget; the Departments of Agriculture and Transportation, EPA, FDa, and
OSHA. GAO received comments from all of these agencies except 0sHa,
which informed G40 that it had no comments on the draft. The agencies
generally agreed with the information presented in the report and
concurred with Ga0’s recommendations calling for economic analyses to
address OMB's best practices and to include an executive summary.
Although the agencies agreed with Gao that peer review can be beneficial,
they suggested that a0 clarify and expand its discussion and
recommendation on this issue to more clearly acknowledge that agencies
should have discretion in selecting an appropriate level of peer review, FDA
urged G40 to delete this recommendation, maintaining that sucha
requirement would likely make it impossible for the agency to meet other
statutory responsibilities. Ga0 has revised the discussion and
recommendation on peer review to clarify that agencies should have such
discretion but should also state their basis for selecting a given level of
peer review. The agencies offered several technical and/or clarifying
comments, which Gao incorporated throughout the report as appropriate.
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Introduction

Each year, federal agencies establish or revise rules and regulations
designed to promote, among other purposes, public health and safety and
environmental quality. According to the Office of Management and Budget
(omB), these regulations produce great benefits but also impose great
costs. In 1997, oMb estimated annual benefits of about $300 billion and
annual costs of about $200 billion for federal regulations in effect at that
time. Because of the magnitude of these estimated values, as well as the
effect of the rules on individuals, firms, industries, and government
agencies, the executive branch and the Congress require federal agencies
to prepare and use economic analyses—also called regulatory impact
analyses—in their regulatory decision-making process. These analyses are
intended to inform and improve the regulatory process by estimating the
likely benefits and costs of feasible alternatives and identifying the
alternative that has the greatest net benefits (benefits minus costs).
Although the weight that the analyses should receive in the
decision-making process is the subject of some disagreement, the analyses
themselves are generally recognized as an important and useful tool.

Executive Branch’s
Efforts to Improve the
Regulatory Process

Since 1971, a series of executive orders and directives by oMB have
required federal agencies to consider the benefits and costs associated
with individual regulations. In February 1981, President Reagan issued
Executive Order 12291, which required federal agencies to prepare
economic analyses identifying the benefits, costs, and alternatives for all
proposed and final major rules that the agencies issued. A major rule was
defined as any regulation that was likely to result in (1) an annual effect on
the national economy of $100 million or more; (2) a major increase in
costs or prices for consumers, industries, governments, or geographic
regions; or (3) significant adverse effects on competition, employment or
investments, productivity, innovation, or the international competitive
position of U.S. firms. In September 1993, President Clinton issued
Executive Order 12866, replacing Executive Order 12291 and directing
federal agencies to assess benefits, costs, and alternatives for all
economically significant regulatory actions. Under the order, an
economically significant regulatory action is one that is likely to result ina
regulation that may have an annual effect on the economy of $100 million
or more or adversely affect in a material way the economy, a sector of the
economy, productivity, competition, jobs, the environment, public health
or safety, or state, local, or tribal governments or communities.

Both executive orders designated oMB as the reviewer of proposed
regulations and of the economic analyses supporting them. oMB developed
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guidance for implementing both orders. Shortly after President Clinton
issued Executive Order 12866, oMB convened an interagency group to
review the state of the art for economic analyses. The group was
co-chaired by a Member of the Council of Economic Advisers and included
representatives of all major regulatory agencies. Over 2 years, the group
compiled best practices for preparing economic analyses, which omMB
published in January 1996 as guidance for implementing the executive
order.

OMB's guidance emphasizes that an economic analysis should provide
information to allow decisionmakers to determine that

there is adequate information indicating the need for and consequences of
the proposed action;

the potential benefits to society justify the potential costs, recognizing that
not all benefits and costs can be described in monetary or even
quantitative terms, unless otherwise prohibited by statute;

the proposed action will maximize net benefits to society, unless
otherwise prohibited by statute;

when a statute requires a specific regulatory approach, the proposed
action will be the most cost-effective; and

the agency’s decision is based on the best reasonably obtainable scientific,
technical, economic, and other information.

The Environmental Protection Agency (EPa) and the Department of
Transportation (por) developed additional guidance to address unique
issues their agencies may face in preparing their economic assessments.

Congressional Efforts
to Improve the
Regulatory Process

Since the late 1970s, the Congress has taken a munber of steps to improve
the regulatory process and control the costs of regulation. For example,
the Congress has enacted several statutes to reduce the costs and burdens
of federal regulations, including the Paperwork Reduction Act of 1980, the
Regulatory Flexibility Act, the Small Business Regulatory Enforcement
Faimness Act of 1996, and the Unfunded Mandates Reform Act of 1995
(UMRA).

UMRA requires agencies to prepare benefit-cost and other analyses—unless
prohibited by law—for any regulations imposing mandates likely to result
in expenditures of $100 million or more in any one year either by state,
local, and tribal governments in the aggregate or by the private sector
alone. Although UMRA’s scope and requirements differ from Executive
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Order 12866's, both authorities’ provisions on economic analysis are very
similar. Accordingly, oMB’s guidance for implementing the executive order
states that “the economic analysis that the agency prepares should also
satisfy the requirements of the Unfunded Mandates Reform Act.”

The Congress has also considered—but not enacted—other initiatives to
reform the regulatory process. Some of the more cormprehensive initiatives
proposed to establish regulatory budgets; create deadlines for phasing out
regulations, programs, and agencies; revise and expand the judicial review
of regulatory actions; and require the federal government to reimburse
state and local governments for the costs they incur in complying with
federal regulations.

Currently, the Congress is considering S. 981, the Regulatory Improvement
Act of 1998, Intended to improve the quality of regulatory decision-making,
the bill would, among other things, codify many of the requirements of
Executive Order 12866 and establish a requirement for independent peer
reviews (critical evaluations of technical work products by independent
experts) of economic analyses. To make the regulatory process clearer, or
more “transparent,” to the public, the bill would require agencies to
prepare executive summaries for their economic analyses that would
succinctly present, among other things, (1) the benefits and costs expected
to result from the rule; (2) the benefits and costs of reasonable alternatives
considered by the agency; and (3) the key assumptions and scientific or
economic information upon which the agency relied.

Related GAO Reviews

640 has issued a nurber of reports on economic analyses, peer review,
and unfunded mandates. In 1984, we issued a report on EPA’s use of
economic analyses.! To help agency decisionmakers, we recommended
that economic analyses include executive summaries that identify (1) all
benefits and costs—that is, both those that can be described quantitatively
and those that can be described qualitatively; (2) the range of uncertainties
associated with the benefits and costs; and (3) a comparison of all feasible
alternatives. In April 1997, we revisited this issue and made a similar set of
recommendations to EPA to help agency decisionmakers and the Congress
better understand the implications of proposed regulatory actions.? In
Septernber 1997, we issued a report on the economic analyses prepared by

Cost-Benefit Analysis Can Be Usefu! in Environmental Regulations, Despite Limitations
(GAO/RCED-84-62, Apr. 6, 1984).

2Air Pollution: Information Contained in EPA’s Regulatory Impact Analyses Can Be Made Clearer
(GAO/RCED-97-38, Apr.14, 1997).
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the Consumer Product Safety Commission in which we recommended that
the Commission develop procedures to ensure that its analyses are
comprehensive and reported in sufficient detail.?

In 1996, we issued a report on EPA’s implementation of peer review,* in
which we recommended wider, more consistent implementation of the
agency’s policy on peer review to enhance the quality and credibility of the
agency’s decision-making. In response to questions raised at a March 1997
hearing on this issue, we said that, given the uncertainties associated with
predicting the future economic effects of various regulatory alternatives,
peer review would help to provide the rigorous independent review of
economic analyses needed to enhance the quality, credibility, and
acceptability of both the economic analyses and the associated regulatory
decisions.

In 1998, we issued a report on the Unfunded Mandates Reform Act of 1995.5
That report concluded that UMRa has had little effect on agencies’
rulemaking actions because the act’s requirements (1) do not apply to
many large rulemaking actions; (2, allow agencies not to take certain
actions if the agencies determine that the actions are duplicative or
infeasible; and (3) direct agencies to take actions that they are already
required to take.

Most recently, we provided testimony on S. 981.° In that testimony, we
concluded that the passage of S. 981 would provide a statutory foundation
for such principles as openness, accountability, and sound science in
rulemaking. We cautioned, however, that our reviews of current regulatory
requirements suggest that even if S. 981 becomes a law, the Congress will
need to carefully oversee its implementation to ensure that the principles
embodied in the bill are faithfully implemented.

Objectives, Scope,
and Methodology

To assist the Senate Committee on Governmental Affairs in carrying out
its regulatory oversight responsibilities, the Chairman and the Ranking
Minority Member asked Gao to describe (1) the extent to which federal

3Consumer Product Safety Commission: Better Data Needed to Help Identify and Analyze Potential
Hazards (GAO/HEHS-97-147, Sept. 23, 1907).

‘Peer Review: EPA’s Impl; ion Remains Uneven (GAO/RCED-96-236, Sept. 24, 1996).

SUnfunded Reform Act Has Had Little Effect on Agencies’ ing Actions
(GAD/GGD-98-30, Feb. 4, 1998).

“Regulatory Reform: Comments on 8. 981—The y Act of 1998
(GAO/T-GGD/RCED-98 95, Feb. 24, 1998).
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agencies’ economic analyses incorporate the best practices set forth in
omp’s guidance and (2) the agencies’ use of these analyses in regulatory
decision-making.

To describe the extent to which federal agencies’ economic analyses
incorporate the best practices set forth in oMB’s guidance, we reviewed all
analyses prepared for “economically significant™ proposed and final rules
issued between July 1996 and March 1997 that addressed environmental,
health, and safety matters. Using these selection criteria, we identified 20
proposed and final rules promulgated by five agencies. Nine of these rules
were expected to impose mandates likely to result in expenditures of

$100 million or more annually either by state, local, and fribal governments
in the aggregate or by the private sector; therefore, the agencies also used
these analyses to satisfy UMRA’s requirements for economic analyses. Table
1.1 presents the rules, by agency, together with their dates of publication
in the Federal Register and the stages in rulemaking when the economic
analyses were published.

|5

Table 1.1: Economically Significant Rules Involving Environmental, Health, or Safety Issues Promulgated Between July 1,

1996 and March 30, 1997

Department or agency and

Date published in the

office Title of rule Federal Register Rulemaking stage

Department of Agricuiture

Farm Service Agency Caonservation Reserve Sept. 23, 1996 Proposed
Program—Long-Term Policy Feb. 19, 1997 Final

Natural Resources Conservation  Environmental Quality Incentives Oct. 11, 1996 Proposed

Service Program May 22, 1997 Final

Animal and Plant Heaith Karnal Bunt Disease: Domestic Aug. 2, 1996 Proposed

Inspection Service Plant-Related Quarantine Oct. 4, 1996 Final

Food Safety and Inspection Pathogen Reduction: Hazard July 25, 1996 Final

Service Analysis and Critical Control Point

{HACCP) Systems®

Department of Health and Human Services

Food and Drug Administration Food Labeiing: Nutrition Labeling,  Aug. 7, 1996 Final
Small Business Exemption
Medical Devices: Current Good Oct. 7, 1996 Final

Manufacturing Practice (CGMP)

{continued)

TUnder Executive Order 12866, an economically significant regulatory action is a substantive action by
an agency that is likely to result in a regulation that may have an annual effect on the economy of
$100 million or more or adversely affect in a material way the economy; a sector of the economy;

ivi ition; jobs; the public health or safety; or state, local, or tribal
governments or communities.
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office Titte of rule Federal Register Rulemaking stage
Regulations Restricting the Sale Aug. 28, 1996 Finaf

and Distribution of Cigarettes and
Smokeless Tobacco to Protect
Children and Adolescents®

Substances Prohibited From Use in  Jan. 3, 1997 Proposed
Animal Food or Feed; Animal June 5, 1997 Final
Proteins Prohibited in Ruminant
Feed
Department of Labor
Occupational Safety and Health Occupational Exposure to Jan. 10, 1997 Final
Administration Methyiene Chloride®
Envir P ion Agency
Solid Waste and Emergency Financial Assurance Mechanisms ~ Nov. 27, 1996 Final
Response for Local Government Owners and

Operators of Municipal Solid Waste
Landfill Facilities
Air and Radiation Regulation of Fuels and Fuel July 5, 1996 Final
Additives; Certification Standards
for Deposit Contro! Gasoline

Additives®

Acid Rain Programs Nitrogen Dec. 19, 1996 Final
Oxides Emission Reduction

Program®

Motor Vehicle Emissions Federal Oct. 22, 1998 Final
Test Procedure Revisions®

National Ambient Air Quality Dec. 13, 1996 Proposed
Standards for Ozone® July 18, 1997 Final
National Ambient Air Quality Dec. 13, 1996 Proposed
Standards for Particulate Matter® July 18, 1997 Final
Emission Standards for Feb. 11, 1997 Proposed
Locomotives and Locomotive

Engines®

Air Pollution Control; Gasoline Oct. 4, 1996 Final

Spark-lgnition Marine Engines:
New Nonroad
Compression-lgnition and
Spark-lgnition Engines, Exemptions?
Pollution Prevention and Toxics ~ Lead: Requirements for Aug. 29, 1996 Finaf
Lead-Based Paint Activities in
Target Housing and
Child-Occupied Facilities

(continued)
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Department or agency and
office

Title of rule

Date published in the
Federal Register

Rulemaking stage

Department of Transportation

Naticnal Highway Traffic Safety
Administration

Federal Motor Vehicle Safety
Standards; Child Restraint
Systerns; Tether Anchorages for
Child Restraint Systems; Child
Restraint Anchorage System?

Feb. 20, 1997

Proposed

Federal Motor Vehicle Safety
Standards: Occupant Crash
Protection {Air Bag Depowering)

Jan. 6, 1997
Mar. 19, 1997

Proposed
Final

*Rule also triggers UMRA's requirement for ecanomic analysis. °EPA maintains that it was not
required to prepare economic analyses under UMRA for these rules even though they come
within UMRA's scope because (1) UMRA requires the preparation of economic analyses for
covered ruies unless otherwise prohibited by taw; (2) the Clean Air Act prohibits EPA from
considering costs in setting these health-based standards; and (3) the Conference Report for
UMRA states that if the agency is prohibited by law from considering the estimate or analysis, it
need not prepare one under UMRA.

We reviewed the analyses to describe the extent to which they
incorporated the best practices recommended by oMB’s guidance.
Specifically, we examined the analyses’ treatment of alternatives, benefits
and costs, uncertainty, and assumptions, as well as of the requirement for
full disclosure. We did not, however, verify the accuracy of the data used
in the analyses. Although oMB's guidance did not discuss the use of
executive summaries or peer review, we also determined whether the
analyses contained executive summaries or underwent peer review. We
verified our findings through interviews with agency officials who were
responsible for preparing the analyses.

To describe how the agencies used the economic analyses in regulatory
decision-making, we interviewed agency officials with decision-making
responsibility for the 20 rules to obtain more detailed explanations of how
the analyses were used. Because our scope involved rules that had already
progressed to the proposed or final rulemaking stages, we were unlikely to
address situations in which an economic analysis resulted in a
determination not to regulate or significantly alter the regulation under
consideration. To account for this limitation, we asked agency officials if
they were aware of other regulatory actions outside our scope in which an
analysis played an important role in withdrawing or significantly altering a
regulatory initiative.

We conducted this review between April 1997 and April 1998 in
accordance with generally accepted government auditing standards.
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oMB’s guidance sets forth best practices for federal agencies to consider in
preparing economic analyses. Although incorporating these best practices
can provide valuable information, the guidance recognizes that economic
analyses cannot be written according to a formula. Accordingly, it gives
agencies the flexibility to use their professional judgment in deciding how
thorough their analyses should be. At the same time, the guidance stresses
the importance of full disclosure. Therefore, in this review of the extent to
which 20 economic analyses incorporated oMB's best practices, we focused
not only on which best practices were included but also on whether and
how clearly the agencies’ methods were explained.?

Some of the 20 economic analyses that Gao reviewed did not incorporate
the best practices set forth in oMB’s guidance. For example, the 20
economic analyses varied in the number and range of alternatives
considered; the degree to which benefits and costs were described—in
monetary, quantitative, or qualitative terms—for the proposed action and
alternatives; the degree to which assumptions and key variables were
explained; and the ways in which uncertainty was accounted for in the
analyses’ conclusions. In some instances, the analyses provided only a
limited discussion of alternatives or other best practices. Additionally,
when the analyses omitted or only partially incorporated oMe’s best
practices, they typically did not explain the reasons for these omissions.
This lack of explanation is not consistent with the principle of full
disclosure. Furthermore, in some instances, the lack of full disclosure
obscured the thoroughness of an agency’s efforts and/or the constraints on
the agency’s time or resources. In these instances, full disclosure would
have enhanced the reader's understanding and the credibility of the
analyses.

The clarity of the 20 analyses varied, making it difficult for readers to
determine whether or where OMB’s best practices were considered. Some
of the analyses containec executive sumrmaries, while others relied on the
preambles to the proposed and final rules, published in the Federal
Register, to summarize their results. Gao has recommended, and S. 981
would require, the inclusjon of an executive sumnmary in an econormic
analysis to clarify an agency’s approach and emphasize the key points of
the analysis. Only one of the analyses underwent an independent peer

#As mentioned in ch. 1, OMB's guidance applies to economic analyses prepared in response to the
requirements of UMRA as well as of Executive Order 12866. Because agencies rarely prepare separate
analyses when UMRA is applicable (orly one of the nine regulations we selected that came within the
scope of UMRA had a separate analysis), our findings reflect the extent to which the nine analyses
called for under UMRA satisfy the act's as well as the executive order’s requirements for econoric
analyses.
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review. GAO has recommended, and S. 981 would require, the use of peer
review to help ensure both the quality and the credibility of an analysis.

Analyses Varied in
Incorporating Best
Practices and Did Not
Always Provide
Reasons for
Omissions

OMB’s guidance describes in detail how economic analyses should consider
alternatives, benefits, costs, assumptions, uncertainty, and other factors.
This guidance is consistent with standard economic principles, and
incorporating its recommended practices into economic analyses could
provide valuable information on the benefits and costs of regulatory
alternatives. Nonetheless, the guidance also notes that the amount of
analysis required depends on the “importance and complexity” of the
regulatory issue, as well as on the time available for analysis. In some
instances, the need to respond to an emergency or meet 2 statutory
deadline may limit an analysis. The guidance also identifies the “nature of
the statutory language and the extent of statutory discretion” as important
in determining how much analysis is needed. In particular, the guidance
maintains that “a less detailed or intensive analysis of the entire range of
regulatory options is needed when regulatory options are limited by
statute.” For example, the statute directing the Food and Drug
Administration (FDA) to exempt small businesses from certain food
labeling requirements was so prescriptive that agency officials described
the implementing regulations as little more than a photocopy of the law.
Nevertheless, the guidance also states that even when such limitations
apply, agencies should provide some analysis of alternatives to provide
decisionmakers with information for judging the consequences of
statutory constraints. Finally, the guidance recognizes that practical
considerations, such as constraints on resources, may limit the scope of an
analysis.

OMB's guidance allows agencies to exercise their professional judgment in
deciding how thorough their analyses should be. At the same time, it
stresses the importance of full disclosure in presenting the analyses.
Furthermore, when agencies depart from the best practices, the guidance
directs them to explain why they have chosen to do so.

The 20 economic analyses that we reviewed varied in the extent to which
they considered alternatives, described benefits and costs, explained key
variables, and accounted for uncertainty. Although this variation reflects
the flexibility inherent in oMB’s guidance, the frequent absence of an
agency’s rationale for omitting or paying limited attention to certain best
practices was not consistent with oMB's guidance.
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Analyses Considered
Alternatives to Varying
Degrees

According to oME, a key goal of an economic analysis in rulemaking is to
determine what degree of regulation is needed to maximize net benefits.
An economic analysis cannot determine whether net benefits are
maximized unless it considers the most important regulatory alternatives
or, in the words of the Executive Order, “potentially effective and
reasonably feasible alternatives.” Therefore, a complete analysis considers
a range of alternatives, measures the benefits and costs of each, and
determines which one achieves the greatest net benefits.

In 15 of the 20 analyses that we reviewed, the agencies included at least
one alternative to the proposed action, but in some instances, discussion
of the alternative was limited. The five other analyses did not indicate why
alternatives were not discussed. Agency officials told us that, in preparing
two analyses, they considered alternatives but did not discuss them in the
analyses. In preparing the three remaining analyses, agency officials told
us they did not consider alternatives to the proposed actions either
because the authorizing statute (1) specified the regulatory approach to
take or (2) did not provide enough time to consider regulatory
alternatives. Figure 2.1 summarizes our findings.
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Figure 2.1: ic Analyses’ Consi ion of Alternatives

Economically significant rules (20}

Economic analysis included at least one Economic analysis did not address any
alternative to the proposed action (15) alternatives to the proposed action (5)

Regulatory approach was specified in the law
under which the rule was promulgated (2)

Regulatory afternatives were considered and
|—{ the proposed action was selected before the
economic analysis was prepared (2)

Statute under which the rule was promulgated
— did not allow sufficient time to adequately
consider reguiatory altematives (1)

Agency officials provided us with reasons for not discussing or
considering alternatives in the analyses. These reasons—including the
specificity of, or the time constraints imposed by, the authorizing
statute—are among those that oMB’s guidance cites as legitimate
constraints on an agency’s consideration of alternatives. Although the
guidance states that these can be legitimate reasons limiting the
consideration of alternatives, it also states that even when such limitations
apply, agencies should provide some analysis of alternatives to provide
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decisionmakers with information for judging the consequences of
statutory constraints. In addition, we noticed that agencies did not always
document in their analyses why they did not discuss or consider
alternatives in the analyses. For example, for one analysis, EPA initially
considered two alternatives for implementing a regulation on certification
standards for detergents added to gasoline to reduce emissions. One
alternative specified the steps manufacturers should take to comply with
the regulation; the other established performance-based standards and
allowed the manufacturers to decide how they would achieve the
standards. Because Executive Order 12866 and oMB’s guidance favor
performance-based regulations over command-and-control regulations,
EPA dismissed the command-and-control alternative before preparing the
analysis and discussed only the performance-based alternative in the
analysis. FDA’s regulation exempting small businesses from certain
food-labeling requirements also included no alternatives and provided no
explanation for this departure from oMB’s guidance. FDa officials told us,
however, that the legislation setting forth the exemptions was so specific
that no alternative to the proposed action was feasible.

The 15 analyses that included at least one alternative also varied in the
attention given to the alternative or alternatives that were considered and
rejected. For example, the analysis for the regulation on adolescents’ use
of tobacco examined six regulatory alternatives but contained only a few
paragraphs on the five that were ultimately rejected. According to the
responsible officials, Fpa gathered and reviewed data for all six
alternatives, and experts evaluated each one before Fpa proposed an
action. The final economic analysis did not reflect the thoroughness of
FDA’s review. A more thorough discussion of the alternatives would have
enabled the reader to better understand why the agency chose the
proposed action.

Analyses Varied in Their
Treatment of Benefits and
Costs

According to oMB, an economic analysis should measure the benefits and
costs of the proposed action and of the alternatives in comparable terms
to ensure an accurate determination of net benefits. The benefits and costs
should be measured against a baseline, preferably in numerical terms. A
baseline generally describes the condition that is expected to exist without
the regulation and provides a standard for measuring the incremental
benefits and costs of each alternative. When possible, dollar values should
be assigned to benefits and costs to enhance the consideration of
regulatory alternatives that may produce equal or greater benefits at lower
costs. However, if dollar values cannot be assigned, the benefits and costs
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All 20 Analyses Included
Baseline Information

Analyses Estimated Some
Benefits and Costs

should be expressed in consistent quantitative or qualitative terms.
Although completeness is desirable, oMp's guidance recognizes that
accurate data may not always be available for estimating benefits and
costs and that agencies may not have the resources or the time to estimate
values for every alternative.

In the 20 economic analyses that we reviewed, the baseline was either
explicitly identified or was iraplicit within the context of the analysis. In
these later analyses, the use of a baseline was more difficult to discern but
was evident after some review. For example, the analysis for the U.S.
Department of Agriculture’s (Uspa) rule on mandatory controls to reduce
foodborne illness from meat and poultry did not explicitly identify a
baseline. However, our review of the analysis indicated that costs were
indeed measured relative to a baseline because they reflected the costs of
the manufacturing controls that would be put in place after the regulation
became operative.

FDA’s regulation to restrict adolescents’ use of tobacco describes the
baseline quantitatively in terms of the number of adolescents who, in the
absence of additional regulation, would be likely to start smoking each
year—estimated to be 1 million under the age of 18. Although the analysis
does not assign a dollar value to the costs of the baseline, it does quantify
the effects of cutting the number of underage smokers in half, calculating
how many fewer adults would smoke, how many deaths would be avoided,
and how many life-years would be saved. The analysis then assigns dollar
values to these benefits and concludes that the total monetary value of a
50-percent reduction in adolescents’ use of tobacco would be between
$28 billion and $43 billion at a 3-percent discount rate or between

$9 billion and $10 billion at a 7-percent discount rate.

All 20 economic analyses that we reviewed estimated benefits in some
terms—whether monetary, quantitative or qualitative. Fourteen® of the
analyses assigned dollar values to some benefits. Seven of these analyses
assigned dollar values to benefits for both the proposed action and at least
one alternative, while the other seven assigned dollar values only for the
proposed action. The analyses that did not assign dollar values to benefits
did not document their reasons for omitting this element of oMB's

®For 1 of these 14 anal; lead-based paint activities in certain housing and
child-occupied facilities—no data were available to estimate the incremental benefits of the training
required for certification and to compare these benefits with the incremental costs of the rule.
Consequently, EPA decided to estimate the total benefits of lead paint abatement work and compare
these benefits with the incremental costs of the rule in a break-even type of analysis, since these
figures were not appropriate for a net benefit analysis.
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guidance. Furthermore, only six analyses specifically identified net
benefits (benefits remaining after costs have been accounted for)-—a key
element in OMB’s guidance. Executive Order 12866 emphasizes that
agencies should select approaches that maximize net benefits (including
potential economic, environmental, public health and safety, and other
advantages; distributive impacts; and equity), unless a statute requires
another regulatory approach. '’

Figure 2.2 shows the extent to which the 20 analyses assigned dollar
values to benefits.

Figure 2.2: ic A Assi of Dollar Values to Benefits

Economically significant rules (20)

Economic analysis addressed benefits in
quantitative and/or qualitative terms but did
not assign dollar values (6)

Economic analysis assigned dollar values to
benefits (14)

Economic analysis assigned dollar values to
benefits of the proposed action only (7)

Economic analysis assigned doliar values to
benefits for the proposed action and at least one
alternative (7)

“*Distributive impacts (or equity) indicate how the benefits and costs of a proposed regulatory action
are distributed across individual members or groups or classes in society. While recognizing that
distributive impacts and equity are important consi jons in making decisi i

i treat them from net benefits.
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Agencies assigned dollar values to different types of benefits, including
health benefits and costs saved. For example, EPA’s analyses for
regulations on ozone and particulate matter assigned dollar values to
health and other benefits gained through reductions in exposure to these
two substances. These benefits included life-years saved and increases in
crop yields. EPA’s analysis for a regulation on landfills assigned dollar
values to the cost savings achieved by using two new, less expensive
methods of providing financial assurance. EPA estimated these savings by
subtracting the costs of using the new methods from the costs of using the
current method and determining the dollar savings. Finally, Fpa’s analysis
for a regulation on ensuring disease-free animal feed assigned dollar
values to the costs avoided by not having to destroy cattle.

Agencies’ analyses described benefits in quantitative or qualitative terms,
sometimes in combination with dollar values. For example, EPA’s analysis
for a rule on gas certification standards assigned dollar values to fuel
consumption benefits, quantified emission reduction benefits, and
qualitatively described improvements in maintenance. Four other EPA
analyses—those for regulations on federal engine-testing procedures,
locomotives, acid rain and nitrogen oxides, and marine engines—also
quantified emission reduction benefits. The analysis for the rule on marine
engine emissions qualitatively described other improvements in air quality.
Other benefits that were described in quantitative or qualitative terms
included reductions in fatalities due to accidents, deaths avoided through
reductions in exposure to cancer-causing agents, reductions in injuries
and impairments, and improvements in health.

Nineteen of the 20 analyses that we reviewed assigned dollar values to
some costs. However, nine of the analyses estimated dollar values only for
the proposed action. Four of these nine analyses discussed at least one
other alternative but did not assign dollar values to them, while the other
five did not discuss any alternatives to the proposed action. Figure 2.3
shows how the 20 analyses assigned dollar values to costs.
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figure 2.3; ic A Assil of Dollar Values to Costs

Economically significant rules (20)

|

Economic analysis did not
consider costs because they were
deemed insignificant (1)

Economic analysis considered
costs associated with the rule (19)

Costs were addressed for the

proposed action and altematives Costs were addrgssed only for
(10) the proposed action (9)

Only the proposed action was
addressed in the economic analysis

(6)

At least one alternative to the
proposed action was addressed in
the economic analysis (4)

Analyses Differed in To determine the present value of future benefits and costs, analysts apply
Treatment of Assumptions a discount rate. When attempting to estimate the dollar value of benefits
and Uncextai.nty for regulations anticipated to extend or save lives, they may use the value

of a “statistical life.”"! And to help quantify the effect of uncertainty on
benefit and cost estimates, they may use sensitivity or other types of

A “statistical life” is the product of (1) one minus the estimated probability of death, given no
remediation of the problem that the regulation is supposed to correct, and (2) the size of the affected
‘population.
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Key Variables Differed, and
Reasons for Differences Were
Not Stated

analyses.?> Although OMB's guidance provides agencies with flexibility in
selecting assumptions and treating uncertainty, the guidance stresses that
agencies should explicitly identify the assumptions underlying their
economic analyses and the uncertainty associated with the resulting
estimates. The economic analyses we reviewed often were not explicit on
these matters.

Many economic analyses rely on assumed values of key variables, such as
the discount rate and the value of a statistical life, to estimate the benefits
and costs of regulations. In economic analyses, the discount rate is the
interest rate used to determine the present value of future benefits and
costs. The statistical value placed on a human life greatly affects estimates
of benefits gained through improvements in safety, reductions in exposure
to harmful substances, and other types of health benefits. For analyses
that do not estimate values over time, a discount rate is not relevant.
Similarly, for analyses that do not consider the impact of regulatory
alternatives on human health or safety, the statistical value of a human life
is not relevant.

Of the 20 analyses that we reviewed, 15 used one or more discount rates,
which ranged from 2.1 percent to 10 percent. While oMB recommends a
7-percent discount rate {adjusted for inflation) for economic analyses, the
guidance allows agencies to use different rates if justified. The majority of
the 15 analyses that used a discount rate followed oMB's recommendation.
The five analyses that did not use 2 discount rate did not explain why they
did not do so. A discount rate was not used because (1) benefits and costs
were estimated over only 1 year or (2} dollar values were not assigned to
either benefits or costs.

For 6 of the 20 analyses, a reduction in the risk of mortality was a benefit
associated with the rule, and a dollar value was, therefore, assigned to a
statistical human life for the purpose of calculating benefits. The value of
this statistical life varied in the six analyses, ranging from $1.6 million to
$5.5 million, as indicated in table 2.1. omB's guidance does not prescribe
any particular value for agencies to use and allows for a variety of
approaches to estimate the benefits of a reduction in the risk of mortality,
including both explicit and implicit valuation methods. In each of the six
analyses, the agency fully explained the basis for the assigned value. For
the analysis for the lead paint rule, EPA estimated the mean value of a
statistical life from 26 selected studies.

12A sensitivity analysis assigns a variety of numerical values to key parameters, such as the discount
rate, to see how sensitive the benefit and cost estimates are to these different values.
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Table 2.1: Doilar Value Assigned to
Human Life

Majority of Analyses
Acknowledged Some
Uncertainty

Dollars in millions

Analysis for rule Assigned value
Pathogen Reduction; Hazard Analysis and Critical Control
Point (HACCF) Systems $1.6

Reguiations Restricting the Sale and Distribution of
Cigarettes and Smokeless Tobacco to Protect Children and

Adolescents $2.5

Nationa! Ambient Air Quality Standards for Ozone $4.8

National Ambient Air Quality Standards for Particulate

Matter $4.8

Medical Devices: Current Good Manufacturing Practice $5.0°
Lead; Bequirements for Lead-Based Paint Activities in

Target Housing and Child-Occupied Facilities $5.5

2The economic analysis for this regulation did not assign a specific value to human life. However,
the preamble to the rule published in the Federal Register estimates this value at $5.0 million.

Of the 14 analyses that did not assign a dollar value to human life, 11 did
not identify a reduction in the risk of mortality as a benefit; therefore, a
value for life was not applicable. The three other analyses that did have an
impact on the risk of mortality were prepared by the National Highway
Traffic Safety Administration and the Occupational Safety and Health
Administration (0sHA). According to agency officials, the agency does not
assign an explicit dollar value to human life or suffering in its analyses
because it believes that such a value conveys a false sense of precision and
is morally objectionable. Instead, the agencies prefer to describe benefits
quantitatively in terms of fewer deaths, injuries, or illnesses.

Uncertainty may arise from lack of data, variability in populations or
natural conditions, limitations in fundamental scientific knowledge (both
social and natural) that result in lack of knowledge about key
relationships, or the fundamental unpredictability of certain phenomena.
While recognizing that the effects of regulatory actions are often
uncertain, OMB’s guidance observes that the probability of their occurrence
can, in some instances, be predicted through the use of appropriate
statistical techniques. In other instances, when different assumptions are
plausible, sensitivity analyses can be used to test the impact of the
differences.

For 15 of the 20 regulations, the economic analyses or other related

documents acknowledged the uncertainty associated with estimates of
benefits and/or costs. Seven of the 15 economic analyses used sensitivity

Page 27 GAO/RCED-98-142 Regulatory Reform



282

Chapter 2

it I Best
Practices to Varying Degrees, and Some
Lacked Full Disclosure

analysis to evaluate the impact of different assumptions on the estimates,
and eight of the analyses discussed uncertainties either qualitatively or in
terms of ranges of estimates. The five analyses that did not discuss
uncertainties did not document the agencies’ reasons for not doing so.

FDA’s economic analysis for the regulation to restrict adolescents’ use of
tobacco illustrates the role of sensitivity analysis in regulatory
decision-making. For this analysis, FDa assigned dollar values to the health
benefits that it estimated would result from reducing, by varying
percentages, the number of adolescents who currently use tobacco,
assuming a 3-percent discount rate. It estimated that a 50-percent
reduction in the number of adolescent smokers would produce annual
benefits of $28.1 billion to $43.2 billion, while a 5-percent reduction would
produce annual benefits of $2.8 billion to $4.3 billion. Under either
scenario, the estimated annual benefits would vastly cutweigh the
estimated annual costs of complying with the regulation—$149 million to
$185 million. Although Fpa did not identify a single-value “best estimate”
for anticipated net benefits, it did provide a best estimate for reductions in
tobacco use from a range of possibilities. Three other analyses also
identified some types of best estimates from the range of estimates
presented.

Analyses Did Not Provide a
Rationale for Omitting Best
Practices

While the 20 analyses that we reviewed generally incorporated elements of
OMB’s guidance to some degree, they seldom accounted for omissions,
even when these omissions were consistent with the flexibility inherent in
the guidance. As table 2.2 indicates, we found 36 instances in which best
practices were not included in the analyses. Although agency officials told
us that specific best practices were not relevant in 16 of these instances,
these reasons were not provided in the economic analyses themselves.
Overall, in only 1 of these 36 instances did the analysis fully disclose why
the practice was omitted.
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Table 2.2: Extent to Which Economic
Analyses Provided Reasons for Not
incorporating Eiements of OMB's
Guitiance

Did not incorporate Pl_’ovided reason for not

HRecommended efement P

Discuss et least ong

alternative s 0
Assign dofiar values to some

benefits [ 0
Assign dollar valugs to some

costs 1 1
Acknowledge uncertainties 5 ¢
Assign a value to

human life 148 [
Use a discount rate 58 0

*Element wes not reievant for 11 of these analyses, end agency's poficy prohibited assigning a
value to human life far other 3 analyses.

PEjement was not re.avant for these analyses.

Source: GAQs analysis of 20 economic analyses.

Guidance Could Do
More to Ensure Full
Disclosure, and Peer
Review Could
Strengthen Analyses’
Credibility

The clarity of the 20 analyses that we reviewed varied, making it difficult
for the reader to determine whether or where particular elements of oMB's
guidance were incorporated. While about half of the analyses included
some form of summary, the other half used the preambles to the rales to
summarize key information. Because only one of the analyses was
submitted for an independent peer review, most of the analyses did not
benefit from the enhanced credibility that such a review could have
conferred.

Executive Surmmaries
Frequently Not Provided

Twelve of the 20 analyses contained an executive summary that clearly
and concisely summarized the reports’ major findings and eight did not. In
general, when agencies did not provide an executive summary, they relied
on the prearble to the final or proposed rule, published in the Federal

Register, to summarize the results of their work. In terms of full

disclosure, the preambles were subject to the sare limitations as the
analyses.

As we have noted in prior reviews of ¥PA’s economic analyses,' the lack of
& summary in an economiic analysis restricts the ability of the Congress,
the public, and at times the decisionmakers to quickly identify key issues

13Cost-Benefit Analysis Can Be Useful in Assessing Environmental Regulations, Despite Limitations
(GAG/RCED 8489, Apr. b, 1084) and Air Pollution Information Contained & EPA's Regalatory Tmpact
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and to be fully informed. Accordingly, we recommended to EPA that its
economic analyses should, to the extent possible, include executive
summaries that identify (1) all benefits and costs—even those that cannot
be quantified; (2) the range of uncertainties associated with the benefits
and costs; and (3) a comparison of feasible alternatives, 8, 981 would
require agencies to include an executive summary in the economic
analyses. The summary would include, among other things, (1) the
benefits and costs expected to resuit from the rule, (2] the benefits and
costs of reasonable alternatives considered by the agency, and (8) the key
assumptions and scientific or economic information on which the agency
relied.

Analyses Did Not Undergo
Peer Review

Only 1 of the 20 analyses that we reviewed was submitted for peer
review-—independent experts’ critical evaluation of scientific or technical
work products. While oms does not require agencies io submit their
analyses for external peer review, the Administrator of oMs’s Office of
Information and Regulatory Affairs testified in September 1997" that the
administration supports peer review but recognizes that it is not cost-free,
in terms of an agency’s resources or time, Of the five agencies whose
analyses we reviewed, only £Pa has a formal peer review policy in place.

G40 is on record in support of peer review for important economic
analyses. At a March 1997 hearing on peer review at EPa, we said that
“given the uncertainties associated with predicting the future economic
impacts of various regulatory alternatives, the rigorous, independent
review of economic analyses should help enhance the products’—and the
associated agency decisions~—quality, credibility, and acceptability.”

EPA’s peer review policy, issued in 1994, applies to major scientific or
technical work products that may affect policy or regulatory decisions.
Each office is to develop procedures for implementing the policy that
inclzde preparing a list of products for peer review during the upcoming
year and documenting the status of products previously nominated. The
policy is somewhat flexible, noting that statutory and court-ordered
deadlines, resource limitations, and other constraints may limit or even
preclude the use of peer review. Accordingly, the policy calls for different
levels of peer review, depending upon these constraints, as well as the
products'—and associated decisions’—coruplexity and sensitivity, Factors

WStaterment of Sally Katzen, in Office of fon and Affairs, OMB, before
the Senate Coramitiee on Governmental Affairs {Sept. 12, 1997)
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to take into account in making decisions about peer review include
whether or not the product

establishes a significant precedent, model or methodology;
addresses significant controversial issues;

focuses on significant emerging issues;

has significant cross-agency/interagency implications;
involves a significant investment of the agency’s resources;
considers an inmovative approach for a previously defined
problem/process/methodology; or

satisfies a statutory or legal mandate for peer review.

Under the policy, soliciting stakeholders’ involvement or public comment
is not a substitute for peer review, which is intended to solicit the
independent, objective views of experts. While these experts may be
internal or external to the agency, EPA’s revised guidance on peer review!s
states that external peer reviewers are generally preferred. Regardless of
their relationship to the agency, the reviewers should be unbiased (i.e.
have not confributed to the product’s development or have a material
stake in the outcome of the review) and have appropriate expertise, The
guidance also notes that in some circumstances, peer review may not be
needed or may not be possible. For example, products that axe primarily
based on work that was previously peer reviewed can generally forgo
additional peer review, According to the guidance, “in a few instances,
statutory and court ordered deadlines and other time constraints may Bmit
or preclude peer review.” However, the guidance emphasizes that agency
officials should “make every atterapt possible to assure that peer review of
major work products occurs faking into account these deadlines.” The
guidance also provides discretion in determining the timing and frequency
of peer review, noting that different products warrant differing timing and
frequency. A commaon approach is to have a single peer review when the
final draft product becomes available, The guidance also states that the
final product should incorporate the peer reviewers’ comrments or state
why these comments are not inicorporated.

EPA acknowledges that its implementation of the policy has been uneven,
and it has taken steps to better ensure that the policy is understood, used,
and considered more seriously. In response to recommendations we made
in 1996, EPA has agreed to adopt steps to ensure that all major products are
considered for peer review and to identify individual produets that are not
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selected for review.’® gra officials told us that they were considering peer
reviews for some econormic analyses in the future,

Officials at the agencies we visited acknowledged that peer review could
improve the quality and eredibility of economic analyses. For example,
usba officials told us that the results of peer reviews provide useful,
ongoing guidance for econoric analyses prepared for similar types of
proposals. However, a number of officials incorrectly identified the
process of seeking public comment through the publication of proposed or
final rules in the Federal Register as a form of external peer review. Other
officials maintained that submitting many of the analyses we reviewed for
peer review would have delayed their publication and increased their
costs but might not have added value. A common theme amaong the
agerncies was that statutory directives, time constraints, and limited
resources precluded them from submitting their economic analyses to
external experts for peer review. Some officials also believed that they
might have difficulty finding independent reviewers with the necessary
expertise.

According to a panel of leading economists, peer review should be used
for economic analyses supporting regulations with a potentially large
impact on the economy. The panelists rec ded that the reviewers be
selected on the basis of their expertise and reputation. The panel also
recomurended that agencies use a standard format to present their results,
including a summary highlighting key results and uncertainties.”” A recent
report by the Presidential/Congressional Commission on Risk Assessment
and Risk Management also supported the use of peer review for key
economic doctmments.*® In a recent article co-authored by EpA’s Associate
Assistant Administrator for Policy, Planning, and Evaluation, the guthors
stressed the importance of conducting econormic analyses in a more open
manner, involving outside experts and stakeholders. They also suggested
that despite time constraints, such outside involvement could occur more
often if economic analyses were initiated at the beginning of the
rulemaking process.”

WPeer Review: EPA’s Implementation Remains Uneven {roE-96-236, Sept. 1996).

¥ Arrow, Crapper, et al, Benefit-Cost Analysis in Environmenial, Heath, and Safety Regulation: A
Statement of Principles (1996).

‘Bmsk Assessrent and Risk Vimngememt in Regulatory Decistor-Making, Th
F ‘nn Risk Agsessment and Risk amgement (1997).

“Feonomic Analysis: Benefits, Costs, Implications,” Econoric Analyses at EPA: Assessing Regulatory
Irapact (1997). ~
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Conclusions

Agencies’ econoric analyses sometirnes omitted best practices
recomrnended by oMB’s guidance. While agencies have taken advantage of
the flexibility that oMB's guidance gives them to use their professional
Jjudgment in deciding how thorough their analyses should be, they ofien
have not documented the reasons why they omitted best practices

rece ded by the guid en when their reasons are among those
that oMB has identified as legitimate for limiting an analysis. Full disclosure
would be consistent with the guidance and would provide decisionmakers
with information for judging the conseguences of statutory constraints.
Thus, full disclosure could generally enhance the credibility of the
analyses. Simnilarly, including executive surnmaries with the analyses
‘would help to highlight and succinctly present the key points supporting
the agency’s regulatory decision. Although independent reviews by
internal or external experts may not be warranted for all economic
analyses, such reviews could enhance both the quality and the credibility
of the analyses.

Recommendations

To facilitate full disclosure and add credibility to the economic analyses
required for regulatory decision-making, we reconunend that the Director,
Office of Management and Budget, amend the Office’s guidance to include
additional elements, the latter two of which are reflected in 8. 981,
Specifically, we recommend that the guidance be amended to provide that
econoimic analyses should

address all of the best practices identified in oMB’s guidance or state the
agency's reasons for not addressing theny;

contain an executive summary that briefly and concisely (1) identifies all
benefits and costs—both those that can be described quantitatively and
those that can be described qualitatively; (2) describes the range of
uncertainties associated with the benefits and costs; and (3) compares the
reasonable alternatives considered by the agency; and

undergo an appropriate level of internal or external peer review by
independent experts and state the agency’s basis for selecting that level,

Agency Comments

We provided a draft of this report for comment to 0MB and the five
agencies that prepared the economic analyses we reviewed: USD4, FDa, EPA,
por, and osta, We received comments from all of the agencies except
osta, which informed us that it had no coraments on the draft report. Most
of the comments we received involved editorial or technical clarification
issues, which we incorporated throughout, the report as appropriate.
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The agencies agreed with our findings and recormendations concerning
the need for economic analyses to address OME's best practices and
include executive summaries, However, all of the agencies raised issues
related to our recommendation on peer review. While uspa agreed with us
that peer review is generally appropriate and useful, the Department
maintained that using peer reviewers from within the agency is frequently
more timely and cost-effective. Accordingly, UsDa asked us to clarify what
constitutes “an appropriate level of peer review.” Similar requests for
clarification were raised by oMB and DOT. ¥FDA urged us to delete this
recommendation altogether, maintaining that a requirement for peer
review by experts external to the agency would have rainimal benefits and
the resource burden would likely preclude the agency from meeting its
statutory requirements.

We acknowledge that peer review imposes some time and resource
burdens on agencies and that different types of economic analyses warrant
different levels of peer review. We believe that EPA’s peer review policy
addresses this issue well, providing for either internal or external peer
review. However, the policy also emphasizes that, as a general rule, the
more important, novel, or sensitive the document and the associated
regulatory action, the more rigorous the peer review should be. The policy
also emphasizes that whether the review is conducted within or outside
the agency, two basic requirements must be met: The reviewers must be
unbiased, and they must have appropriate expertise. We have clarified the
report’s discussion and recomumendation on peer review to clarify that
agencies should be allowed discretion in the level of peer review selected
for individual analyses but should also state the basis for selecting that
level.
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Agencies Often Used Economic Analyses to
Identify Cost-Effective Approaches

According to 0MB's guidance, economic analyses shouid play an important
role in agencies’ regulatory decision-making. Agency officials said that
they generally used the analyses in their decision-making, most frequently
Lo help identify the most cost-effective alternative that would fulfill an
authorizing statute’s mandate. Because our scope involved rules that had
already progressed to the proposed or final rulemaking stages, it was
unlikely that any of the 20 analyses we reviewed resulted in the reversal of
an agency’s decision to regulate or led to major revisions to the proposed
action. Nonetheless, agency officials told us analyses conducted early in
the rulemaking stages sometimes lead to significant changes in agencies’
decisions. Agency officials respansible for making regulatory decisions
stated that their decisions to regulate frequently respond to specific
statutory mandates or perceived emergencies.

OMB'’s Guidance
Urges Agencies to Use
Economic Analyses in
Decision-Making

OMB's guidance encourages the use of economic analyses in developing
regulations, stressing that “good data and good analysis are critical to
inform sound decision-making.” However, the guidance recognizes that
the same factors that may limit the thoroughness of the analyses may also
restrict their use. For example, the need to respond to an emergency, meet
a statutory deadline, or corply with specific language in an authorizing
statute may Hmit the use of an analysis. According to the guidance, the
most critical of these factors is the extent to which the statute affords
discretion in selecting regulatory alternatives. But even when the statute
limits an agency’s discretion, oms’s guidance urges the agency to “provide
some analysis of other regulatory options . . . in order to provide
decisionrakers with information for judging the conseguences of the
statutory constraints,”

Most Analyses Were
Used to Identify the
Most Cost-Effective
Approach

According to agency officials, nearly all of the economic analyses we
reviewed played sorme role in regulatory decision-making. However, this
role was most often limited to identifying and selecting the most
cost-effective approach within a predetermined regulatory approach. The
analyses rarely led decisionmakers to select a significantly different
alternative or fandamentally revise the regulatory proposal under
consideration. Table 3.1 summarizes agency officials’ views on the primary
uses of the 20 economic analyses.
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Tabie 3.1: Officials’ Views on How
Economic Analyses Were Used in
Regulatory Decision-Making

Use of analysis Number of analyses
3denhfy the most cost-effective approach 10
Implement health-based regulations cost-effectively
Define reguiation's coverage

Define regutation's implementation date
Defend/document & reguiatory decision
Reduce realth risks 3! feasible cost

Play no role in the regulatery decision

Note: Because some of the analyses fall into more than cne category, we categorized them
according to their primary use. as defined by agency officials.

Wi

NG NP FRY

Source: GAO's analysis.

The following examples show how agencies have used economic analyses
in their regulatory decision-making:

Identify the most cost-effective approach: The economic analysis for EPa’s
proposed rule on emission standards for marine engines estimated
manufacturers’ compliance costs for different emission standards.
According to EpA officials who prepared the analyses and were involved in
the decision-making process, the analysis clearly identified the point at
which greater reductions in emissions would come at a dramatically
higher cost to industry. The £pa decisiorumaker for this rule recalled asking
her staff why Epa could not set the standards more stringently and being -
told that the analysis had demonstrated that the proposed standard was
the most cost-effective of several alternatives considered.

Implement health-based regulations cost-effectively: In some instances,
according to EPA and the courts, regulatory decisions are to be based on
health rather than cost or other considerations. In setting primary air
quality standards for ozone and particulate matter, EPa maintained that its
first responsibility under the law was “to select standards that protect
public health” with “an adequate margin of safety.” According to Epa's and
the courts’ interpretation of the Clean Air Act, the setting of these
standards is a health-based decision that specifically is not to be based on
cost or other economic considerations. Nevertheless, the agency maintains
that ecanomic analyses could help inform decisioranakers on ways to
implement these health-based standards cost-effectively, In addition,
accarding to Epa, the analyses can inform the public about the potentia!
costs and benefits of implementing the regulations.

Define 2 regulation’s coverage: The Federal Agriculture Improvement and
Reform Act of 1996 authorized the Secretary of Agricuiture to combine
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into one program the functions of several conservation programs that the
act rescinded. According to Usha officials involved in the decision-making
process, the economic analysis prepared for the implementing rule played
“a tremendous role” in defining the “livestock operations” that are covered
by the rule. Because the definition of the rule’s coverage was politically
contentious, the analysis also provided the agency with a basis for
defending its decision.

Reduce health risks at feasible cost: Aceording to the preamble to OsHA'S
rule on methylene chloride, the agency determined, on the basis of new
animal and human data, that current standards place employees at “a
significant risk of material impairment of health,” The preambie also states
that 0SHA’s standards must be “highly protective” as long as they are
technologically and economically feasible. The preamble then concludes,
on the basis of osia’s economic analyses, that “the rule is the most
cost-effective alternative for implementation of OsHA’s statutory objective
of reducing significant risk to the extent feasible.”

Define a regulation’s implementation date: EPa’s economic analysis for a
proposed rle on procedures for testing emissions from motor vehicles
incorporated data provided by the antomobile industry and led to
revisions that gave the industry additional time to implement the final rule.
After Epa published an initial cost analysis as part of a proposed rule, the
intustry guestioned the validity of Epa’s data and provided more current
data. £pa then adjusted its cost calculations, dropped one component of its
proposal, and extended the deadline for implementing the final rule.
Defend a regulatory decision: According 1o Fpa officials, the economic
analysis for a rule on manufacturing medical devices provided the agency

with a credible rebutial to manufacturers’ complaints that compliance
costs would be excessive. uspa officials also told us that they sometimes
use thelr anal to defend co ial regulatory decision

Play na role in the decision-making process: The economic analysis
supporing Fpa’s final rule ing small busl from foodlabeling
requirements played virtnally no role in the decision-making process.
Because the authorizing legislation—the 1993 a dments to the Federal

Food, Drug, and Cosmetic Act—was so specific about who would be
eligible for the exemption, the analysis was not really necessary, DA
officials said.

Statutes Limited the
Use of Economic
Analyses

According to agency officials, economic analyses are generally nsed for
the purposes summarized in table 3.1 and are less frequently used for
deciding whether or not to regulate or for identifying significantly different
regulatory approaches. Agency officials told us that statutory mandates
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frequently limited their discretion in deciding whether to regulate and/or
in selecting alternative regulatory approaches. In one instance, the statute
was so specific that officials described the rule as not much more than a
photocopy of the law. In addition, officials cited instances in which the
agency believed that it had little discretion or time to react to an
emergency situation. The following are some of the other instances cited
by agency officials in which the agency issued regulations in response to
statutory directives or emergencies:

In the Clean Air Act Amendrents of 1990, the Congress directed Epa,
within 18 months, to review and revise as necessaxy its regulations on
testing motor vehicles and engines to ensure that the tests reflect actual,
current driving conditions, including conditions related to fuel,
temperature, acceleration, and alfitude. Because the agency concluded
that the current test procedures had shortcomings in representing, amorg
other things, aggressive driving, rapid speed fluctuations, and the use of
air conditioning, £PA decided new regulations were warranted.

The National Highway Traffic Safety Administration Authorization Act of
1991, among other things, directed the Secretary of Transportation to
determine whether additional regulations were needed to ensure the
safety of child seats used in motor vehicles. In studying this issue, Dot
concluded that because so many different types of seat belts were in use,
the child restraints were difficult to attach correctly to improve safety.
Accordingly, the Department proposed a regulation requiring the use of a
specific attachment system. The proposed rule noted that there were data
gaps in the economic analyses and stated that if new information became
available, Dot would consider other possible alternatives.

USDA issued emergency quarantine regulations after the Karnal Bunt
disease was detected in Arizona and California. The regulations were
issued about § months before the economic analysis was cornpleted and
published. Karnal Bunt is a serious fungal disease that can affect both the
vield and quality of wheat. Although it does not present a risk to human or
animal health, it makes wheat taste like fish and can dramatically affect
wheat sales at home and abroad. Many countries prohibit the import of
wheat from couniries where Kamal Bunt is known to exist, Although the
economic analysis played no role in the initial quarantine, UsDa officials
told us that it was useful in later decisions about the number and location
of acres subject to the quaraniine.
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1061 CONGRESS
18T SESSION S. 746

To provide for analysis of major rules, to promote the public’s right to
know the costs and benefits of major rules, and to inerease the account-
ability and quality of Government.

IN THE SENATE OF THE UNITED STATES

MarcH 25, 1999
Mr. LEVIN (for himself, Mr. THOMPSON, Mr. VoiNovicH, Mr. ROBRB, Mr.
ApramaM, Mr. ROCKEFELLER, Mr. ROTH, Mr. DASCHLE, Mr. STEVENS,
Mr. MoyNIHAN, Mr. COCHRAN, Mr. BREAUX, Mr. FRIST, Mr. Enz1, Mr.
GRAMS, Mr. GRASSLEY, and Mrs. LINCOLN) introduced the following bill;
which was read twice and referred to the Committee on Governmental Af-
fairs

A BILL

To provide for analysis of major rules, to promote the
public’s right to know the costs and benefits of major
rules, and to increase the accountability and quality of

(Government.

Be it enacted by the Senate and House of Representa-

tives of the United States of America in Congress assembled,

1

2

3 SECTION 1. SHORT TITLE.

4 This Act may be cited as the “Regulatory Improve-
5

ment Act of 1999”.
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1 SEC. 2. FINDINGS.
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Congress finds the following:

(1) Effective regulatory programs provide im-
portant benefits to the publie, including improving
the environment, worker safety, and public health.
Regulatory programs also impose significant costs
on the publie, including individuals, businesses, and
State, local, and tribal governments.

(2) Improving the ability of Federal agencies to
use scienﬁﬁc and economic analysis in developing
regulations should yield increased benefits and more
effective protections while minimizing costs.

(3) Cost-benefit analysis and risk assessment
are useful tools to better inform agencies in devel-
oping regulations, although such analyses and as-
sessments do not replace the need for good judgment
and constderation of values.

(4) The evaluation of costs and benefits must
involve the consideration of the relevant information,
whether expressed in quantitative or qualitative
terms, including factors such as social values, dis-
tributional effects, and equity.

(5) Cost-benefit analysis and risk assessment
should be presented with a clear statement of the
analytical assumptions and uncertainties, including

an explanation of what is known and not known and
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1 what the implications of alternative assumptions

2 might be.

3 (8) The public has a right to know about the

4 costs and benefits of regulations, the risks ad-

5 dressed, the risks reduced, and the quality of sci-

6 entific and economic analysis used to support deci-

7 sions. Such knowledge will promote the quality, in-

8 tegrity and responsiveness of agency actions.

9 (7) The Administrator of the Office of Informa-
10 tion and Regulatory Affairs should oversee. regu-
11 latory activities to raise the quality and consisteney
12 of cost-benefit analysis and risk assessment among
13 all agencies,

14 {8) The Federal Government should develop a
15 better understanding of the strengths, weaknesses,
16 and uncertainties of cost-benefit analysis and risk
17 assessment and conduct the research needed to im-
18 prove these analytical tools.

19 SEC. 8. REGULATORY ANALYSIS.

20 (a) INn GENERAL.—Chapter 6 of title 5, United

21 States Code, is amended by adding at the end the fol-

22 lowing:
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“SUBCHAPTER II-—-REGULATORY ANALYSIS

“§621. Definitions

“For purposes of this subchapter the definitions

under section 551 shall apply and—

“(1) the term ‘Administrator’ means fhe Ad-
ministrator of the Office of Information and Regn-
latory Affairs of the Office of Management and
Budget;

“(2) the term ‘benefit’ means the reasonably
identifiable significant favorable effects, quantifiable
and nonquantifiable, including social, health, safety,
environmental, economie, and distributional effects,
that are expected to result from implementation of,
or complianee with, a rule;

“(3) the term ‘cost’ means the reasonably iden-
tifiable significant adverse effects, quantifiable and
nonquantifiable, including social, health, safety, envi-
ronmental, economic, and distributional effects, that
are expected to result from implementation of, or
compliance with, a rule;

“(4) the term ‘cost-benefit analysis’ means an
evaluation of the costs and benefits of a rule, quan-
tified to the extent feasible and appropriate and oth-
erwise qualitatively described, that is prepared in ac-

cordance with the requirements of this subchapter at
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the level of detail appropriate and practicable for
reasoned decisionmaking on the matter involved,
taking into consideration uncertainties, the signifi-
cance and complexity of the decision, and the need
to adequately inform the public;

“(5) the term ‘Director’ means the Director of
the Office of Management and DBudget, acting
through the Administrator of the Office of Informa-
tion and Regulatory Affairs;

“(6) the term ‘flexible regulatory options’
means regulatory options that permit flexibility to
regulated persons in achieving the objective of the
statute as addressed by the rule making, including
regulatory options that use market-based mecha-
nisms, outecome oriented performance-based stand-
ards, or other options that promote flexibility;

“(7) the term ‘major rule’ means a rule that—

“(A) the agency proposing the rule or the

Director reasonably determines is likely to have

an anmual effect on the economy of

$100,000,000 or more in reasonably quantifi-
able costs; or

“(B) is otherwise designated a major rule
by the Director on the ground that the rule is
likely to adversely affect, in a material way, the
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economy, a sector of the economy, including

small business, productivity, competition, jobs,

the environment, publie health or safety, or

State, local or tribal governments, or commu-

nities;

“(8) the term ‘reasonable alternative’ means a
reasonable regulatory option that would achieve the
objective of the statute as addressed by the rule
making and that the agency has authority to adopt
under the statute granting rule making authority,
including flexible regulatory options;

“(9Y the term ‘risk assessment’ means the sys-
tematie, objective process of organizing hazard and
exposure information, based on a eareful analysis of
the weight of the scientific evidence, to estimate the
potential for specific harm to an exposed population,
subpopulation, or natural resource including, {o the
extent feasible, a characterization of the distribution
of risk as well as an analysis of wuncertainties,
variabilities, conflicting information, and inferences
and assumptions;

“(10) the term ‘rule’ has the same meaning as
in section 551(4), and shall not include—

“(A) a rule exempt from notice and public

comment procedure under section 553;
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“(B) a rule that involves the internal rev-
enue laws of the United States, or the assess-
ment or collection of taxes, duties, or other
debts, revenue, or receipts;

“(C) 4 rule of particular applicability that
approves or prescribes for the future rates,
wages, prices, services, corporate or finanecial
strdctures, reorganizations, mergers, acquisi-
tions, aceounting practices, or disclosures bear-
ing on any of the foregoing;

“(D) a rule relating to monetary policy
proposed or promulgated by the Board of Gov-
ernors of the Federal Reserve System or by the
Federal Open Market Committee;

“{F) a rule relating to the operations, safe-
ty, or soundness of federally insured depository
instituti(lms or any affiliate of such an institu-
tion (as defined in section 2(k) of the Bank
Holding Company Act of 1956 (12 U.B.C.
1841(k)); ecredit unions; the Federal Home
Loan Banks; government-sponsored housing en-
terprises; a Farm Credit System Institution;
foreign banks, and their branches, agencies,
coramercial lending eompanies or representative

offices that operate in the United States and
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8
any affiliate of such foreign banks (as those
terms are defined in the International Banking
Aect of 1978 (12 U.S.C. 3101)); or a rule relat-
ing to the payments system or the protection of
deposit insurance funds or Farm Credit Insur-
ance Fund;

“(F) a rule relating to the integrity of the
securities or commodities futures markets or to
the protection of investors in those markets;

“(() a rule issued by the Federal Election
Commission or a rule issued by the Federal
Communications Commission under sections
312(a)(7) and 315 of the Communications Act
of 1934 (47 U.S.C. 312(a)(7) and 315);

“(H) a rule required to be promulgated at
least annually pursuant to statute;

“(I) a rule or agency action relating to the
public debt or fiseal policy of the United States;
or

“(J) a rule or agency action that author-
izes or bars the introduction into or removal
from commeree, or recognizes or cancels rec-
ognition of the marketable status, of a product
under the Federal Food, Drug and Cosmetic
Act (21 U.S.C. 301 et seq.); and
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“{11) the term ‘substitution risk’—
“{A) means a reasonably identifiable sig-
nificant increased risk to health, safety, or the

environment expected to result from a regu-

1

2

3

4

5 latory option; and

6 “(B) shall not include risks attributable to
7 the effect of an option on the income of individ-
8 nals.

9

“$ 622. Applicability and effect
10 “(a) Except as provided in section 623(f}, this sub-
11 chapter shall apply to all proposed and final major rules.
12 “(b} Nothing in this subchapter shall be construed
13 to alter or modify—

14 “(1) the substantive standards applicable to a
15 rule making under other statutes;

16 “(2)(A) the range of regulatory options that an
17 agency has the authority to adopt umnder the statute
18 authorizing the agency to promulgate the rule; or

19 “(B) the deference otherwise accorded to the
20 agency in construing such statute; or

21 “(3) any opportunity for judicial review made
22 applicable under other statutes.

23 “§623, Regulatory analysis
24 “(a)(1) Before publishing a notice of a proposed rule

25 making for any rule, each agency shall determine whether
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1 the rule is or is not a major rule covered by this sub-

2 chapter.
3 “(2) The Director may designate any rule to be a
4 major rule under section 621(7)(B), if the Director—
5 “(A) makes such designation not later than 30
6 days after the close of the comment period for the
7 rule; and
8 “(B) publishes such designation in the Federal
9 Register, together with a succinet statement of the
10 basis for the designation, within 30 days after such
11 designation.
12 “OY1YA) When an agency publishes a notice of pro-
13 posed rule making for a major rule, the agency shall—
14 “{i) prepare and place in the rule making file
15 an initial regulatory analysis; and
16 “(i) include a summary of such analysis con-
17 sistent with subseetion {e) in the notice of proposed
18 rule making.
19 “(B)(i) When the Director has published a designa-
20 tion that a rule is a major rule after the publication of
21 the notice of proposed rule making for the rule, the agency
22 shall—
23 “I) promptly prepare and place in the rule
24 making file an initial regulatory analysis for the

25

rule; and



it

305

11

“(II) publish in the Federal Register a sum-
mary of such analysis consistent with subsection (e).
“(ii) Following the issuance of an initial regulatory
analysis under clause (1), the agency shall give interested
persons an opportunity to comment under section 553 in
the same manner as if the initial regulatory analysis had

been issued with the notice of proposed rule making.

“(2) Each initial regulatory analysis shall contain—

o0 N W N
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“(A) a cost-benefit analysis of the proposed rule

that shall contain—

(i) an analysis of the benefits of the pro-
posed rule, including any benefits that cannot
be quantified, and an explanation of how the
ageney anticipates that such benefits will be
achieved by the proposed rule, including a de-
scription of the persons or classes of persons
likely to receive such benefits;

“(ii) an analysis of the costs of the pro-
posed rule, including any costs that cannot be
quantified, and an explanation of how the agen-
¢y anticipates that such costs will result from
the proposed rule, including a description of the
persons or classes of persons likely to bear such

costs;
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“(iii) an evaluation of the relationship of
the benefits of the proposed rule to its costs, in-
cluding the determinations required ﬁnder sub-
section (d), taking into account the results of
any risk assessment;

“(iv) an evaluation of the benefits and
costs of a reasonable number of reasonable al-
ternatives reflecting the range of regulatory op- w
tions that would achieve the objective of the
statute as addressed by the rule making, includ-
ing, where feasible, alternatives that—

“(I) require no government action or
utilize voluntary programs;

“(I1) provide flexibility for small enti-
ties under subchapter 1 and for State,
local, or tribal government agencies dele-
gated to administer a Federal program;

“(III) employ flexible regulatory op-
tions; and

“(IV) assure protection of sensitive
subpopulations, or populations exposed to
multiple and cumulative risks; and
“{v) a deseription of the scientific or eco-

nomic evaluations or information upon which

the agency substantially relied in the cost-ben-
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efit analysis and risk assessment required under

this subehapter, and an explanation of how the

agency reached the determinations under sub-

section (d);

“(B) if required, the risk assessment in accord-
ance with section 624; and

“{C) when scientific information on substitution
risks to health, safety, or the environment is reason-
ably available to the agency, an identification and
evaluation of such risks.

“(¢)(1) When the agency publishes a final major rule,
the ageney shall prepare and place in the rule making file
a final regulatory analysis.

(2} Each final regulatory analysis shall address each
of the requirements for the initial regulatory analysis
under subsection (b)(2), revised to reflect—

“(A) any material changes made to the pro-
posed rule by the agency after publication of the no-
tiee of proposed rule making;

“(B) any material changes made to the cost-
benefit analysis or risk assessment; and

“(C) agency consideration of significant com-
ments received regarding the proposed rule and the
initial regulatory analysis, including regulatory re-

view communications under subchapter IV.
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1 “(d)(18(A) The agency shall include in the statement
2 of basis ard purpose for a proposed or final major rule
3 a reasonabre determination, based upon the rule making

4 record considered as a whole—

5 “Zi) whether the rule is likely to provide bene-
6 fits th-at justify the costs of the rule;

7 “(ii) whether the rule is likely to substantially
8 achiev: the rule making objective in a more cost-ef-
9 fectiver manner, or with greater net benefits, than
10 the other reasonable alternatives considered by the
11 agene)i;; and

12 “1ii) whether the rule adopts a flexible regn--
13 latory option.

14 “(B) wonsistent with section 621 (2) and (3), net

15 benefits arhlysis shall not be construed to be limited to
16 quantifiable effects.

17 “(2) I the agency head determines that the rule is
18 not likely to provide benefits that justify the costs of the
19 rule or is not likely to substantially achieve the rule mak-
20 ing objectie in a more cost-effective manmer, or with
21 greater net;Beneﬁts, than the other reasonable alternatives
22 considered oy the agency, the agency head shall—

23 “iA) explain the reasons for selecting the rule

24 notwithstanding such determination, including iden-
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tifying any statutory provision that required the

agency to select such rule;

“(B) deseribe any reasonable alternative consid-
ered by the agency that would be likely to provide
benefits that justify the costs of the rule and be like-
ly to substantially achieve the rule making objective
in a more cost-effective manner, or with greater net
benefits, than the alternative selected by the agency;
and

“(C) describe any flexible regulatory option con-
sidered by the agency and explain why that option
was not adopted by the agency if that option was
not adopted.

“(e) Each agency shall include an executive summary
of the regulatory analysis, including any risk assessment,
in the regulatory analysis and in the statement of basis
and purpose for the proposed and final major rule. Such
executive summary shall include a sucecinet presentation
of—

“(1) the benefits and costs expected to result
from the rule and any determinations required under
subsection (d);

“(2) if applicable, the risk addressed by the rule

and the results of any risk assessment;
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“(3) the benefits and costs of reasonable alter-
natives considered by the agency; and

“(4) the key assumptions and scientific or eco-
nomic information upon which the agency relied.
“(6(1) A major rule may be adopted without prior

compliance with this subchapter if—

“(A) the ageney for good cause finds that con-
ducting the regulatory analysis under this sub-
chapter before the rule becomes effective is impracti-
cable or contrary to an important public interest;
and

“{B) the agency publishes the rule in the Fed-
eral Register with such finding and a succinet expla-
nation of the reasons for the finding.

“(2) If a major rule is adopted under paragraph (1),
the agency shall comply with this subchapter as promptly
as possible unless the Director determines that compliance
would be clearly unreasonable.

“{g) Each ageney shall develop an effective process
to permit elected officers of State, local, and tribal govern-
ments (or their designated employees with authority to act
on their behalf) to provide meaningful and timely input
in the development of regulatory proposals that contain
significant Federal intergovernmental mandates. The

process developed under this subsection shall be consistent
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with section 204 of the Unfunded Mandates Reform Act
of 1995 (2 U.8.C. 1534).
“§ 624. Principles for risk assessments

“(a)(1)(A) Subject to paragraph (2), each agency
shall design and conduct risk assessments in accordance
with this subchapter for—

(i) each proposed and final major rule the pri-
mary purpose of which is to address health, safety,
or environmental risk; or

“(il) any risk assessment that is not the basis
of a rule making that the Director—

“(I) reasonably anticipates is likely to have
an annual effect on the economy of
$100,000,000 or more in reasonably quantifi-
able costs; and

“(II) determines shall be subject to the re-
quirements of this section.

“(B)(i) Risk assessments conducted under this sub-
chapter shall be conducted in a manner that promotes ra-
tional and informed risk management decisions and in-
formed public input into and understanding of the process
of making agency decisions.

“(ii) The seope and level of analysis of such a risk
assessment shall be commensurate with the significance

and complexity of the decision and the need to adequately
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inform the publie, consistent with any need for expedition,
and designed for the nature of the risk being assessed.
“(2) If a risk assessment under this subchapter is
otherwise required by this section, but the ageney deter-
mines that—

“(A) a final rule subject to this subchapter is
substantially similar to the proposed rule with re-
speet to the risk being addressed;

“(B) a risk assessment for the proposed rule
has been carried out in a manner consistent with
this subehapter; and

“(C) a new risk assessment for the final rule is
not required in order to respond to comments re-
ceived during the period for comment on the pro-
posed rule,

the agency may publish such determination along with the

final rule in lieu of preparing a new risk assessment for

the final rule.
“(b) Each agency shall consider in each risk assess-
ment all relevant, reliable, and reasonably available sci-

entific information and shall deseribe the basis for select-
ing such scientific information.

“(e)(1) When a risk assessment involves a choice of
assumptions, the agency shall, with respeect to significant

assumptions—
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“(A) identify the assumption and its scientific

and policy basis, including the extent to which the
assumption has been validated by, or conflicts with,
empirical data;

“(B) explain the basis for any choices among
assumptions and, where applicable, the basis for
combining multiple assumptions; and

“(C) describe reasonable alternative assump-
tions that—

“{1) would have had a significant effect on
the results of the risk assessment; and

“(i1) were considered but not selected by
the agency for use in the risk assessment.

“(2) Significant assumptions used in a risk assess-

ment shall ineorporate all reasonably available, relevant,

and reliable scientific information.

“(d) The agency shall inform the public when the

ageney is conducting a risk assessment subject to this see-
tion and, to the extent practicable, shall solicit relevant
and reliable data from the public. The agency shall con-

sider such data in conducting the risk assessment.

“(e) Each risk assessment under this subchapter

shall include, as appropriate, each of the following:

“(1) A description of the hazard of concern.
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“(2) A description of the populations or natural
resources that are the subject of the risk assess-
ment.

“(3) An explanation of the exposure scenarios
used in the risk assessment, including an estimate of
the corresponding population or natural resocurce at
risk and the likelihood of such exposure scenarios.

“(4) A description of the nature and severity of
the harm that could reasonably oceur as a result of
exposure to the hazard.

“(5) A description of the major uncertainties in
each component of the risk assessment and their in- -
fluence on the results of the assessment.

“(f) To the extent scientifically appropriate, each

agency shall—

(1) express the estimate of risk as 1 or more
reasonable ranges and, if feasible, probability dis-
tributions that reflects variabilities, uncertainties,
and lack of data in the analysis; _

“(2) provide the ranges and distributions of
risks, including central and high end estimates of
the risks, and their corresponding exposure scenarios
for the potentially exposed population and, as appro-
priate, for more highly exposed or sensitive sub-

populations; and
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“(3) describe the qualitative factors influencing
the ranges, distributions, and likelihood of possible
risks.

“(g) When scientific information that permits rel-
evant comparisons of risk is reasonably available, each
agency shall use the information to place the nature and
magnitude of a risk to health, safety, or the environment
being analyzed in relationship to other reasonably com-
parable risks familiar to and routinely encountered by the
general public. Such comparisons should consider relevant
distinctions among risks, such as the voluntary or invelun-
tary nature of risks, well understood or newly discovered
risks, and reversible or irreversible risks.

“§ 625. Peer review

“(a) Bach agency shall provide for an independent
peer review in accordance with this section of—

“{1) a cost-benefit analysis of a major rule that
the ageney or Director reasonably anticipates is like-
ly to have an annual effect on the economy of
$500,000,000 in reasonably quantifiable costs; and

“(2) a risk assessment required by this sub-
chapter.

“(b)(1) Peer review required under subsection (a)

shall—
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“(A) be conducted through panels, expert bod-
ies, or other formal or informal devices that are
broadly representative and involve participants—

“(1) with expertise relevant to the sciences,
or analyses involved in the regulatory decisions;
and
“(i1) who are independent of the ageney;

“(B) be governed by agency standards and
practices governing conflicts of interest of non-
governmental agency advisors;

“(C) provide for the timely completion of the
peer review including meeting agency deadlines;

“(D) contain a balanced presentation of all eon-
siderations, ineluding minority reports and an agen-
ey response to all significant peer review comments;
and

“(E) provide adequate protections for confiden-
tial business information and trade secrets, including
requiring panel members or participants to enter
into confidentiality agreements.

“(2) Bach agency shall provide a written response to

all significant peer review comments. All peer review com-

ments and any responses shall be made—

“(A) available to the public; and
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“(B) part of the rule making record for pur-
poses of judicial review of any final agency action.
“(3) If the head of an agency, with the eoncurrence

of the Director, publishes a determination in the rule mak-
ing file that a cost-benefit analysis or risk assessment, or
any component thereof, has been previously subjected to
adequate peer review, no further peer review shall be re-
quired under this section for such analysis, assessment,
or component.

“(¢) For each peer review conducted by an ageney
under this section, the agency head shall include in the
rule making record a statement by a Federal officer or
employee who is not an employee of the agency rule mak-
ing office or program—

(1) whether the peer review participants re-
flect the independence and expertise required under
subsection (b)(1)(A); and

“(2) whether the agency has adequately re-
sponded to the peer review comments as required
under subsection (b)(2).

“(d) The formality of the peer review conducted
under this section shall be commensurate with the signifi-

cance and complexity of the subject matter.
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“(e) The peer review required by this section shall
not be subject to the Federal Advisory Committee Act (5
U.8.C. App.).

“(f) A member of an agency advisory board (or com-
parable organization) established by statute shall be con-
sidered independent of the agency for purposes of sub-
section (b){1)(A)Gi).

“(g) The status of a person as a contractor or grantee
of the agency conducting the peer review shall not, in and
of itself, exelude such person from serving as a peer re-
viewer for such agency because of the requirement of sub-
section (b)(1)(A)(3i).

“(h) Nothing in this section shall require more than
one peer review of a cost-benefit analysis or a risk assess-
ment during a rule making. A peer review required by this
section shall occur to the extent feasible before the notice
of proposed rule making.

“§ 626. Deadlines for rule making

“(a) All statutory deadlines that require an agency
to propose or promulgate any major rule during the 2-
year period beginning on the effective date of this section
shall be suspended until the earlier of—

“(1) the date on which the requirements of this

subchapter are satisfied; or
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“(2) the date occurring 180 days after the date
of the applicable deadline.

“(b) In any proceeding involving a deadline imposed
by a court of the United States that requires an agency
to propose or promulgate any major rule during the 2-
year period beginning on the effective date of this section,
the United States shall request, and the court may grant,
an extension of such deadline until the earlier of—

“(1) the date on which the requirements of this
subchapter are satisfied; or

“(2) the date occurring 180 days after the date
of the applicable deadline,

“{c) In any case in which the failure to promulgate
a major rule by a deadline occurring during the 2-year
period beginning on the effective date of this seetion would
create an obligation to regulate through individual adju-
dications, the deadline shall be suspended until the earlier
of—

(1) the date on which the requirements of this
subehapter are satisfied; or
“(2) the date occurring 180 days after the date
of the applicable deadline.
“§ 627, Judicial review
“(a) Compliance by an agency with the provisions of

this subchapter shall be subjeet to judicial review only—
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“(1) in connection with review of final agency
action;
“(2) in accordance with this seetion; and
“(3) in accordance with the limitations on tim-
ing, venue, and scope of review imposed by the stat-
ute authorizing judicial review.

“{b) Any determination of an agency whether a rule
is a major rule under section 621(b7)(A) shall be set aside
by a reviewing court only upon a showing that the deter-
mination is arbitrary or capricious.

“(¢)} Any designation by the Director that a rule is
a major rule under section 621(7), or any failure to make
such designation, shall not be subject to judicial review.

“(d) The cost-benefit analysis, cost-benefit deter-
mination under section 623(d), and any risk assessment
required under this subchapter shall not be subject to judi-
cial review separate from review of the final rule to which
such analysis or assessment applies. The cost-benefit anal-
ysis, cost-benefit determination under seetion 623{d), and
any risk assessment shall be part of the rule making
record and shall be eénsidered by a court to the extent
relevant, only in determining under the statute granting
the rule making authority whether the final rule is arbi-

trary, capricious, an abuse of diseretion, or is unsupported
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by substantial evidence where that standard is otherwise
provided by law.

“(e) If an agency fails to perform the cost-benefit
analysis, cost-benefit determination, or risk assessment, or
to provide for peer review, a court may, giving due regard
to prejudicial error, remand or invalidate the rule. The
adequacy of compliance with the specific requirements of
this subchapter shall not otherwise be grounds for re-
manding or invalidating a rule under this subchapter. If
the court allows the rule to take effect, the court shall
order the agency to promptly perform such analysis, deter-
mination, or assessment or provide for such peer review.
“§628. Guidelines, interagency coordination, and re-

search

“(a)(1) Not later than 270 days after the date of en-
actment of this section, the Director, in consultation with
the Council of Economic Advisors, the Director of the Of-
fice of Secience and Technology Policy, and relevant agency
heads, shall issue guidelines for cost-benefit analyses, risk
assessments, and peer reviews as required by this sub-
chapter. The Director shall oversee and periodically revise
such guidelines as appropriate.

“(2) As soon as practicable and not later than 18
months after issuance of the guidelines required under

paragraph (1), each agency subject to section 624 shall
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adopt detailed guidelines for risk assessments as required
by this subchapter. Such guidelines shall be consistent
with the guidelines issued under paragraph (1). Each
agency shall periodically revise such agency guidelines as
appropriate.

“(3) The guidelines under this subsection shall be de-
veloped following notice and public comment. The develop-
ment and issuance of the gnidelines shall not be subject
to judicial review, except in accordance with section
706(1).

“(b) To promote the use of cost-benefit analysis and
risk assessment in a consistent manner and to identify
agency research and training needs, the Director, in con-
sultation with the Council of Economic Advisors and the
Director of the Office of Science and Technology Policy,
shall—

“(1) oversee periodic evaluations of Federal
agency cost-benefit analysis and risk assessment;
“(2) provide advice and recommendations to the

President and Congress to improve agency use of

cost-benefit analysis and risk assessment;

“(3) utilize appropriate interagency mechanisms
to improve the consistency and quality of cost-ben-
efit analysis and risk assessment among Federal

agencies; and
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“(4) utilize appropriate mechanisms between
Federal and State agencies to improve cooperation
in the developruent and applieation of cost-benefit
analysis and risk assessment.

“(e¢}(1) The Director, in consultation with the head
of each agency, the Council of Economic Advisors, and the
Direetor of the Office of Science and Technology Policy,
shall periodically evaluate and develop a strategy to meet
agency needs for research and training in cost-benefit
analysis and risk assessment, ineluding research on model-
ling, the development of generic data, use of assumptions
and the identification and quantification of uncertainty
and variability.

“(2Y(A) Not later than 180 days after the date of
enactment of this section, the Director, in consultation
with the Director of the Office of Science and Technology
Policy, shall enter a contract with an accredited scientific
institution to conduct research to—

“(1) develop a common basis to assist risk com-
muniecation related to both ecarcinogens and non-
carcinogens; and

“(i1) develop methods to appropriately incor-
porate risk assessments inte related cost-benefit

analyses.
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“(B) Not later than 2 years after the date of enact-

ment of this section, the results of the research condueted
under this paragraph shall be submitted to the Director
and Congress.
“$ 629. Risk based priorities study

“(a) Not later than 1 year after the date of enact-
ment of this seetion, the Director, in eonsultation with the
Director of the Office of Science and Technology Policy,
shall enter into a contract with an accredited seientific in-
stitution to conduet a study that provides—

“(1) a systematic comparison of the extent and
severity of significant risks to human health, safety,
or the environment (hereafter referred to as a com-
parative risk analysis);

“(2) a study of methodologies for using com-
parative risk analysis to compare dissimilar risks to
human health, safety, or the environment, including
development of a common basis to assist compara-
tive risk analysis related to both carcinogens and
noneareinogens; and

“(3) recommendations on the use of compara-
tive risk analysis in setting priorities for the redue-
tion of risks to human health, safety, or the environ-

ment.
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“(b) The Director shall ensure that the study re-

guired under subseetion (a) is—

“(1) conducted through an open process pro-
viding peer review consistent with section 625 and
opportunities for public comment and participation;
and

“(2) not later than 3 years after the date of en-
actment of this section, completed and submitted to
Congress and the President.

“{e) Not later than 4 years after the date of enact-
ment of this section, each relevant ageney shall, as appro-
priate, use the results of the study required under sub-
section (a) to inform the agency in the preparation of the
agency’s annual budget and strategic plan and perform-
ance plan under section 306 of this title and sections
1115, 1116, 1117, 1118, and 1119 of title 31.

“(d) Not later than 5 years after the date of enact-
ment of this section, and periodically thereafter, the Presi-
dent shall submit a report to Congress recommending leg-
islative changes to assist in setting priorities to more effec-
tively and efficiently reduce risks to human health, safety,
or the environment.

“SUBCHAPTER III—EXECUTIVE OVERSIGHT
“3$631. Definitions

“For purposes of this subchapter—
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“(1) the definitions under sections 551 and 621
shall apply; and

“{2) the term ‘regulatory action’ means any one
of the following:

“(A) Advance notiee of proposed rule mak-
ing.
“(B) Notice of proposed rule making.
“(C) Final rule making, including interim
+ final rule making.
“$ 632. Presidential regulatory review

“(a) This subchapter shall apply to all proposed and
final major rules and to any other rules designated by the -
President for review.

“(b) The President shall establish a process for the
review and coordination of Federal ageney regulatory ac-
tions. Such process shall be the responsibility of the Direc-
tor.

“(e) For the purpose of carrying out subsection (e},
the Director shall—

“(1) develop and oversee uniform regulatory
policies and procedures, including those by which
each agency shall comply with the requirements of
this chapter;

“(2) develop policies and procedures for the re-

view of regulatory aetions by the Director; and
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“(3) develop and oversee an annual govern-
mentwide regulatory plamning proecess that shall in-
clude review of planned significant regulatory aec-
tions and publication of—

“(A) a summary of and schedule for pro-
nulgation of planned agency major rules;

“(B) agency specific schednles for review
of existing rules, including under section 610;

“(C) a summary of regulatory review ac-
tions undertaken in the prior year;

“(D) a list of major rules promulgated in
the prior year for which an agency could not
make the determinations that the benefits of a
rule justify the costs under section 623(d);

“(E) identification of significant agency
noncompliance with this chapter in the prior
year; and

“(F'y recommendations for improving com-
pliance with this chapter and increasing the ef-
ficiency and effectiveness of the regulatory
process.

“(d){1) The review established under subsection (b)

23 shall be conducted as expeditiously as practicable and shall

24 be limited to not more than 90 days.
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“(2) A review may be extended longer than the 90-
day period referred to under paragraph (1) by the Direc-
tor or at the request of the rule making agency to the
Director. Notice of such extension shall be published
promptly in the Federal Register.
“$ 633. Public disclosure of information

‘“(a) The Director, in carrying out section 632, shall
establish procedures to provide publiec and agency access
to information concerning review of regulatory actions
under this subehapter, including—

“(1) disclosure to the public on an ongoing
basis of information regarding the status of regu-
latory actions undergoing review;

“(2) disclosure to the public, not later than the
date of publication of a regulatory action, of—

“(A) all written correspondence relating to
the substance of a regulatory detion, including
drafts of all proposals and associated analyses,
between the Administrator or employees of the
Administrator and the regulatory agency;

“(B) all written correspondence relating to
the substance of a regulatory action between
the Administrator or employees of the Adminis-
trator and any person not employed by the ex-

ecutive branch of the Federal Government; and
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1 “{0) a list identifying the dates, names of

2 individuals involved, and subject matter dis-

3 cussed in significant meetings and telephone

4 conversations relating to the substance of a reg-

5 ulatory action between the Administrator or

6 employees of the Administrator and any person

7 not employed by the executive branch of the

8 Federal Government; and

5 “(3) disclosure to the regulatory agency, on a
10 timely basis, of—
11 “(A) all written correspondence relating to
12 the substance of a regulatory action between
13 the Administrator or employees of the Adminis-
14 trator and any person not employed by the ex-
15 ecutive branch of the Federal Government; and
16 “(B) a list identifying the dates, names of
17 individuals involved, and subject matter dis-
18 cussed in significant meetings and telephone
19 conversations relating to the substance of a reg-
20 ulatory action between the Administrator or
21 employees of the Administrator and any person
22 not employed by the executive braneh of the
23 Federal Government.
24 “{b} Before the publication of any proposed or final

25 rule, the agency shall include in the rule making record—
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“(1) a document identifying in a complete,
clear, and simple mamier, the substantive changes
between the draft submitted to the Administrator for
review and the rule subsequently published;

“(2) a document identifying and describing
those substantive changes in the rule that were
made as a result of the regulatory review and a
statement if the Administrator suggested or rec-
ommended no changes; and

“(3) all written correspondence relating to the
substance of a regulatory action between the Admin-
istrator and the agency during the review of the
rule, including drafts of all proposals and associated
analyses.

“(c) In any meeting relating to the substance of a
regulatory action under review between the Administrator

or employees of the Administrator and any person not em-

“ployed by the executive branch of the Federal Government,

a representative of the agency submitting the regulatory
action shall be invited.
“$ 684. Judicial review

“The exercise of the authority granted under this
subchapter by the President, the Director, or the Adminis-
trator shall not be subject to judicial review in any man-

ner.”.
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(b) PRESIDENTIAL AUTHORITY.—Nothing in this Act

shall limit the exercise by the President of the authority

and responsibility that the President otherwise possesses

under the Constitution and other laws of the United

States with respect to regulatory policies, procedures, and

programs of departments, agencies, and offices.

(e) TECHNICAL AND CONFORMING AMENDMENTS.—
(1) TABLE OF SECTIONS.—Part I of title 5,
United States Code, is amended by striking the
chapter heading and table of sections for chapter 6 .
and inserting the following:
“CHAPTER 6—THE ANALYSIS OF
REGULATORY FUNCTIONS

“SUBCHAPTER I—ANALYSIS OF REGULATORY FLEXIBILITY

“See.

“601.
“602.
“603.”
“604.
“605.
“608.
“8DT.
“608.
“609.
“610.
“g11.
“612.

“621.
“622.
“623.
“624.
“625.
“626.
“627.
“528.
“629.

Definitions.

Regulatory agenda.

Initial regulatory flexibility analysis.

Final regulatory flexibility analysis.
Avoidance of duplicative or unnecessary analyses.
Effect on other law.

Preparation of analysis.

Procedure for waiver or delay of completion.
Procedures for gathering comments.
Periodic review of rules.

Judicial review.

Reports and intervention rights.

“SUBCHAPTER II—REGULATORY ANALYSIS

Definitions.

Applicability and effect.

Regulatory analysis.

Principles for risk assessments.

Peer review.

Deadlines for rule making.

Judieial review.

(Guidelines, interagency coordination, and research.
Risk based priorities study.
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“SUBCHAPTER III—EXECUTIVE OVERSIGHT

“631. Definitions.

“632. Presidential regulatory review.
“633. Public disclosure of information.
“834. Judieial review.”.

(2) SUBCHAPTER HEADING.—Chapter 6 of title

5, United States Code, is amended by inserting im-

mediately before section 601, the following sub-

chapter heading:
“SUBCHAPTER I—ANALYSIS OF REGULATORY
FLEXIBILITY”.
SEC. 4. COMPLIANCE WITH THE UNFUNDED MANDATES RE-
FORM ACT OF 1995.

Compliance with the requirements of subchapter II
of chapter 6 of title 5, United States Code (as added by
section 3 of this Act), shall constitute compliance with the
requirements pertaining to the costs and benefits of a Fed-
eral mandate to the private sector in sections 202,
205(a)(2), and 208 of the Unfunded Mandates Reform
Act of 1995 (2 U.S.C. 1532, 1535(a)(2), and 1538).

SEC. 5. EFFECTIVE DATE.

Except as otherwise provided in this Act, this Act
shall take effect 180 days after the date of enactment of
this Act, but shall not apply to any ageney rule for which
a notice of proposed rule making is published on or before

60 days before the date of enactment of this Act.
@)
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