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THE REGULATORY TRANSITION ACT OF 1995

THURSDAY, JANUARY 19, 1995

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON NATIONAL ECONOMIC GROWTH,
NATURAL RESOURCES, AND REGULATORY AFFAIRS,
COMMITTEE ON GOVERNMENT REFORM AND OVERSIGHT,
Washington, DC.

The subcommittee met, pursuant to notice, at 9:40 a.m., in room
2154, Rayburn House Office Building, Hon. David McIntosh (chair-
man of the subcommittee) presiding.

Present: Representatives McIntosh, McHugh, Fox, Gutknecht,
Scar(‘lborough, Shadegg, Ehrlich, Tate, Peterson, Waxman, and
Condit.

Majority staff present: Mildred Webber, staff director; John
Praed, counsel; and David White, clerk.

Minority staff present: Bruce Gwinn, professional staff member.

Mr. McINTOSH. The Subcommittee on National Economic
Growth, Natural Resources, and Regulatory Affairs will come to
order. With a quorum present, we will now start.

Welcome to the first meeting of the Subcommittee on National
Economic Growth, Natural Resources, and Regulatory Affairs. It is
a mouthful. I often just refer to it as the subcommittee on regu-
latory relief.

My name is David McIntosh and I am from Muncie, IN. Our sub-
committee is under the full Committee on Government Reform and
Oversight. Chairman William Clinger is our distinguished chair-
man. We are a new subcommittee both in name and jurisdiction.
Although the subcommittee’s jurisdiction is quite broad, we have
every intention to serve the public in an efficient and effective
manner.

I look forward to chairing this subcommittee with the under-
standing that it is quite unusual for a freshman to have this oppor-
tunity. I thank the chairman for his confidence, and I welcome the
opportunity and look forward to working with many of the distin-
guished Members on both sides of the aisle in this effort. To the
greatest extent possible, I intend to operate this committee in a bi-
partisan fashion.

With that in mind, I am delighted to introduce, first, my col-
leagues on the Republican side of the subcommittee, and then we
will ask our distinguished ranking member from Minnesota, Collin
Peterson, to introduce the rest of our colleagues on the Democrat
side of the aisle.

Vice chairman of the subcommittee is Jon Fox from the 13th Dis-
trict of Pennsylvania.

1)
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John McHugh is our only nonfreshman on the Republican side
and probably needs no introduction. 1 am going to be turning to
him quite often for his wisdom and experience in this process. He
is from the 24th District of New York.

Gil Gutknecht hails from the 1st District of Minnesota.

Joe Scarborough is from the 1st District of Florida.

John Shadegg 1s from the 4th District of Arizona.

Bob Ehrlich 1s from the 2d District of Maryland.

And Randy Tate is from the 9th District of the State of Washing-
ton,

Thank you one and all for serving on this subcommittee.

Mr. Peterson, I understand Mrs. Slaughter is unable to be here
because her brother is very ill. Please convey our condolences to
her and her family, and we wish them all the best and good health.
Mr. Collin Peterson.

Mr. PETERSON. Thank you, Mr. Chairman. We lock forward to
working with you this coming session.

We have a distinguished group of members that belong to this
subcommittee, and we have—we are honored today to have our
ranking member of the full committee with us, Cardiss Collins
from the 7th District of Illinois, and we are glad to have her with
us and enjoy her leadership on the committee.

We also have a number of senior Members of the House that are
going to be serving on this subcommittee: Mr. Waxman from the
29th District of California, who also serves as the ranking member
on the Health and Environment Subcommittee of the Commerce
Committee.

We have some Members that couldn’t be with us today because
of other situations: Mr. Spratt from South Carolina; as you said,
Mrs. Slaughter from New York, who has to be with her brother
today, and we wish her and the family well.

Also, Mr. Kanjorski from Pennsylvania could not be with us
today. He serves on the Banking Committee.

And, finally, Mr. Condit—Gary Condit from the 18th District in
the Central Valley of California, who serves as the ranking mem-
ber of the Department Operations Subcommittee of Agriculture.

So, with tﬁat, Mr. Chairman, we appreciate your calling this
hearing and look forward to working with you.

Mr. McINTOSH. Thank you very much.

To open this hearing today, I thought it would be appropriate to
hear from the chairman of the full committee, and so I will ask Mr.
Clinger to join us and am delighted that he is able to be here today
to provide his guidance.

Mr. CLINGER. Thank you, Mr. Chairman. I have a full statement
I ask be submitted for the record.

I want to congratulate you on this inaugural hearing on this
brand-new subcommittee. The responsibilities that you are going to
exercise will be great.

I am certainly pleased that you have targeted the goal of reduc-
ing regulatory burdens as the subcommittee’s primary goal for the
first hearing. That, frankly, is what led me to choose you for this
very important job, because of your background and working in
this field and the years that you have devoted to studying the regu-
latory morass that we deal with at the Federal level.
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The burden of regulations being placed on the average American
by the Federal Government continue to escalate. I am confident
that with your leadership of this subcommittee we can hopefully
stem the tide of useless and burdensome regulations that are tax-
ing the resources of every individual in government and business
in this country.

The assertion that regulatory burdens continue to mount cannot
be discounted. According to a report prepared by the Federal Regu-
latory Information Service Center, President Clinton’s first year in
the oval office produced the third thickest Federal Register of all
time, in itself not necessarily a bad thing but certainly an indicator
that we are not reducing the regulatory burden.

In 1993, the Federal Register’'s proposed and final regulations,
which are often regarded as a crude but useful barometer of the
Washington regulatory activity, published nearly 70,000 pages and
that I think is reason enough to be undertaking these hearings.

During the past Congress, I commissioned a study by the GAO
on the number of hours average Americans spend filling out gov-
ernment paperwork and complying with Federal regulations. To my
amazement, GAO reported that Federal agencies reported to OMB
that a total 6.6 billion hours were required to fulfill government pa-
perwork requirements. This is another area we wiﬁ be looking at
%n terms of the Paperwork Reduction Act and revisiting that legis-
ation.

Let me state that again the Federal Government mandated a
total of 6.6 billion hours of paperwork burden on private citizens
and individual businesses in 1 year alone, and that is over 2,000
hours per American.

The legislation that you have introduced, I think, is the perfect
piece of i‘egislation to initiate the activities of this subcommittee.
The bill would impose a 6-month moratorium on all discretionary
regulations issued by government agencies. It would not shut down
the government. After all, regulations deemed to be mandated by
emergency circumstances would still be issued, as I understand it,
but it will force regulatory agencies to slow down, think about what
they are doing and report to the Congress and the American people
what re%;ulations they are considering.

Mr. Chairman, this matter is not just an inside-the-beltway pol-
icy debate. In my own district, I have a constituent who is working
with the Environmental Protection Agency—in opposition to the
Agency—to craft a rule change which will actually relieve his com-
pany of current regulatory burdens. The agency is on the verge of
1ssuing a proposed change to a current rule which will save my
constituent several million dollars and not detrimentally impact
the environment.

So efforts like the implementation of these streamlining efforts
I think will be allowed to continue under this moratorium.

The most important result of this bill, however, is that it will
give the new Congress an opportunity to take a deep breath and
examine the regulations controlling the lives of all Americans.

If H.R. 450 becomes law, our work will not be over. This is going
to be a principal focus of this subcommittee, and this is a goog ini-
tial start. It 1s going to be the responsibility of each committee of
the House, not just this subcommittee and the Committee on Gov-
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ernment Reform and Oversight, to study the regulations being pro-
osed by the executive branch. This task should not be taken%ight—
y for the job is going to be monumental.

Mr. Chairman, I appreciate the opportunity to make this opening
statement this morning and to wish all the members of the sub-
committee well. I think it is an effort that I encourage, and I ap-
plaud you for approaching this in a bipartisan fashion and wish the
efforts of the subcommittee great success.

Mr. McINTOSH. Thank you, Mr. Chairman.

[The prepared statement of Hon. William F. Clinger, Jr., follows:]

PREPARED STATEMENT OF HON. WILLIAM F. CLINGER, JR., A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF PENNSYLVANIA

Mr. Chairman: 1 con%atulate ou for this inaugural hearing of the Subcommittee
on National Economic Growth, l%atura] Resources, and Regulatory Affairs. The re-
sponsibilities are great and I am pleased that you have targeted the goal of reducing
regulatory burdens as the subcommittee’s primary goal for the first hearing.

e regulatory burdens being placed on an average American by the Fegeral Gov-
ernment continue to escalate. I am confident that with the leadership of this sub-
committee, we can stem the tide of useless, burdensome regulations that are taxing
the resources of every individual, government, and business in this country. The as-
sertion that regulatory burdens continue to mount cannot be discounted. According
to a relport pre!Pared y the Federal Regulatory Information Service Center, Presi-
dent Clinton’s first year in the Oval Office produced the third-thickest Federal Reg-
ister of all times. In 1993, the Federal Register, whose pages of proposed and final
regulations are often regarded as a crude but useful barometer of Washington’s reg-
ulatory activity, published nearly 70 thousand pages. The only president who beat
that total was Jimmy Carter, who served in Whjte%—louse during our previous period
of rapid government expansion in the late 1970s.

During the past Congress, I commissioned a study by the General Accounting Of-
fice on the number of hours average Americans spend filling out government paper-
work and complying with Federal regulations. To my chagrin and amazement, the
GAO reported that Federal agencies reported to the President’s Office of Manage-
ment and Budget that a total of 6.6 billion hours were required to fulfill government
paperwork requirements. Let me state that again. The Federal Government man-
dated a total of 6.6 billion hours of paperwork burdens on private citizens and indi-
vidual businesses in one year alone. 'F}e;at is over 2 thousand hours per American.

The private sector council on regulatory and information management testified
last year before the House Small Business Committee that they estimate that the
total burden hours even higher, at 10.2 billion hours. When they multiply that f{ig-
ure by an average $50 per hour in labor costs, they conclude that a total of $510
billion dollars is taken from the nation’s economy just to comply with Federal paper-
work burdens. That is about 9% of the nation's GDP.

I will not suggest tnat all of these efforts to comply with government regulations
are wasted. Indeed, our air is cleaner, our roads are safer, and our workers are more
productive because of the regulatory efforts of many executive agencies. But that is
not reason to allow wasteful, often useless government regulations and paperwork
requirements. H.R. 450 in many ways is the perfect piece of legislation to initiate
the activities of this subcommittee. 'IYhe bill would impose a six month moratorium
on all discretionary regulations issued by government agencies. It would not shut
down the government. After all, regulations deemed to be mandated by emergency
circumstances would still be issued. But, it will force regulatory agencies to slow
down and to report to Congress and Americans what regulations they are consider-

ing.

%ecause we recognize that not all regulations are onerous, the bill provides a con-
siderable exception for regulations which repeal, narrow, or streamline existin
agency procedures. Last Congress, | was pleased to co-author a bill which recreate
the Federal Government’s procurement system into a better, simpler and more efli-
cient process. This bill, the Federal Acquisition Streamlining Act of 1994, which was
signed by the President this past October, will, once implemented, actually reduce
the neg'u{atory burdens associated with the government’s procurement process and,
as da result, save both the government and industry considerable amounts of time
and money.

This mgtter is not just “inside the beltway” policy debate. In my own district, I
have a constituent who is working with the Environmental Protection Agency to
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craft a rule change which will actually relieve his compax‘lj; of current regulatory
burdens. The agency is on the verge of issuing a Yroposed ange to a current rule
which will save my constituent several million dollars and not detrimentally impact
the environment.

Efforts like the implementation of these streamlining efforts will be allowed to
continue under this moratorium. The most important result of this bill, however, is
that it will give the new Congress an opportunity to take a deef breath, and exam-
ine, the regulations controlling the lives of all Americans. In all honesty, however,
this legislation was not necessary. In a letter to President Clinton early this year,
the new house leadership asked the President to impose by Executive order his own
regulatory moratorium. 8Vhen given the opportunity to work in a bipartisan fashion
to craft a workable compromise, the offer was rejected. Now it is up to the Congress,
and particularly, this subcommittee, to find a means to reduce the burdens of the
Federal regulatory apparatus.

If H.R. 450 becomes law, our work will not be over. It will be the responsibility
of each committee of the House generally, and the Committee on Government Re-
form and Oversight specifically, to study the regulations beini proposed by the exec-
utive branch. This task should not be taken lightly as the jo wiﬁ be monumental.
Again, I appreciate testifying before you this morning and wish each of you well in
your daunting task.

Mr. McINTOSH. I would also like to now call upon the rankin
minority member, Mrs. Collins, for a statement, and then we wil
beﬁn the proceedings of the hearing.

rs. CoLLINS. Thank you Mr. Chairman.

I want to thank you for calling this hearing on H.R. 450, which
is a bill to impose a 6-month moratorium on regulations.

I am extremely concerned, Mr. Chairman, that this 1 day of
hearings will be totally inadequate to resolve the confusion, and
many unanswered questions, surrounding this proposal. From what
I understand, none of the witnesses at today’s hearing can tell us
definitively all of the regulations that would be suspended under
the provisions of this bill.

The moratorium on regulations proposed in the bill is not part
of the Contract with America. When the public has an opportunity
to learn about it, I doubt that they will support it.

No one can claim the American public voted in November to
block the issuance of regulations that protect consumers from the
deadly E coli bacteria in meat. No one voted to stop improved air-
line safety regulations. No one voted to halt regulations that pro-
vide for enhanced safety at nuclear power plants. No one voted to
stall new mine safety rules designed to cut down on coal mine fires.
Yet, this bill would make these and all other Federal regulations
subject to a 6-month moratorium.

In this regard, I have noticed that a pattern is emerging in the
Republican bills that this committee has been considering. They all
use catchwords like, “unfunded mandates,” “line-item veto” and
“regulatory moratorium.” We need to start speaking English, and
tell the American people exactly what these bills are going to do.

To illustrate, the Department of Agriculture has proposed new
inspection rules in response to the deaths of children 2 years ago
from the deadly E coli bacteria in hamburger. This bill would halt
those rules from going into effect.

The new meat and poultry inspection rule is not being promul-
gated to punish cattle ranchers, poultry farmers, or meat and poul-
try processors. Its purpose is to stop people from dying and from
getting sick from food borne bacteria such as salmonella and E coli.
Food borne disease causes an estimated 9,000 deaths every year
and 6.5 million illnesses. Medical costs and lost productivity associ-
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ated with the treatment of food borne illness are estimated to be
between $5 billion and $6 billion every year.

I completely disagree with the proponents of this bill that we
should delay even for 1 minute, much less 6 months, the implemen-
tation of regulations to reduce the number of deaths and illnesses
that occur each year from food poisoning.

Let me turn to a very interesting statement in the testimony
from the American Trucking Association, which was the only testi-
mony | received in advance. The trucking industry supports the bill
because, among other things, it would gelay new regulations that
would require random alcohol testing of truck drivers. I doubt most
Americans driving down our roads would want to see any kind of
delay in that regulation, and I believe that most of us here would
feel uncomfortable with some kind of decision to delay a regulation
like that.

I think it is time for us to be honest with the American public.
While business and industry may like exemptions from regulations
that a moratorium would give us, let us remember that regulations
?re proposed to deal with serious, real-life problems that people
ace.

I also want to point out an interesting aspect of this bill. Two
weeks ago, the Republican leadership proposed a package of new
Rules for the House which we adopted. We also passed a bill this
week that would make the Congress subject to the same laws that
the rest of the country and the executive branch have to live by.
So it strikes me as ironic that this regulatory moratorium doesn’t
apply to Congress. This is the kind of special treatment we recently
rejected.

If there are problems with regulations, they should be addressed
by the agency. If Congress believes the agency is acting improperly
or the law needs revision, we should debate it and change the law
accordingly.

Our zeal for reducing regulatory burden must always be tem-
pered by our commitment to serve and promote the well-being of
the American public. For this reason, I oppose an across-the-board
moratorium and would urge my colleagues to give it their very
careful consideration as weﬁ.

Thank you and I yield back the balance of my time, Mr. Chair-
man,

Mr. McInTosH. Thank you. I would invite you to stay and hear
the testimony of the witnesses and see what their justification is
for their positions.

Mrs. CoLLINS. I thank you very much. I would be more than
happy to, but I have to be on the floor for unfunded mandates.
That has been greased through the House already, so I must leave
now.

Mr. McINTOSH. If you get a chance to come back and join us,
that would be great.

[The prepared statement of Hon. Cardiss Collins follows:]

PREPARED STATEMENT OF HON. CARDISS COLLINS, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF ILLINOIS

Mr. Chairman, I want to thank you for calling this hearing on H.R. 450, a bill
to impose a six-month moratorium on regulations.
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I am extremely concerned, Mr. Chairman, that this one day of hearings will be
totally inadequate to resolve the confusion, and many unanswered questions, sur-
rounding this proposal. From what I understand, none of the witnesses at todag"s
hearing can t.eﬁ us definitively all of the regulations that would be suspended under
the provisions of this bill.

The moratorium on regulations proposed in this bill is not part of the Contract
with America. When the public has an opportunity to learn about it, I doubt they
will support it.

No one can claim the American public voted in November to block the issuance
of regulations that protect consumers from the deadly E coli bacteria in meat. No
one voted to stop improved airline safety regulations. No one voted to halt regula-
tions that provide for enhanced safety at nuclear power plants. No one voted to stall
new mine safety rules designed to cut down on coal mine fires. Yet, this bill would
make these and virtually all other Federal regulations subject to a six-month mora-
torium.

In this regard, I have noticed that a pattern is emerging in the Republican bills
that this committee has been considering. They all use catchwords, like unfunded
mandates”, “line item veto”, and “regulatory moratorium”. What we need to do is
start speaking English, and tell the American people what these bills actually do.
For example, the Department of Agriculture has proposed new inspection rules in
response to the deaths of children two years ago from the deadly E coli bacteria in
hamburger. This bill would halt those rules from going into effect.

The new meat and poultry inspection rule is not being promulgated to punish cat-
tle ranchers, poultry farmers, or meat and goultry ﬁmcessors; its purpose is to stop
Eeople from dying and getting sick from food borne bacteria, such as salmonella and

coli. Food borne disease causes an estimated 9,000 deaths per year and 6.5 million
illnesses. Medical costs and lost productivity associated witﬁethe treatment of food
borne illness are estimated to be between $5 billion and $6 billion each year.

I completely disagree with the proponents of this bill that we should delay for one
minute, much less six months, the implementation of regulations to reduce the num-
ber of deaths and illness that occur each year from food poisoning.

Let me turn for a moment to a very interesting statement in the testimony from
the American Trucking Association. l%hat; was the only testimony I received in ad-
vance. The trucking industry supports the bill because, among other things it would
delay new regulations that woquorequire random alcohol testing of truck drivers.
I doubt most Americans would want to delay that regulation. I doubt most of us
in this room would feel comfortable making that decision.

It is time to be honest with the American public. While business and industry
may like the exemptions from regulations that a moratorium would give, let us re-
mem]befr: that regull;tions are proposed to deal with serious, real life problems that
people face.

1 also want to point out an interesting aspect of this bill. Two weeks ago the Re-
publican leadership proposed a package of new Rules for the House which we adopt-
ed. We also passed a bill this week that would make the Congress subject to the
same laws that the rest of the country and the Executive Branch must live by. It
strikes me as ironic that this regulatory moratorium does not apply to Congress.
This is the kind of special treatment we recently rejected.

If there are problems with regulations, they should be addressed by the agency.
If Congress believes the agency 1s acting improperly, or the law needs revision, then
we should debate it, and ciange the law accordingly.

Our zeal for reducing regulatory burden must always be tempered by our commit-
ment to serve ancidpromote the well-being of the public. For this reason, I oppose
an “across-the-board moratorium”, and urge my Colleagues to give it their very care-
ful consideration as well,

Mr. McINTOsH. Last November, the American people sent a clear
message to Washington—-“get government off of our backs.”

Last week, Congressman Delay and I introduced a bill to do just
that. Titled the “Regulatory Transition Act of 1995,” H.R. 450 pro-
tects the middle class by placing a moratorium until June 30 on
new Federal regulations that the administration has issued or pro-
posed since the election. There are now over 72 cosponsors in the
House. I am pleased that this bill has bipartisan support, including
the ranking member, Collin Peterson.

The Subcommittee on National Economic Growth, Natural Re-
sources, and Regulatory Affairs is holding a hearing today on H.R.
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450 in order to bring to the Federal Government’s attention the
many ways in which unnecessary regulation has hurt the American
middle class.

First, let me give you a brief outline of some of the principles
that I will bring to this task in chairing this subcommittee and
that the subcommittee will apply in its work.

First, regulations must maximize the benefits to the public and
minimize the burdens on the American people.

Second, we must always have the utmost respect for individual
freedom.

Third, it is vitally important that we have a renewed respect for
federalism and the role that States and local governments play in
our governmental system.

It is also equally important that we respect established constitu-
tional rights. Perhaps most important in this area will be the pro-
tection of private property and the rights guaranteed under the
Constitution.

We will also need to look to see that other procedural rights are
guaranteed for the American citizens who interact with our regu-
latory agencies.

And, finally, we will promote free markets and free market solu-
tions used in the regulatory process.

Those are the principles that we will use to guide our review of
how the government is performing its task in a myriad of areas
across a broad cross-section of the country and a broad cross-sec-
tion of the Federal programs.

The need for a freeze on new regulations is beyond debate. Presi-
dent Clinton’s administration has admitted that Federal regula-
tions cost the private sector alone at least $430 billion. Private esti-
mates have projected that the full cost of compliance is well over
$500 billion per year. For the average family of four that is a hid-
den tax of about $8,000 a year.

This hidden Federal tax hurts the average American every day.
Regulation pushes up the price that moms and dads pay for food
they put on the table, clothing for their kids, for the cars that they
drive and for all goods and services. They force farmers to spend
time filling out Federal forms rather than tilling their fields. And
small businesses cannot create new jobs with the regulatory bur-
den that they are suffering under. The Small Business Administra-
tion estimates that in this country small businesses spend at least
1 billion hours every year filling out government forms. America
has fought wars that were done in less time than that.

We have tried to work with President Clinton on this bill, but,
frankly, I don’t think he is serious about cutting back on Federal
regulations. Consider the following:

President Clinton has refused a request from the Senate and
House leadership to voluntarily freeze more regulations for the first
100 days of this Congress.

President Clinton’s regulatory plan, issued shortly after the elec-
tion, lists about 4,300 pending new regulatory actions that the
Clinton administration plans to take this year. Already, they have
taken about 823 regulatory actions in the agencies listed in that
plan and many others that are not listed therein.
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According to the Institute for Public Policy, the President plans
to have nearly 130,000 government employees devoted to imple-
menting regulations.

I would like to submit for the record a copy of an article that ap-
peared today in the Washington Post that shows how the budgets
for Federal regulatory agencies have been increasing so that they
are now 10 times as high as they were in 1970. The onslaught of
Federal regulation continues and needs to be put to an end.

[The information referred to follows:]
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Putting a Price Tag on Regulatory Reform

TRENDLINES, From D¢

year would be about three times more
than in 1970.

Now there is a new drive underway in
the Republican-controlled Congress to
foroe sweeping changes in the way
regulations are adopted and to cap the
total cost of regulations imposed on
gy 4 and go
Some estimates of that cost range above
$500 billion annually, though the figure is
extraordinarily hard to quantify.

relatively modest [reform] proposals . . .
has led to the slash-and-burn approach
that we will be reading about in coming
months,” be said.

‘Weidenbaum has been urging for years
that more risk assessments be done so
that available funds be directed at

“In general, reduced
economic regulation ...

what the cost of regulatory compliance is,
so such an approach would be
unworkable, he said.

Saxd Portney, “If enacted in anything
resembling thetr present form, the
changes proposed would bring the
regulatory system to a jarring halt. This
would niot only jeapardize regulations
everyone would agree are in the national
interest [such as the mandated removal
of lead from gasoline several years ago),
but also kill chances for more measured
reform.”

The other two lines on the chart show
that the expansioa of regulation has aot
come i the traditional sphere of
economic activity. Only about one-fourth
of the cost of running federal regulatory

jes involves lation of finance

As was the case in 1974, economists of
all politica) leanings have found merit in has enabled the
some of the propased changes, including '
e roirens that there ve 1o competitive process to
assessment of the human health and work better. »
safety or environmental risk each new
regulation is ntended to address. — Murray L. Wei
Paul Portney, vice president of Center far the Study of American Business
Resources for the Future, a o
Washi based ducing or el ing the risks that
that specializes in the economica of pose the greatest danger. At the same
regulation, wrote recently m The time, he has called for more cost-benefit
Washington Post: inly, analyses and giving those required to
enviroamental regulation needs majr comply with regulztions more freedom to
reform; not even the most ardent choose the most cost-effective way to do
environmentalist could dispute that. One  50. But with rare exceptions, such as
reason the [reform proposal] strikes such  aliowing electric utilities to sell or trade
2 chord is because 80 many absurdities poliution credits, few changes have been
and inefficiencies are built into current made, Weidenbaum said.
rules.” The lack of progress has caused House
lnlnmiarvun anhem\-lmeem Rewbbummpmhrmu-ymgmm
of the A baum said in an

here eartier this moath, Murray L.
Weidenbaum, former chairman of
President Ronald Reagan's Council of
Economic Advisers and now head of the
Center for the Study of American
Business, said the high cost of inefficient
m‘uhhmhumsed:mhdchlb

business

interview. By “slash-and-burn” he was

or industry-specific circumstances.

Instead, the expansion bas come in
social regulation—encompassing
consumer safety and health, job safety,
energy use and the environment—and it
will cost the federal government about
$12.6 biltion this year to make and
enforce the rules, according to the
oenter,

“Ia general, reduced economic
reguhnon—nngmg from outright

the competitive process to work better,”
Weidenbaum said.

among
“I believe that the past failure to adopt

referring to the proposal that no pew “The reverse trend has been

regulations could be adopted that would experienced in the area of social

impose any cost on society unless the cost  regulation. A lack of concern with

of h with existing regulations be ~ adverse ic impacts has

reduced by a similar amount. accompanied the maost rapid and costly
We-denh:ummdlhemsunply:sno expansion in environmental and

bank of mft on which to base such  workplace regulation in American

a law. No one knows with any certainty history,” he said.
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Mr. MCINTOSH. Since we introduced the moratorium bill we have
met with the White House twice. They have acknowledged that
there are serious problems with the way in which the regulatory
machinery works, but President Clinton has refused to sign off on
our bill and put a stop to the regulatory juggernaut.

This evidence leads to one conclusion—President Clinton is hav-
ing a love affair with Federal regulations, and the American middle
class has had to pay the price. Well, not any more. No more busi-
ness as usual. This Congress will put a stop to costly, unnecessary
regulations.

In order to reform the way the Federal Government makes regu-
lations, we need to move forward with the moratorium, and there
are several reasons we need to do that. I think most important are
the regulations that would be affected during that time period.

One of them is the California Federal implementation plan that
will come due under a court deadline February 15th. Although the
implementation date has been moved for 2 years, this would be-
come a final regulation which would hang over the heads of the
citizens of southern California and threaten over 160,000 individ-
uals with the loss of their jobs if that FIP comes into place.

The American people will hear a lot of reasons why we shouldn’t
have a moratorium on regulations. The proponents of big govern-
ment will try to scare them into believing that the horror of horrors
will happen, and life will come to an end as we know it. Those red
herrings will be put to rest by this committee, and we will assure
the American people that we will fully protect the environment, we
will fully protect the health and safety of every worker, and we will
fully protect the American public when it is necessary, but we will
cut back on unnecessary regulations that cost us jobs and cost the
American taxpayer every day in the marketplace.

Let me mention some of the reasons that are given and tell you
why I don’t think they really apply.

I"Yirst, the President and his staff are worried that the morato-
rium would paralyze the Federal bureaucracy. Quite honestly, I
know a lot of peop{e think that is maybe not too bad. But I suspect
that the bill’s opponents have overstated the burden this bill would
create and that perhaps some of those 130,000 employees in the
Federal Government could turn their attention to reducing regu-
latory burdens rather than creating new ones.

Second, there will be those who oppose the bill by exploiting the
fears of the American public. I have heard claims that without new
Federal regulations, airline safety will be jeopardized—not so—and
that children will be threatened with new toys that are dan-
ﬁerous—not so. The bill has an exemption that guarantees the

ealth and safety of the American public and allows the President
to put forward any regulations that he deems necessary to address
immediate threats in those areas.

Third, the President’s staff does not like the fact that the bill
permits private citizens to sue the Federal Government if it doesn’t
follow the freeze on new regulations, I find it highly ironic that the
President is in favor of tort reform when the government is the de-
fendant but in no other instance.

The American people will not be fooled. They know the White
House’s opposition to this proposal is nothing more than a camou-
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flage for their true feelings: They want to move forward with more
regulations. I hope that we can put that aside and work together
to pass this bill.

I encourage President Clinton and all Federal regulators to listen
to the message the voters sent last fall, to work with this new Con-
gress to accomplish these tasks, to put old thinking behind us and
to move forward to address these problems. We are determined to
reduce the regulatory burden on the American people, to cut the
hidden tax, and we welcome the President’s cooperation. But let me
be clear. We have heard the mandate of the American people, and
we will move forward with or without that cooperation.

In a moment, a number of Americans will testify about the tre-
mendous burdens that Federal regulations have imposed on their
daily lives. We will hear about how EPA has cost small businesses
hundreds of thousands of dollars, how regulations have cost jobs in
America, how women in America cannot use the latest techniques
to test for breast cancer because the FDA won't get off the dime
and approve them. These are real Americans—not lobbyists, not
Washington professionals, not special interest representatives. We
will hear how they are victims of regulations.

Their stories are only a few of the millions that could be told. In-
deed, we asked a numt;er of other witnesses to testify today. Some
declined because they feared retribution from Federal regulators.
In the past, I have heard rumors about such retribution. Today I
am here to tell you that these rumors are true, sad as it may {)e.
Such arrogant abuse of power is intolerable in a free society.

And let there be no misunderstanding. If I find out that anyone
is harassed by the government for cooperating with this sub-
committee and our effort to reduce regulations, I will hold those
persons personally accountable.

{The prepared statement of Hon. David M. McIntosh follows:]

PREPARED STATEMENT OF HON. DAVID M. MCINTOSH, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF INDIANA

THE PEOPLE HAVE SPOKEN, AND WE HAVE LISTENED

Last November the American people sent a clear message to Washington—“Get
government off our backs.”

Last week, Congressman DeLay and [ introduced a bill to do just that. Entitled
the “Regulatory Transition Act of 1995,” House Resolution 450 protects the middle
class by placing a moratorium until June 30, 1995 on new federal regulations the
Clinton Administration has issued or proposed since the election. There are now
over 72 co-sponsors. | am pleased that this bill has bi-partisan support—including
my distinguished colleague from Minnesota, Ranking Member Collin Peterson.

e Subcommittee on National Economic Growth, Natural Resources and Regu-
latory Affairs is holding hearings today on H.R. 450 in order to bring to the Federal
Government’s attention the many ways in which unnecessary regulation has hurt
the American middle class.

PRINCIPLES OF REGULATORY REFORM

As we begin this important task, the American people deserve to hear the six
principles of regulatory reform that will guide my work and the work of this sub-
committee.

Regulations Must Maximize Benefits and Minimize Burdens

Regulations, by their nature, impose burdens on the American people—both direct
and indirect. For too long, the federal government has failed to take into account
these burdens, and to weigh them against the benefits of regulation. In the future,
new regulations will be subject to a cost benefit analysis that ensures that regula-
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tions do more good than harm. In conducting this analysis, we need to make sure
that our math is honest and our science is sound. In making this balance, we can

no longer justify an improper regulation by simply putting the thumb of government
on the scales.

Respect for Individual Freedom

America was founded on the principle of individual freedom. Today, that freedom
is under attack, not from a foreign threat, but from our own government—through
a suffocating fog of regulations. Over 150 years ago, Alexis De Tocqueville warned
America about this attack from within. In Democracy in America, Tocqueville wrote:
“[Regulation] covers the surface of society with a network of small complicated rules,
minute and uniform, through which the most original minds and the most energetic
characters cannot penetrate . . . . [Regulation] does not destroy, but it prevents
existence; it does not tyrannize, but it compresses, enervates, extinguishes, and stu-
pefies a people, till each nation is reduced to be nothing better than a flock of timid
and industrious animals, of which the government is the shepherd.” It is time we
recognize that the American people are free-thinking, hard-working, responsible citi-
zens capable of ordering their lives as they see fit. They will no longer tolerate the
government’s encroachment on their [reedom.

New Respect for Federalism

It is time for the federal government to again recognize that it is not the only
government in existence in these United States. Fifty state governments and tens
of thousands of local governments also exist for good and proper reasons. The Tenth
Amendment to the Constitution commands us, as legislators, to acknowledge that
“the powers not delegated to the United States by the Constitution, nor prohibited
by it to the States, are reserved to the States respectively, or to the people.” I am
dedicated to the principle that federal regulations that encroach on powers reserved
to the States will not stand. Even where the federal government has the constitu-
tional authority to act, we need to also ask whether it is best suited for the task.
I believe there are many tasks currently performed by the federal government that
can be better performed by the states—the police power, for example.

Vigorous Protection of Property Rights

The Fifth Amendment to the Constitution prohibits the federal government from
taking pnivate property for public use without just compensation. With the rise of
the regulatory state, government effectively takes private property when regulations
limit 1ts use, Federal regulations need to be subjected to careful scrutiny to ensure
they do not violate this most basic of all rights.

A Bill of Rights for Victims of Excessive Regulations

Those Americans victimized by regulations must be afforded certain procedural
rights as a guarantee against improper {ederal action. The most important of these
procedural rights are embodied in the Bill of Rights. These protections need to be
preserved in the regulatory state.

Protect Free Markets and Find Free Market Solutions

Whenever possible, we need to create regulations that protect, not destroy, free
markets. The days of big government trying to micro-manage our economy are over.

With these principles of regulatory reform in mind, let me turn now to the specif-
ics of the Regulatory Transition Act of 1995.

FEDERAL REGULATIONS ARE AN $8,000 HIDDEN TAX

The need for a freeze on new regulations is beyond debate. President Clinton’s Ad-
ministration itself has admitted that Federal regulations cost the private sector
alone “at least $430 billion.” Private estimates have projected that the full cost of
compliance is well over $500 billion per year. For the average family of four, that’s
a hidden tax of about $8,000 a year.

This hidden federal tax hurts the average American everyday. Regulations push
up the prices Moms and Dads pay for food and clothing for their kids, the car they
drive, and all goods and services. They force farmers to spend time filling out forms
rather than tilling their fields. Small businesses cannot create new jobs. The Small
Business Administration estimates that small businesses in this country spend at
least 1 billion hours every year just filling out government forms. America has
fought wars that didn’t take that long.
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THE WHITE HOUSE HAS REFUSED TO ACT

We have tried to work with President Clinton on this bill. But quite frankly, I
don't think he’s serious about cutting back on regulation. Consider the following evi-
dence:

Exhibit #1—President Clinton refused a request from Senate and House leaders
to voluntarily freeze new regulations for the first 100 days of the new Congress.
Exhibit #2—President Clinton’s Regulatory Plan (which was published only six
days after the election) lists about 4,300 pending new regulatory actions on the
Clinton agenda. Already, the Clinton Administration has taken 568 new regula-
tions. Here’s the Federal Register to date from 1949.

Exhibit #3—According to the Institute for Public Policy, the President wants to
have nearly 130,000 government employees devoted to implementing regula-
tions in 1995.

Exhibit #4—Since we introduced the Moratorium Bill, the White House has met
with us twice and has acknowledged that there are serious problems with the
regulatory machine—some would say it is out of control. But President Clinton
has refused to shut off this engine.

Exhibit #5—Only yesterday, the White House canceled a meeting with this sub-
committee to discuss the Moratorium Bill.

This evidence leads to only one conclusion: President Clinton is having a love af-
fair with federal regulations. And the American middle class has had to pay the
price—well, not any more. No more business as usual. This Congress will put a stop
to costly unnecessary Federal Regulations.

In order to reform the way the federal government makes regulations, the Amer-
ican people need a break from the daily deluge of new regulations. The freeze on
new regulations gives them that break. The moratorium also ensures that once we
reform the regulatory process, we will not be stuck with thousands of regulations
still in the pipeline that have not been subjected to proper scrutiny.

OBJECTIONS TO THE MORATORIUM ARE INSINCERE

As we move forward with the Regulatory Moratorium, the proponent of big gov-
ernment will try to scare the American people with a parade of horror stories—all
of which are false!

First, the President’s staffers are worried the moratorium would paralyze the fed-
eral bureaucracy. Quite honestly, I suspect that many Americans think paralyzing
the federal government would be a good thing. I also suspect that the bill’s oppo-
nents overstate the burden this bill would impose on the White House staff. I find
it hard to believe that a well run Executive Branch cannot comply with a regulatory
moratorium and do its job at the same time.

Second, there will be those who oppose this bill by exploiting the fears of the
American public. I have heard claims that without new federal regulations airplane
safety will be jeopardized—not so—and that children will be threatened by their
toys—not so. The President and I both know that the Moratorium Bill allows the
government to pass regulations that protect the public from an imminent threat to
health or safety or other emergency. Yam disappointed that anyone would stoop to
fear-mongering to protect the regulatory juggernaut.

Third, President Clinton's staff does not like the fact the bill permits private citi-
zens to sue the {ederal government if it breaks the freeze on new regulations. I find
it highly ironic that the President is in favor of legal reform only when his Adminis-
tration is being sued.

The American people cannot be fooled. They know the White House’s opposition
to the Republican’s proposed freeze on new federal regulations is nothing more than
camouflage for the President’s true feelings—a deep-seeded love of regulation.

CONGRESS AND THE WHITE HOUSE SHOULD WORK TOGETHER

Well, we are here to say, it is a “New Day” in Washington. I encourage President
Clinton and all federal regulators to listen to the message of the voters, and to work
with this new Congress to accomplish those tasks we were sent to Washington to
do. Reforming the way regulations work in this country is one of the most important
tasks the Republicans promised to tackle in the 104th Congress. We are determined
to reduce the onslaught of new regulations and roll back unnecessary red tape that
are a hidden tax on the American middle class. We welcome President Clinton’s co-
operation—bet let me repeat we will get the job done with or without that coopera-
tion.
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MCINTOSH SPEARS OUT AGAINST RETRIBUTION BY FEDERAL REGULATORS

In a moment, a number of Americans will testify about the tremendous burdens
that federal regulations have imposed on their daily lives. We will hear how EPA
has cost small businesses $100,000’s. How regulations cost jobs. How women in
America cannot use the latest techniques to test for breast cancer because the FDA
won't get off the dime. These are real Americans—not lobbyists, not Washington
professionals, not special interests. We will hear how they are victims of regulation.

Their stories are only a few of the millions that could be told. Indeed, we asked
a number of other witnesses to testify today. Some declined because they feared ret-
ribution from federal regulators. In the past, I have heard rumors about such ret-
ribution. Today, 1 am here to tell you that those rumors are true. Such arrogant
abuse of power is intolerable in a free society.

Let there be no misunderstanding: If I find out that anyone is harassed by the
government for cooperating with this subcommittee, I wil{ hold those responsible
personally accountable.

Mr. McINTOSH. Let’s begin with opening statements from my col-
leagues—although I understand there is a journal vote, and we
need to take a short recess to allow the Members to vote.

Collin, if you don’t object, I suggest that we take a 10-minute re-
cess to vote and then return for your opening statement. Thank
you.

We will stand in recess for 10 minutes.

[Recess.]

Mr. McINTOSH. The committee is in session.

I would like to ask the Members unanimous consent to change
the order slightly out of deference to Chairman Bliley of the Com-
merce Committee. He has agreed to come and talk with us today,
but has to get back to his committee for a hearing that is going on.
Collin, if you don’t object, I would like to hear from him and then
go back to your opening statements.

Let me present a man who needs no introduction, the new chair-
man of the Commerce Committee, Mr, Bliley.

STATEMENT OF HON. THOMAS J. BLILEY, JR., A REPRESENTA-
TIVE IN CONGRESS FROM THE STATE OF VIRGINIA

Mr. BLILEY. Would you introduce me to that man who is second

on your right? Good morning, Henry.

hank you, Mr. Chairman. I appreciate the opportunity to testify
before you this morning, and I want to begin by congratulating you
on your chairmanship. Many of us on the Commerce Committee
had the opportunity to work with you when you were at the White
House several years ago and are pleased that you have assumed
the new responsibilities.

Mr. Chairman, I think you will agree that one of the important
messages from last November’s elections is that the American peo-
ple are concerned about—indeed, are fed up with the growth of the
Federal Government and its invasion into virtually every aspect of
their daily lives. It is my understanding that the American public
pays nearly $500 billion per year—almost 10 percent of the gross
domestic product—to comply with Federal regulations. EPA alone
1s responsible for administering more than 9,000 regulations, cover-
ing everything from standards for inspecting your car to require-
ments for disclosing environmental hazards when you sell or lease
a house.

Make no mistake: many existing government regulations are nec-
essary, and some of these regulations provide substantial benefits.
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My concern is that as the demand for Federal regulations has in-
creased, Congress has failed to ensure that the costs of these new
Federal regulations are reasonably related to their benefits and
that these regulations actually address real risks. These shouldn’t
be controversial goals, but our efforts in past Congresses to adopt
meaningful regulatory reform have been opposed by supporters of
the status quo.

I expect, however, that the 104th Congress will be different. This
Congress has alrea(iy committed itself to making major changes in
the way Federal agencies write regulations. The Government Re-
form Committee on which you serve has already reported legisla-
tion on unfunded mandates, and the House will begin to consider
that legislation today.

In addition, within the next week or so, the Commerce Commit-
tee, along with several other committees, will begin work on por-
tions of H.R. 9, the Wage Enhancement and Job Creation Act. This
legislation contains significant reforms in the areas of risk assess-
ment, cost-benefit analysis and peer review principles. This is land-
mark legislation that will dramatically improve the way in which
Federal regulations are written and implemented.

However, it will take a little time before this bill is approved and
put in place, and until this work is finished, the Federal agencies
will continue to write and issue more regulations. The current ad-
ministration said it would eliminate unnecessary and burdensome
regulations, but it has failed to take meaningful steps in that direc-
tion. Instead, it proposed the broadest expansion of the Federal bu-
reaucracy in history. So the only option we have left is to seek a
moratorium—or a “time out”—through the legislative process.

I must admit that I have some reservations with legislation that
proposes across-the-board solutions to problems, especially since a
moratorium established by Congress can only be a blunt and crude
instrument. Despite its extensive resources and capabilities, this
committee can’t possibly review every regulation and determine
whether a moratorium is appropriate in each case. That is the job
of the authorizing committee.

Furthermore, Congress can’t possibly anticipate all of the cir-
cumstances that might confront a Federal agency during the term
of the moratorium. So Congress must give the President broad au-
thority to grant exemptions from the moratorium and trust that he
will exercise that authority responsibly.

But we find ourselves today in a serious situation that calls for
a serious solution. A congressionally mandated moratorium, despite
its shortcomings, is an interim step to temporarily stop the flow of
new constraints on the economy pending enactment of a broad
range of regulatory reforms. This measure would give the authoriz-
ing committees an opportunity to review the regulatory agendas of
agencies within their jurisdictions. It would also ensure that as
many regulations as possible are sub}ject to the regulatory reforms
thlat are proposed in the Republicans’ Contract with American leg-
islation.

I want to assure this subcommittee that the Commerce Commit-
tee intends to move aggressively to develop a sweeping program of
regulatory reform that will get the bureaucrats off the backs of the
American people. As I have mentioned, the committee will hold
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hearings in early February on the risk assessment and cost-benefit
provision of H.R. 9, the Wage Enhancement and Job Creation Act,
and I anticipate prompt Commerce Committee approval of these
provisions.

In addition, in the next several weeks the committee’s Oversight
and Investigations Subcommittee will begin a series of hearings
looking at the implementation of the Clean Air Act Amendments
of 1990. The purpose of these hearings will be to investigate wheth-
er the regulations mandated by the Clean Air Act are achieving im-
provements in the air quality in a cost-effective manner.

Let me give you just one example of a regulation that we will be
looking at, andy one that would be affected by the regulatory mora-
torium legislation pending before this subcommittee.

EPA is currently required by a court order to promulgate a Fed-
eral implementation glan—or FIP—for several parts of California
by February 15, 1995, It is my understanding that EPA is not anx-
ious to issue this regulation, but it is required to do so by a court
order. Governor Wilson’s office has estimated that the FIP will cost
$8 billion a year to implement over the 15-year life of the program.
The State ofy California has submitted a State implementation plan,
but there is no way that EPA can approve that plan by February.
It is also my understanding that EPA and the plaintiffs in the law-
suit have neEotiated some sort of arrangement whereby the effec-
tiveness of the FIP is delayed for 2 years, but I have some ques-
tions about how this arrangement is likely to be perceived by busi-
nesses in California. The Commerce Committee intends to examine
this regulatory requirement to determine whether it makes sense.

In addition to reviewing regulations issued under the Clean Air
Act, the Commerce Committee will also move quickly to adopt leg-
islation reauthorizing the Safe Drinking Water Act. ’}l:he committee
spent considerable time last Congress working on legislation to re-
authorize the Safe Drinking Water Act. Many parts of last year’s
bill are worth preserving. Other parts, perhaps, can be improved
with only a little work. I want to move a reauthorization bill that
ensures the public health by getting rid of unnecessary regulations
and giving State and local drinking water officials greater flexibil-
ity to deal with their most serious risks first. '

The Commerce Committee will also undertake to reauthorize
Superfund, to review other Federal programs concerning the treat-
ment and disposal of hazardous waste and to investigate the regu-
latory practices of the Food and Drug Administration. My feeling
is that each of these programs offers an opportunity to enhance
public health while minimizing the cost of Federal regulation to the
taxpayer.

Mr. Chairman, I want to thank you again for the opportunity to
testify before the subcommittee this morning. This subcommittee
has already begun to serve an important purpose by identifying
regulatory reform opportunities, and I am sure that it will continue
to do so under our leadership. I look forward to working with you
in the future.

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

I truly look forward to working with you and your committee and
following your lead in those important areas. You will have the
heavy lifting because you would ultimately have to change the way
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these programs are written into law, and our subcommittee looks
forward to being of assistance to you in that endeavor.

Let me give the audience an idea of the magnitude of one of the
problems Chairman Bliley mentioned, and that is the FIP. This
pile of paper is the Federal implementation plan, and this is one
regulation that would be affected under this moratorium. It gives
you some idea of the magnitude of the problem that we are dealing
with here today.

Thank you very much, Mr. Bliley. I don't believe it is traditional
for Members of lgongress to be questioned by the subcommittee, so
I think we will turn to opening statements.

Mr. Gekas has a statement he would like to make to us, but if
I could ask your indulgence to have Members finish their opening
statements.

Mr. WAXMAN. Mr. Chairman, do we have an opportunity to ask
questions of Mr. Bliley?

Mr, McINTOSH. It i1s my understanding that it is traditional that
Members are not questioned by the subcommittee.

Mr. WaxMaN. He is here as a witness to give us his views. If we
want to question him on his views it seems to me appropriate. It
has always been my experience that we have had that opportunity.

Mr. BLILEY. I will try to answer questions and dodge as best I
can.

Mr. McINTOSH. I have no questions for you. Does anyone else on
the committee have a question?

Mr. WaxMaN. Mr, Chairman, I do.

Mr. McINTOSH. Go ahead.

Mr. WAXMAN. Mr. Bliley, I am pleased to welcome you to this
committee and look forward to working with you on our Commerce
1Committee, as we have in the past, to try to work out real prob-
ems,

We have worked out a Clean Air Act, for example, that passed
our committee maybe with one negative vote and the Safe Drinking
Water Amendments that, unfortunately, didn’t get through the
Senate but passed our committee unanimously. These bills rep-
resent bipartisan cooperation, and certainly we want to see them
enforced once we adopt legislation.

You indicated that you think the moratorium is a blunt way of
dealing with problems

Mr. BLILEY. No question about it.

Mr. WAXMAN [continuing]. And you expressed some discomfort. I
want to ask you about one area, and that is the seafood safety
area. The Food and Drug Administration is proposing that there be
regulations to protect people who get sick from seafood as a preven-
tive measure. I think the industry may also be in favor of those
regulations. What rationale would we have to stop those regula-
tions from going into effect where we know there is a serious prob-
lem where people get sick every day?

Mr. BLILEY. Under the rules change adopted last week, seafood
inspection goes to the Agriculture Committee.

Mr. WaxMAN. That is no solace to somebody who gets sick, which
committee has jurisdiction. The FDA is proposing regulations. They
are about to put them in effect. Why should we stop those regula-
tions from being put into effect?
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Mr. BLILEY. If there is an emergency the President has latitude
to do it. But if we have had seafood regulations for all this time
if we stop for a few more days I don’t think the sun will fail to rise
or the stars will fall out of the heavens.

Mr. WAXMAN. Well, the President has a lot of things on his mind.

Mr. BLILEY. I bet he does.

Mr. WaxmaN. And you may be one of them. But the idea that the
President should decide on each regulation where there is an emer-
gency

There is a proposed regulation on incinerators pursuant to legis-
lation we adopted—that would protect people from toxic pollutants
in the air. y should that be held up and why should we have
to ask the President to intervene?

Mr. BLILEY. The answer I have for you—and not seeing a specific
regulation in front of me—is that somehow this country has gotten
along for 200 years without this regulation. Maybe for a few days
and months it could get by just as well.

Mr. WaxMAN. | suppose that is true, but hundreds of people get
sick every day from seafood. It would seem to me appropriate if we
have a way to prevent these problems we ought to do it, and we
ought to do it if we have a way—

Mr. BLILEY. I am sorry that we have to consider this legislation,
too. We asked the President to voluntarily withhold. He refused, so
we have no other choice but to try to move legislation.

Mr. WAaxMAN. Thank you for answering my questions. I look for-
ward to moving forward on these regulations and see if we can
come together on them then.

Mr. McINTOSH. If no one else has questions, I would like to offer
my thanks to Mr. Peterson for his forbearance and will allow him
to make his opening statement. Thank you, Chairman Bliley.

Mr. PETERSON. Thank you, Mr. Chairman.

I want to thank you for calling this hearing today on this legisla-
tion that would impose a moratorium on Federal regulations. I
share many of your concerns regarding the regulatory process and
the burden on business and industry.

As you mentioned, I have cosponsored this legislation, and I feel
the Congress does need to look at the way we are developing and
implementing regulations.

I am going to deviate from my written statement in light of some
of the things that have happened here this morning.

I want to say that I am a little bit concerned with the process
as it is developing. T want to work with you, Mr. Chairman, to de-
velop a piece of legislation that is going to do more good than
harm, and I am a little bit concemeg about it, seems like we are
ru hing, for whatever reason, this process. | guess the hearing was
rushed, but that is not so much of a problem. I understand there
will be a markup next week, is that correct?

Mr. McINTOSH. 1 understand that there is a markup scheduled
for the 25th at which the full committee would have an opportunity
to consider this legislation.

Mr. PETERSON. My concern is that, apparently, there is some
kind of agenda here in your caucus to move this on a fast track
and deal with it. And I don’t have any problem with that as long
as we do it correctly and we don’t cause more harm than good.




21

I have some issues that have come to my attention that I have
been unable to get an answer to, and I guess I am relaying to you
that I think I speak for a good many Members of my caucus who
support this legislation that we need some of these questions an-
swered before we can support this legislation. I hope that we have
the opportunity to do that, that we don’t rush pell-mell on some
kind of political agenda that we are going to move this on the fast
track and don’t get these questions answered.

We, as you might understand, are not so concerned with how the
Republican party is going to look but whether we are going to do
this correctly.

I am somewhat concerned about the meeting yesterday where
you said that the White House refused to meet. I understood there
was going to be another attempt to try to work through this situa-
tion, and it was not my understanding that they refused to meet.
I think, for whatever reason, the meeting was canceled or what-
ever, and maybe we can find out more from them. I am just con-
cerned that we not rush pell-mell into this because of some political
agenda or whatever it is that is driving this, and that we get some
of these questions answered.

I have a letter from the Tax Executives Institute and have been
contacted by CPAs where they are suggesting that we do not move
this bill because of their concern what 1t is going to do with Federal
tax regulations. I am a CPA and used to be driven crazy by tax reg-
ulations generally because we couldn’t get them on a timely basis
and didn’t know what was going on or what to advise our clients,
even though we had a deadline that said we had to file a return
and still didn’t know what the IRS position was.

If we don’t figure out a way to deal with this, you are going to
create a situation where that is going to be the case. For the next
period of time you will have tax practitioners up against an April
15th deadline, and they won’t know how to deal with a certain
issue that was in the regulatory process.

I am concerned about the impact of this on routine regulations
that I don’t think are necessarily causing anybody harm—for exam-
ple, setting the MW price, which is done on a monthly basis. This
bill, as currently constituted, as I understand, is retroactive. Does
that mean that it suspends the MW price that was established in
November and December?

Being from the Midwest that is a good thing because the MW
went down. So if it is suspended my dairy farmers would get high-
er prices.

We have the California fresh issue. Apparently, that is going to
be suspended. That is something that is good for my area because
we have been opposed to that, but that is not what we ought to be
doing with this. We ought to be establishing a process at the end
of this where we are going to have a better regulatory process with
less burden on business.

So I just hope that we can proceed in a way that we can get
these questions answered, that we can have time to prepare
amendments that address concerns raised, and we don’t get this
thing on the floor before we can deal with that.

With that, [ hope we can move forward on a bipartisan basis and
look forward to working with you.
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{The prepared statement of Hon. Collin C. Peterson follows:]

PREPARED STATEMENT OF HON. COLLIN C. PETERSON, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF MINNESOTA

Mr. Chairman, I want to thank you for calling this hearing on legislation that
would impose a moratorium on federal regulations. At the outset, I would like to
say that I share many of the concerns you have regarding the regulatory burden
on business and industry. In fact, ] am a co-sponsor O%H.R. 450. 1 feel that Congress
di)es nee%to look at changes in the way Federal regulations are developed and im-
plemented.

I understand the Republican Caucus’ wish to move quickly on this bill, but there
are still questions that haven’t been answered to my satisfaction at this point. I per-
sonally would feel more comfortable if we could get our concerns addressed be?gre
we pass this bill. For example, I would like to know how this bill would affect the
routine regulations which run the Department of Agriculture. How will it affect the
operations of the farmers in my district who’s everyday lives are dictated by Federal
regulations. I also want to know, how H.R. 450 will affect the filing of 1994 taxes,
considering that most Federal tax regulations are published at the end of the year.
Will this moratorium hamper the filing of taxes of millions of Americans, causing
more harm than good? As a former practicing CPA who was driven crazy by late
and incomplete regulations, you can probably understand my concerns.

I don't tgink anyone in this room can say they fully understand how this proposed
moratorium will affect the day to day lives of individuals in their district. Because
we don’t know the full impact of this bill, I think we need to proceed carefully and
not move until our questions are addressed. We can certainly include exemptions
in the bill for things we do not want the moratorium to cover. However, relying on
the President to issue an executive order exempting matters that pose an imminent
threat to the public’s health or safety, clearly would not be adequate to deal with
the questions | have raised.

Mr. Chairman, I want to work with you towards reform of the regulatory process.
I hope we can get answers to our questions before we have to move on this bill.

Mr. MCINTOSH. Let me assure you that we will take time to con-
sider those issues and every issue on this bill and welcome the op-
portunity to work with you to address concerns that people have.

I have talked to lots of people since the bill has been introduced,
and a lot of times there is confusion about how it worked. So some
of the problems end up being resolved as the bill’s application is
explained.

I look forward to working with you in addressing those issues.

Mr. PETERSON. I promised Mr. Condit I would do this on his be-
half. He is on the floor taking care of our position on the unfunded
mandates legislation and therefore is unable to be with us. He has
a statement that without objection he would want entered in the
record at some point if that would be all right.

Mr. MCINTOSH. Seeing no objection, so ruled.

[The prepared statement of Hon. Gary A. Condit follows:]

PREPARED STATEMENT OF HON. GARY A. CONDIT, A REPRESENTATIVE IN CONCRESS
FROM THE STATE OF CALIFORNIA

Thank you for allowing me this time.

Speaking with people back home, time and time again, the problem of unneces-
sary and overly burdensome regulations is brought to my attention. So I am pleased
that this House, is considering H.R. 450, the Regulatory Transition Act of 1995.

Mr. Chairman, just so there is no misunderstanding, many existing government
regulations are necessary, and provide significant benefits to our country. My con-
cern is that in recent years, at a time when the number of regulations is increasing,
we are failing to ensure that these regulations address real risks at a cost that is
comparable to the benefits provided. As you may know, improving the federal gov-
ernments’ ability to conduct risk assessment and cost/benefit analysis has been an
interest of mine and I look forward to continuing these efforts.

1 must agree that a moratorium on regulations is a controversial first step. But
it is one that I support because we must%;‘egin now, if we are to reform the Hawed
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processes, which have resulted in so many regulations, which simply do not work
in the real world. I am pleased that the Congress will be considering important
changes in our rulemaking process, such as requiring risk assessments on all major
regulations in the near future. However, these changes wil] take time. I believe that
a moratorium on new regulations is necessary as a first step towards reforming the
regulatory process.

0 one can anticipate the future, and I believe that it is important that H.R. 450
grants the President broad authority to grant exemptions from the moratorium for
emergencies. It is also my understanding that the bill excludes regulations that re-
peal or streamline current regulatory burdens.

Mr. Chairman, I want to thank you for holding this hearing. Regulatory reform
should be a priority for the 104th Congress, and I look forward to working with you
and the other members of the subcommittee.

Mr. MCINTOSH. Let me turn to the vice chairman of the sub-
committee, Mr. Fox from Pennsylvania.

Mr. Fox. Thank you, Mr. Chairman.

I am very proud to serve with you. You come to this position with
excellent credentials, having been the Executive Director of the
Competitiveness Council for Vice President Quayle. I know one of
the other reasons why you are so well-qualified, because your won-
derful wife, Ruthie, in the audience has been able to listen all night
long about your ideas, and she deserves a debt of gratitude for all
you have done.

Mr. Chairman and members of the committee, this is not a Re-
publican or a Democrat issue. All Americans want government off
their backs and that includes the onerous burden of Federal regula-
tions.

In 1993, Americans for Tax Reform estimated that the average
American had to work full time until July 13th to pay the cost as-
sociated with government taxation, deficit spending and regula-
tions. This means that 53 cents of every dollar earned went to the
Government directly or indirectly.

While there are some regulations which are worthwhile and will
withstand scrutiny, many regulations can be counterproductive and
harmful to society in at least three circumstances: first, when the
total cost imposed clearly exceeds any benefits; second, when the
regulation serves merely to reward a powerful special interest at
the expense of the public; and, three, when the goal can be accom-
plished through less costly alternative regulatory requirements or
through other means.

Many regulations cost jobs in three different ways: in reductions
in efficiency, productivity, investment and economic growth due to
regulations which translate into fewer jobs. Second, regulations
may raise the general cost of a particular business, leaving it un-
able or unwilling to hire as many workers as before. And, finally,
regulations may raise the cost of employment by imposing specific
costs tied to each new employee hired, as often is the case.

We need better enforcement of existing laws, not more regula-
tions that further cripple government and progress. The impact of
regulation in destroying jobs is exacerbated because regulation is
particularly burdensome and harmful to small business, which is
the engine of job growth in the American economy. Regulation
hurts small- and medium-sized businesses disproportionately be-
cause they have less volume and a small work force over which to
spread such regulatory costs.
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Some examples of how rules are being enforced are especiall
disturbing. For example, according to a 1993 editorial in the Wall
Street Journal, John Schuler, a Montana rancher, recently was
fined $4,000 for violating the Endangered Species Act. His crime?
He shot and killed a grizzly bear that charged after him on his own
property.

Enforcing regulations in such a manner defies logic. We need to
take a common-sense approach to regulatory matters.

These hearings shou%) shed some light on the issues, but I be-
lieve that real change will only come if we implement a sunset re-
view process for all Federal agencies and regulations.

In addition to our regulatory prohibition on new regulations that
our chairman has wisely introduced, I will offer additional legisla-
tion which will provide for such a review process every 7 years on
a rotating basis. Those regulations which are obsolete or wasteful
could then be terminated. This kind of aggressive review process
will thin out existing regulations, keeping those which have worth
and doing away with those without value. These are the kind of re-
forms the American people want to see.

Thank you.

Mr. McINTosH. Thank you very much, Mr, Fox.

Let me turn now to the distinguished gentleman from California,
Mr. Waxman.

Mr. WaxMaN. Thank you very much, Mr. Chairman. I appreciate
the chance to make this opening comment and to congratulate you
on your chairmanship.

I do want to work with you and all our colleagues to make sure
that regulations are effective and the least burdensome. I don't
think anyone can defend the idea of excessive, costly regulations
that don’t accomplish their purpose. I think we ought to make sure
that the process for regulations is one that is thoughtful and the
result of regulations does what needs to be done generally to pro-
tect people who are going to be subjected to assault from unsafe
drinking water, pollution in the air, seafood that may be rancid
and harmful and a whole list of other threats.

But when you take the committee whose name is now this
mouthful-—National Economic Growth, Natural Resources, and
Regulatory Affairs—and characterize it that in your opinion it is a
committee on regulatory relief, it seems to me that we have a clear
demarcation of the differences of our opinion. I don’t think the idea
of our job is to give relief to the special interest industries that
might be subject to regulation—appropriate regulation to protect
the American people.

These regulations are necessary. They affect average, ordinary
Americans who aren’t so organized to have lobbyists here, the way
many of the special interest groups do and who seem to have inor-
dinate access to some people.

I say that because I recall the days of the Competitiveness Coun-
cil under President Bush. Here was a group that operated outside
the framework of the law, met with special interest groups that
were heavy contributors to the Republican party and t%:-en sought
to influence the decisions of the regulators without having on the
record what they were trying to do. It seems to me that was tre-
mendously inappropriate.
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I also think it is inappropriate to have a cessation of any regula-
tions or a moratorium on these regulations when so many of these
regulations are very much needed. We heard about the E coli in
meat regulation. I talked about the seafood regulation. There is an
incinerator proposal that EPA is going to come forward with, and
they ought to be able to complete that regulation.

The tobacco regulations—Dr. David Kessler of the FDA has been
looking at whether to regulate tobacco. This legislation would pre-
vent him from even considering it—not just promulgating the regu-
lation but even considering it. Tobacco regulation, it seems to me,
could appropriately try to protect kids from being the targets of the
tobacco industry to make them the new customers to replace those
that are dying out.

Mr. Chairman, our job is not to be the agency for relief to these
special interests, and the tobacco industry is one special interest
that was reported to have given $2 million to the Republican party
in soft money, according to the Washington Post last week. Our job
is to be here to protect the ordinary middle-class Americans who
will be subjected to these threats to their health.

I also see this moratorium not only as a blunt instrument that
is not very thoughtful and can be very harmful but as the opening
salvo of an unrelenting attack on our Nation’s regulatory safety
net. Other provisions in the Contract with America, so-called, are
even more extreme. They might even be called a polluter’s bill of
rights. As incredible as it might seem, this contract would actually
require Federal taxpayers to pay corporate polluters to stop pollut-
ing.

I see my time has expired. We will have a chance to explore and
debate these issues, and I hope, in a reasonable way, to resolve
them. I don’t think it is fair to say that the President of the United
States is not serious about the matter because he doesn’t agree
with your point of view.

I know this administration is trying to make reforms in the way
they move regulations forward. There are differences of opinion.
Let’s respect the differences, not just try to disregard them and at-
tack the President of the United States saying that he has a love
affair with regulations. That would be like my saying the Repub-
licans seem to have a love affair with special interests. Let’s put
these issues out and discuss them honestly.

Mr. McINTOsH. Thank you. I share your view that we need to see
the effect of these regulations on the American people and welcome
the testimony of the American citizens who have traveled here to
talk to us about that.

Mr. WaxMaN. I notice on the agenda that we have 14 witnesses
that are going to testify for this legislation, two that are against
it and two that I am not sure what they are going to say. I have
been told that there were witnesses who requested to come in and
testify against the legislation but were told that they couldn’t be
accommodated.

I think that is a strange way to proceed. I want to protest it and
suggest that perhaps we need additional time for this hearing if we
are going to have a balanced approach for all points of view.

Mr. McCINTOSH. As you are well aware from your previous service
as a subcommittee chairman, there are usuall);' more people want-
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ing to testify than you are able to find time for, and we have made
our best efforts to do that.

Let me proceed with opening statements. Next, I would like to
introduce my colleague, Mr. McHugh.

Mr. McHUGH. Thank you, Mr. Chairman.

Let me put the gentleman from California in the undecided col-
umn on this bill. We have a good number of people who wish to
testify today, and I don’t want to take away from what is already
a scarce resource—time.

But I do want to compliment you and Chairman Clinger for act-
ing expeditiously in this manner. The gentleman from California
said no one wishes to tolerate irrational and overburdensome regu-
lations. In fact, Congress has, through its acquiescence, supported
just that approach to government for some 200 years now. I want
to compliment you ang, frankly, the freshman Members who have
come and said business as usual hasn’t worked, and we have to
take a new approach.

Obviously, this hearing is long overdue. There is no reason for
this Congress year in and year out, session after session, to sit by,
talk about the problems and fail to act. You, Mr. Chairman, today
have set the stage for action. That has been the message of the
people of this country I think for the past 40 years and certainly
the one that was articulated most clearly last November.

And it was not a partisan message, despite some of the com-
ments made here this morning. It was a message of desperation,
one of a people who had been overwhelmed and totally consumed
by a regulatory bureaucracy over which there is simply no control.

The gentleman from California seemed to take exception to the
possibility that the President of the United States might take the
time through his vast bureaucracy in the White House to oversee
the very regulatory agencies that the Constitution charges him
with overseeing. I don’t happen to find that so distressing. I hap-
pen to believe that this bill is absolutely essential, essential for this
Congress to begin to assert the authonty that the people expect us
to assert in the day-to-day operation of this government.

If indeed there are certain selected regulations that are so vital
to the continued public health and interest of the people of this Na-
tion, I do believe the President not only can but indeed should take
the steps necessary to exempt them from the provisions of this bill.
1 don’t see how else we approach it.

With that, Mr. Chairman, I thank you for this opportunity to be
here today.

Mr. WaxMaN. Would the gentleman yield? The point that I was
raising was that the President would have the burden to say that
a regulation required immediate enactment in order to prevent
eminent hazard, and that is a standard that is a very tough one.

Mr. McHuUGH. I think if you look at the record, Mr. Waxman,
that is not what you said. You questioned Mr. Bliley’s presump-
tuousness of having to suggest that the President of the United
States should take the time, busy as he is, to look at those regula-
tions, and I happen to think that is his duty. We have a difference
of opinion there.

Mr. WAXMAN. We have a difference of opinion, if you would per-
mit. Points of personal privilege, if the gentleman would allow.
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I don’t disagree with the fact that I said the President ought to
be examining these things, but the President has to examine each
regulation to determine whether it meets a very high standard
which otherwise would bar him from going forward on a morato-
rium. I want to point out——

Mr. McHuGH. Is this a point of personal privilege, Mr. Waxman?

Mr. WaxMaN. I have just made it.

Mr. McINTOsH. I would like to recognize the Congressman from
Washington, Mr. Tate. :

Mr. TATE. Thank you, Mr. Chairman.

I, too, would like to add my name to those that have congratu-
lated you on your new position. As a freshman, we are pretty ex-
cited about having you there.

Since the 104th Congress convened there has been a lot of talk
about the Federal Government’s overbearing impact on the lives of
the American people, and today is no different. The American peo-
ple are tired of the big brother approach to their lives. They are
tired of being overregu?ated. And they are tired of fighting bureau-
cratic red tape.

Since November, the talk of less government has become a popu-
lar theme, but until we do the right thing talk won't result in ac-
tion. Passing H.R. 450 is the right thing to do. Let’s give the Amer-
ican people more bang for their buck. Let's give them the oppor-
tunity to compete and succeed.

It 1s not a coincidence that regulatory costs stifle job opportuni-
ties. Government regulations cost each American household at
least $8,000 per year. By stopping new regulations we will take
positive steps toward slowing the growth of government.

In response to the gentleman from California in reference to the
Competitiveness Council, it sounded like a better description of last
year’s health commission than of the Competitiveness Council.

H.R. 450 is a good bill, and along with Chairman Bliley and Ma-
jority Whip Tom DeLay and Chairman MclIntosh I urge my col-
leagues to support it. While President Clinton continues proposing
burdensome regulation, H.R. 450 defends American families and
the middle class by removing barriers to jobs.

I yield back the balance of my time.

Mr. McINTosH. Thank you. I would now like to recognize my col-
league from Minnesota, Mr. Gutknecht.

Mr. GUTKNECHT. Thank you, Mr. Chairman.

I am going to depart from the remarks that my staff worked so
hard to prepare for me and say that in the long light of history
what we do on this subcommittee can have a much more profound
impact on the economic competitiveness of this country than a lot
o}f; the work that is being done in other parts of this Congress and
this city.

I think the real issue—and in part to respond to Mr. Waxman—
is not whether or not we should have Federal regulation. I think
we have begun to see the difference between the two sides. One
side believes that the glass is half empty, and the other side tends
to believe that the glass is already overflowing.

I think the bill that we are considering togay is a good example
of let’s take a time out and find out if we can begin to sort this
out. Regulations have a profound impact.
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And coming as a new Member, in part responding to Mr. Wax-
man, I and 16 of my colleagues in the State legislature havin
breakfast at the Governor's mansion last year became seriously il
eating pineapple at that event, despite the best efforts of the FDA
and the USDA. We got sick, and we recovered, with all the govern-
ment regulations. More regulations probably would not have pre-
vented that.

I think the real issue that we have to ask ourselves—and I think
ultimately as we debate—is the whole issue of reasonableness. Be-
cause I think there has been a tendency—and I think I speak for
middle America and a lot of small businesses that we have tended
to create $50 solutions to $5 problems.

And the truth of the matter is, despite our best effort, we cannot
create a risk-proof society. Things are going to go wrong. People are
(gioing to get hurt. And more and more government regulation

oesn’t seem to have much of an impact on that.

Beyond the damage excessive government regulation inflicts on
the private sector we have hearf some good examples in some of
our freshman orientation meetings with some of the regulations
that have happened to American people.

For example, a father and son were thrown into prison by the
EPA for filling a ditch with sand in their Florida property.

Twenty-two people were laid off by a herring smokehouse owner
who had to close his 20-year-old business because he couldn’t afford
to comply with the FDA demands that he change his production
methods. He had sold over 54 million fillets without a case of food
poisoning but yet had to change his production methods to comply
with new regulations. That is %udicrous but not funny to the small
businesses that are already straining to compete and survive in a
very competitive marketplace.

This country enjoys one of the highest standards of living in the
world. The Federal Government should renew its commitment to
assist the American business community, not treat it with con-
tempt. Business as usual will irreparably harm the United States
in an ever more competitive global marketplace, and many of us
were elected to change this situation. I believe this forum, this bill
and this subcommittee is a good start.

Mr. Chairman, I look forward to serving on this committee, and
I look forward to the testimony. Thank you.

Mr. McINTOSH. Thank you.

Now I would like to recognize my colleague from Florida, Mr.
Scarborough.

Mr. SCARBOROUGH. Thank you, Mr. Chairman. It is an honor to
be serving on this committee, an extremely important committee.

I couldn’t help but be reminded by Mr. Gutknecht’s remark of
that gentleman in the State of Florida that got thrown into jail for
piling sand into a ditch. His name is O.C. Mills. He lives in my dis-
trict and was a supporter of mine but didn't vote for me. Do you
know why he didn’t vote for me? He couldn’t vote. He and his son
got thrown into jail for 2 years for piling sand in a ditch. It was
a felony. He was not allowed to vote.

Now if that is not one of the starkest illustrations of how absurd
regulations have become over the past 20 or so years and if that
doesn’t explain why people who are pro-environment have become
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antiregulation over the years, I don’t know what point is going to
drive it home more. It is a tragedy that is affecting men and
women, businesses across this country.

I have so many businessmen and so many businesswomen and
so many middle-class families across this country that would talk
not about the need to simply cut taxes but to cut regulations. They
will tell me stories about how they worked for years to buy prop-
erty, only to have the government come in with regulations -telling
them what they can and can’t do on their property.

It is not as if Mr. Mills and his son wanted to build a nuclear
plant in the backyard. They wanted to bring some sand on their
property.

But what happens? You have regulation after regulation after
regulation., And after awhile—it is just impossible. It is an impos-
sible burden for middle-class citizens across this country to deal
with huge bureaucracies like the EPA. Then you layer the State
agencies on top of that, and after awhile they just give up.

Fortunately, I believe with your leadership, Mr. Chairman, and
the leadership of the freshman class, both Democrat and Repub-
lican, that were elected to give us less taxes and less regulation
and more freedom, I think we will be on the path we need to be
on, and we can make sure that the O.C. Mills of the world don’t
get thrown in jail for trying to help their son build a home and try-
ing to fill a ditch with sand without having the heavy hand of the
Federal Government come down on them. It is outrageous how far
we have come.

Mr. Chairman, I am deeply honored to be serving on a committee
that might free up more people like O.C. Mills to once again have
a say in what they do with the property that they have worked
hard for all their lives.

Mr. McINTOsH. Thank you. The Mills of the world are the people
we want to hear from on this subcommittee.

I understand Mr. Shadegg decided to forgo the opportunity for
opening remarks, and I want to thank him for that.

Let me turn now to my colleague from Maryland, Mr. Ehrlich.

Mr. EHRLICH. I can take a hint, Mr. Chairman. I have a written
statement which I will submit for the record.

I would like to make one point. I think we could spend days and
days relating stories we have heard out there on the stump, but let
me personalize it by putting it in the context of what I have been
through for the last year.

I had thought in the course of our campaign for Congress that
when we approached the small business community which we did
by stopping into strip malls with my NFIB endorsement letter,
going up to the small business owner and saying “I may be part
of the government. Maybe help you’—I fully expected that I would
hear horror stories concerning the tort environment in the State of

ri'l land, the tax environment in the State of Maryland which is
not ealthy for small business, and problems with respect to cap-
ital availability for expanding business.

But by far the No. 1 concern I heard time and time again across
businesses, across industry, was the regulatory burden of what gov-
ernment was doing to that businessman or that businesswoman.
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As you have heard here today, the message has gotten across to
a lot of people. I think it has been received by every member of this
subcommittee, Mr. Chairman, and that is why I am proud to serve
on your subcommittee to actually deal with real-life problems that
real people have every day in this country.

W}i]th that, I will turn it back to the chairman. Thank you very
much.

Mr. McINTOSH. Thank you very much, Mr. Ehrlich.

[The prepared statement of Hon. Robert L. Ehrlich, Jr., follows:]

PREPARED STATEMENT OF HON. ROBERT L. EHRLICH, JR., A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF MARYLAND

The Regulatory Transition Act of 1995, before us today, is precisely the type of
legislation I discussed with thousands of taxpayers and small business owners while
a candidate for Congress. Now that I sit here as a new member from Maryland, 1
believe there is no more important piece of legislation for those of us who have
championed the causes of individual freedom, respect for federalism, and protection
of working, tax-paying citizens.

Indeed, this hearing is a small first step for those who feel weighed down by the
heavy burden of overregulation for it is small business who creates the new employ-
ment opportunities our people require.

H.R. 450’3 temporary cessation of regulatory authority would curtail the
overburdensome, increasingly intrusive arm of government which has hurt small
business in Maryland and across the U.S. This well-timed bill will provide Congress
an opportunity to consider the important reform bills ahead of us, hold hearings,
tl.’hm:\ggtfully mark-up bills, and hopefully improve the way Congress conducts its

usiness.

Our central goal should be to end multiple regulations that have similar if not
identical goals. These duplicative regulations have weighed down taxpayers and
businesses, literally to a standstill in some cases. We simply cannot expect the
American private sector to compete in a world market if we are unable to go beyond
our own starting gate. The roglem is not that we have rules. We need rules. What
we do not need is a stockpile of rules that repeat and defeat each other to such an
extent that the American worker and American business become less competitive.

We are not here to wipe the slate clean and recreate government; we need to stop
big government in its current tracks. We must unknot red tape, inventory current
regulations, prioritize our actions, and make government function in an orderly, effi-
cient manner.

Finally, I invite the Administration to cooperate in reforming its regulatory poli-
cies. Only by working together can we provide real relief for America’s overregulated
citizens.

Mr. MCINTOSH. Let me now proceed to our first panel.
We heard from Mr, Bliley, and we had an additional Member of

Congress who wanted to come and speak to us today. I would like
to recognize my colleague, Mr. Gekas of Pennsylvania.

STATEMENT OF HON. GEORGE W. GEKAS, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF PENNSYLVANIA

Mr. GeEkas. I thank the Chair. I am grateful for the opportunity
to greet the chairman and the members of this committee, both
new and veteran, to discuss the issues that are before it.

The statements that have been made by way of opening state-
ments have very adequately set the stage for the work of the com-
mittee. What I want to do now is to underscore some of the issues
thacti have been raised and some of the statements that have been
made.

I myself have introduced legislation, which is H.R. 46, which
deals specifically with the EPA which calls for not a 6 months, not
1 year but a 2-year moratorium on the enforcement of the Clean
Air Act insofar as it deals with auto emissions.
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Now this did not hit me like a bolt of lightning, but, rather, we
have seen, in the last year or so especially, that several States have
been grappling with the problem of how to enforce the auto emis-
sions portion of that Clean Air Act with tremendous problems hav-
ing occurred with debates on the air quality returns on tests re-
cently taken, on the technology that has been applied for the pro-
posed centralized systems in some of the States, in various points
of departure that we have seen from the original intent of act.

The moratorium that I asked for then is because of the existence
of deadlines that are in the near and far future. It is in that spirit
that I ask this committee if it is going to set priorities on where
reviews are going to be made of regulations and their adverse im-
pact on our society. It is in those issues where artificial deadlines
or even well-meant deadlines have been set, but as we approach
those deadlines everyone in America sees we cannot meet those
deadlines in a reasonable fashion without undue harm on the pub-
lic itself,

And it is the harm on the public which should be the criterion,
not special interest to which reference has been made, but the pub-
lic. If a set of priorities is going to be set by the committee as to
what sets of regulations are going to be first reviewed with a view
toward a moratorium, it should start, I believe, with those where
the deadlines already exist and which if they come will cause disas-
ter to some segments of our society. The February 15th deadline
in California was set as one of the examples.

I refer you to deadlines already passed with respect to auto emis-
sions. The EPA has taken it upon itself to review the auto emis-
sions issue, and it has stepped back a bit, but we believe that new
deadlines that will come along will not solve the problem. That is
why we asked for 2 years. I am willing to settle for 18 months. But
the point is that there are so many deadlines ahead of us from pre-
vious legislation that have to be the priority for your committee.

I am very happy with the fact that this committee is about to
launch on a very, shall we say, salutary campaign on behalf of the
American public.

I thank you.

Mr. McINTosH. Thank you very much, Mr. Gekas.

Let me make sure I understand—the bill, as proposed, extended
all deadlines to June 30th, and any future deadlines gave an addi-
tional 6 months on top of those so you didn’t have a stacking effect.
You?would like to see us change that to be 18 months in the fu-
ture?

Mr. Gekas. I would like to see on issue by issue, on regulation
by regulation, or sets of regulation—by sets of regulation that if
you see in your review of it a deadline pending that could be harm-
ful, that that deadline should be set aside for 18 months or 1 year
or 2 years as you would deem it necessary, so that that way, with
a reasonable approach, you wouldn’t be sweeping all regulations off
the table but focusing on those where near or far deadlines will be
causing harm if you so find and therefore declaring a moratorium
on those.

That is a starting point, I believe, for the sets of regulations.
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Mr. McINTOSH. We would like to work with you on that and
probably would need to bring in chairmen of the various commit-
tees that have authorizing jurisdiction.

Do any of my colleagues have questions for Mr. Gekas?

Mr. GEKAS. I have to leave Henry.

Mr. WAXMAN. Do you have a deadline to meet?

Mr. Gekas, the Clean Air Act was a piece of legislation that I
worked on for 10 years, and it was passed by a huge bipartisan ma-
jority. We had input from local governments and 51e National Gov-
ernors’ Association, the League of Cities and Counties. They all
su{)ported the legislation. It set out a framework for reducing air
pollution which causes harm to health.

The chairman referred to California’s SIP. EPA just went ahead
and gave California everything the Governor wanted to work out
the timeframe for them to meet the standards. I think it is reason-
able to work with groups, but to waive all the deadlines means you
won’t get the pollution reduced that you need to get reduced.

Mr. Gekas. Who said waive all the deadlines? I didn’t. I said
when a deadline is pending in which a finding is made that irrep-
arable harm will occur or impact, that that deadline should be one
of the first sets of regulations that ought to be examined by this
committee with a view of setting a moratorium on the execution of
that set of regulations as a priority.

The EPA, as you have said and I have stated, has tried to work,
I have to acknowledge and I am grateful for it, with various States
to step back, as I have phrased it, and see where they can work
together for the further implementation of some of the standards
and mandates of the Clean Air Act.

All I am saying is where they fail to do so, where a deadline is
pending, which as I say is going to possibly cause irreparable
harm, there is a starting point for a moratorium.

Mr. WaxXMaN. I appreciate the correction. Irreparable harm is
something no one should want to cause, and the agency should try
to work with the people who are subject to the regulations to make
sure that doesn’t happen. If they need legislation, we are here to
adopt legislation.

But if we are going to have people come and claim there is irrep-
arable harm, I suspect we will be hearing from the special interest
groups who don’t want the regulation.

I want to give you an example. In California we had a big fight
over the inspection and maintenance program to make sure that
the new automobiles actually met standards that would pollute less
and cause less air pollution in the community. This was an impor-
tant part of the strategy for reducing air pollution.

I know that a lot of what was being generated was from a special
interest group, garage attendants and service station owners. Their
organization claimed that terrible things would happen. They were
pressing for what was in their interest. I was hearing from them,
but I was also hearing from people who have emphysema and lung
problems and every day from people who look out from the hills of
Hollywood at Los Angeles, and they can’t see, and they can’t
breathe.

These are people who have an interest as well, and it seems to
me that we ought to understand these claims of irreparable harm
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are often the wailing and gnashing of teeth from people who are
going to have to do something to reduce pollution.

Mr. GEKas. I dare say that even if a person with emphysema is
driving a car and finds that the standards being applied and the
technology applied comes out with an incorrect analysis of that
automobile would be outraged himself even if he has emphysema.

We have heard from individuals and the public at large who are
going to have to pay the brunt of all these auto emissions regula-
tions when the need for it may be diminishing by the EPA’s own
reports.

Mr. WaxmMaN. I would have to differ with you.

Mr. GEKAS. I expect that.

Mr, WAXMAN. It is my time——

Mr, GEKaS. 1t is.

Mr. WaxmaN. If I might point out to you that the leading cause
of air pollution in this country comes from the automobile. It
causes harm in kids who are susceptible, particularly if they are
asthmatic, but a lot of them to carbon monoxide from other parts
of these auto emissions. It adds to smog and other air pollution in
the community. And a strategy for reducing air pollution should
make us look to the automobile as a way of reducing that pollution.

Now when you hear from these individuals, it seems to me that
the ones you are hearing from are the ones who are carrying the
argument for those who have an economic interest. I don’t think it
makes sense to say that we ought to put something in place that
doesn’t work. I don’t think that is happening. We have realistic
deadlines that can be met, and we ought to make sure that they
are met.

Mr. GEKAS. The gentleman begs the question when he says the
strategy. Is the strategy correct? That is what you have to look at.
Is the strategy reasonable?

And 1 say that it has proved unreasonable, unworkable, costly—
at least to Pennsylvania and to half a dozen other States that we
have heard from, causing the State legislature in Pennsylvania to
take a position against the enforcement of the EPA guidelines and
regulations in this field.

Mr. WaxMaN. I would be happy to talk to you further and see
what we can find out more about this issue. :

Mr. McINTosH. Thank you very much, Mr. Gekas. I appreciate
your coming today in support for this legislation.

I understand that Mr. DeLay, who is to be our next witness, has
been delayed; and so I think 1n the interest of proceeding we will
now proceed to the next panel and hear from the witness for the
administration.

Let me say that although we have not worked directly on these
projects, I am familiar with Ms. Katzen’s background and find her
to be one of the most capable people working in this area. I know
she has labored long in tge vineyard to try to find reasonable ways
to proceed in the rulemaking process andr{xas a great deal of exper-
tise in that area.

So welcome to this subcommittee. No doubt we will be in contact
with you often, so I look forward to many long sessions of fruitful
labor. Thank you for coming today, and we look forward to hearing
from you. -
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STATEMENT OF SALLY KATZEN, ADMINISTRATOR, OFFICE OF
INFORMATION AND REGULATORY AFFAIRS, OFFICE OF MAN-
AGEMENT AND BUDGET

Ms. KATZEN. Thank you, Mr. Chairman and members of the sub-
committee. I appreciate the opportunity to appear here today to
discuss H.R. 450, the Regulatory Transition Act of 1995.

The opening statements that have been made and the testimony
given so far have set forth the basis for and some of the possible
effects of this bill. I have prepared written testimony which has
been distributed, and I would ask that that be included in the
record at this point.

Mr. McINTOSH. That will be done.

Ms. KaTZEN. | would like to use the limited time for an oral
statement to emphasize a few points.

There is no question that this bill raises important issues. The
issues are important because Federal regulations are important.
This administration is committed to regulating when necessary and
no more than is needed. We do not beﬁzve that all regulations are
bad; nor are they all good. In fact, regulations are not inherently
good or bad. They have the potential to be either.

Well chosen, carefully crafted regulations can protect customers
and consumers from dangerous products. They can assure equal ac-
cess to markets, limit pollution, govern operation of our prisons,
control immigration, provide uniform interpretations of customs
and export/import laws, protect workers, and ensure that Ameri-
cans have the information they need to make informed choices for
themselves. Excessive or poorly designed, however, regulations can
cause confusion and delay, generate unreasonable burdensome
compliance costs. They can retard innovation, reduce productivity
and distort private incentives. The challenge is to craft regulations
when needed so they do not have these unintended consequences.

One of the very first executive orders that this President signed
was directed to improving the regulatory system. Executive Order
No. 12866 is built on two%asic premises: First, the government has
the responsibility to govern, including the responsibility to protect
the public through Federal regulation when the American people—
through our constitutional representative process—decides that it
shoulg. We are talking about statutes passed by the houses of Con-
gress and signed by %’residents of the United States present and
past, Democrat and Republican.

Second, the government has the basic responsibility to govern
wisely and carefully, regulating only when necessary and then in
the most cost-effective manner, with full recognition of the proper
roles of State, local and tribal governments.

Without revisiting the past, what happened before our watch, 1
am proud of what this administration has done to improve the Fed-
eral regulatory system. We have made substantial progress, much
of which is outlined in my written testimony and in other mate-
rials. But I state there and I state here, we recognize that there
is more to be done. We want to move forward—working with you—
to help further improve the regulatory system.

Regrettably, H.R. 450 does not move us forward in correcting the
underlying problems. Instead, the regulatory moratorium will sto
good regulations as well as bad ones, substituting an arbitrary, ad-
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ministrative process for substantive improvements. Moreover, H.R.
450 creates a number of problems which will only divert us from
the important work of focusing on the underlying problems and
achieving what we both wish to accomplish.

The first general issue that I have raised with you is the cov-
erage question: What regulations are exempted? Which are subject
to the moratorium? Referring to some of the language written into
the text, does “international affairs” include Department of Com-
merce rules affecting domestic manufacturers who export products?
Does “public property” include public lands administered by the
Department of Agriculture and Interior? Is a regulation establish-
ing auditing procedures for tracking Federal funds an action relat-
ed to “grants” or “loans?” Does the exclusion for contracts include
procurement related regulation?

And what about regulations that are not listed for exemption? Do
we want to stop tax regulations? Now, tax statutes are notoriously
unclear, and regulations provide for clarity and uniform treatment
so that individuals and companies are not subject to arbitrary and
disparate treatment by tax examiners. I understand that you have
already heard from some working in this field suggesting this is an
area for exemption.

Do you really want to stop notices of inquiry and notices of pro-
posed rulemaking? These create no obligation. They impose no re-
sponsibilities. They have no binding effect. Rather, they bring the
American public into the process. They afford an opportunity to be
involved and to provide information and help the government de-
vise sensible solutions. Yet this bill would stop them in their tracks
and preclude the acquisition of that information which is what I
thought the underlying goal was—have public input on what needs
to be done.

In addition, it is essential to note that many regulations are rou-
tine, administrative or ministerial or otherwise noncontroversial.
Regulations establish traffic lanes into our airports. They set forth
the opening and closing time for drawbridges on interstate high-
ways at waterways. Reporting requirements help trace money
laundering from the drug trade. They set the eligigility and often
the timing requirements as well as financial accounting practices
for student, small business loans. They establish quarantines when
a pest has hit our fruit supply to keep it from spreading through-
out the Nation.

These are all things that are noncontroversial. They are essential
functions of the government. They are routine. They, too, would be
caught up in this moratorium or would they?

The bill provides for case-by-case exemptions for imminent to
health or safety or other emergency. How imminent is imminent?
How serious is the harm to health that would be the standard?

This bill sets forth a procedure for agency heads to file in writ-
ing, the President to execute an Executive order and then provides
for civil litigation.

You commented that you were surprised that we wanted the
American people not to bring suit. If you have a President who has
made a finding of imminent threat to health and safety the civil
litigation will %eave the issue in doubt. And confusion is costly to
the American public. It is costly to the businesses who have to de-
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cide what to do. And yet until the process is completed there will
be no resolution.

The retroactivity of the moratorium is another issue that causes
grave concern, creating uncertainty, confusion and potential unfair-
ness.

What do we do and what do we say to those who have been re-
sponsible citizens who have sought to comply and have invested or
otherwise taken steps for a regulation whose effective date falls in
the moratorium period? If the re%'ulation is now suspended, will he
have a competitive disadvantage? Is that the right signal to send?
Wait until the last minute to obey any laws. Disregard them be-
cause someone may come and put a stop?

I don’t think that is a signal that you wish to send to the Amer-
ican public, and there may be instances where something which
has happened pursuant to a validly issued regulation cannot be un-
done without extreme consequences.

There has been a lot of publicity about the four gray wolves that
were caught in Canada and brought to be release§T in the wilds of
Idaho. You may disagree with the decision, but the wolves have
now been let loose in their 1-mile pens. Are we to recapture them
and put them back in their little steel boxes until June 30th, when
the moratorium period will end?

I am somewhat distressed that I am sitting here raising these
questions and seeming to be negative about some of these issues
because I stated at the outset—and I fervently believe—that there
is common ground among us, that there is room for improvement,
that we have been working on this on our own, and we welcome
your efforts to work with us, and we want to work with you.

This bill does not do that. This bill is a digression, a detour, a
distraction. It takes the very people who can help improve the sys-
tem, and it asks them to write lists and do a paper process. We
want to resolve these underlying issues. We want to improve the
regulatory system. We want to work with you.

Thank you very much. I am sorry I extended my time, but I
wanted you to understand clearly where the administration stands
in this issue if I have been able to do so.

Mr. McINTosH. Thank you very much.

As you indicated, I did allow you to extend your time. As we pro-
ceed with questioning and other witnesses, I am going to become
firm about keeping that 5-minute rule, but I thought it was impor-
tant to give you all the time you needed to present your views, in
fairness to the administration. I do plan to be very firm to keep to
the 5-minute rule because we have a large a%enda today.

[The prepared statement of Ms. Katzen follows:]

PREPARED STATEMENT OF SALLY KATZEN, ADMINISTRATOR, OFFICE OF INFORMATION
AND REGULATORY AFFAIRS, OFFICE OF MANAGEMENT AND BUDGET

Good morning Mr. Chairman and Members of this Subcommittee. I am Sally
Katzen, the Administrator of the Office of Information and Reﬁ:latory AffTairs with-
in the Office of Management and Budget. It is a pleasure to be here to discuss is-
sues related to the improvement of the regulatory system, a subject about which
this Administration cares very much and on which I look forward to working with
you cooperatively. In particular, I appreciate the opportunity today to discuss H.R.
450, the “Regulatory Transition Act of 1995.”

Before talking about any specific legislative proposals, I would like to comment
on a word that is being used a lot, but that means different things to different peo-
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ple. The word is “regulation.” Some say regulations are all bad; some say they are
all good. In fact, regulations are not inherently good or bad. They have the potential
to be either. Well chosen and carefully crafted, they can protect consumers from
dangerous products, assure equal access to markets, limit pollution, govern oper-
ation of our prisons, control immigration, provide uniform interpretations of :ustoms
and export/import laws, protect workers, and ensure that Americans have informa-
tion to make informed choices. Excessive or rly designed, however, they can
cause confusion and delay, generate unreasonag])g compliance costs, retard innova-
tion, reduce productivity, or distort private incentives.

Some regulations carry out legislative policies, raised by previous Congresses and
signed by Presidents, from both parties. Several of these policies were or are con-
troversial, but in other cases, regulations are routine, administrative or ministerial,
and noncontroversial. These regulations unobtrusively serve the public day in and
day out, and are seldom included in what most people mean when they argue about
the value of regulations. Examples include rules that establish: traffic lanes for air-
planes; opening and closing times for drawbridges; reporting requirements to help
trace money laundering from the drug trade; eligibility and timing requirements—
as well as financial accountability practices—for student, small business, and other
loan programs; safe practices at nuclear power plants; and quarantine areas to pre-
vent the spread of pests such as the med&r).

Regrettably, the regulatory system that has been built up over the past five dec-
ades—under both Republican and Democratic administrations—is subject to serious
criticism. I think we can agree that there are too many regulations, that many are
excessively burdensome, that many do not ultimately provide the intended benefits,
and that, consequently, many members of the public are justifiably frustrated and
angry with the federal regulatory system. It was for this reason that one of the first
executive orders that this President signed was Executive Order No. 12866, “Regu-
latory Planning and Review”, which declared at the outset that the American people
deserve a system that works for them, not against them.

The Administration’s regulatory philosophy and principles that are set forth in
the Order are built upon two basic premises. First, the Government has the basic
responsibility to govern, including the responsibility to protect the public, through
Federal regulation, where the American people—through our Constitutional rep-
resentative process—decide that it should. Second, the Government has the basic re-
sponsibility to govern wisely and carefully, regulating only when necessary and only
in the most cost-effective manner, with ¥ull recognition of the proper role of State,
local, and tribal governments.

To implement this philosophy, the Order sets forth principles emphasizing the im-
portance of private markets; the need for regulation to be limited to the require-
ments of law; the critical role of analysis (of costs, benefits, and risks) and the use
of that analysis for decisionmaking; consideration of alternatives; extensive con-
sultation with those affected by regulation; and better consideration for the needs
of small businesses.

In the year and a half since the Order was signed, we have made a lot of progress.
We have opened the rulemaking process and increased its accessibility to the public;
for example, agencies are making greater efforts, early in the rulemaking process,
to seek comment from those affected by regulation. We have increased cooperation
and coordination among the Federal agencies, between the Congress and the Execu-
tive Branch, and between the Federal Government and State, local, and tribal gov-
ernments, businesses, and individuals. And we have seen good processes produce
good decisions, both in improving new regulations and in looking back at existin,
rei;ulations that may have outlived their usefulness or never operated as expected.

or example, the Department of Transportation’s National Highway Traflic Safety
Administration rulemaking on side-impact protection for light trucks was accom-
panied by a first-rate reg'ufatory analysis that led the agency to delete a significant,
expensive component of the propose!rule and instead request comment on a less
costly but more effective safety feature. In designing its rules under the Mammog-
raghy Quality Standards Act, the Food and Drug Administration made the stans-
ards less burdensome on mammography facilities, which are nearly all small busi-
nesses, by incorporating existing industry standards to the maximum extent pos-
sible. The Coast Guard, in promulgating rules to alert crews about the likelihood
of unanticipated oil spills, proposed allowing the use of lower cost signalling devices
Gi.e., overﬁﬁ stick gauges) rather than more costly and sophisticated alarm systems.

One of the best examples of a review of existing regulatory programs is the work
currently being done by the Department of Commerce’s Bureau of Export Adminis-
tration to rewrite the Export Administration Regulations (EAR). This comprehen-
sive review is intended to simplify and clarify this lengthy and complex body of reg-
ulations that establishes licensing regimes for dual-use products—i.e., those that



38

may have both commercial and military applications—and to make the regulations
more user-friendly, which they currently are not. This effort will fundamentally
change the EAR by reversing the regulatory presumption—from requiring a license
unless specifically exempted to authorizing export without a license unless specifi-
ca&%provided otherwise.

lle we have done much to improve the regulatory system, there is much more
that needs to be done. That is what we are talking about when we say that there
is common und and that there is a lot—both particular regulatory programs as
well as regulatory methods—that we need to address. In the Administration’s view,
H.R. 450 does not do this. To the contrary, a regulatory moratorium will contribute
to the ve? problem that we are all trying to fix—overly complex administrative sys-
tems, Fn lock, and endless debate on process instead of substance. In fact, the con-
cept of a moratorium suffers from some of the same problems that often plague reg-
ulations, and, for that matter, legislation—its intentions, even if laudable, are lost
in the administrative nightmare of implementation and the unintended con-
sequences that no one in this room would want to impose on the American public.

t me be more specific. H.R. 450 does not purport to place a moratorium on all
regulation. It acknow]edﬁes that in certain cases regulation is necessary for the Fed-
eral government to be able to meet its responsibilities, and in other instances it re-
flects a judgment that some regulations are particularly beneficial or otherwise de-
sirable. For example, the legislation—by its terms—excludes from the moratorium
activities related to: military or foreign affairs; international trade; public property;
loans; grants; benefits; contracts; granting licenses; registrations; permitting new or
improved applications of technology; and, in general, activities to streamline or nar-
row rules. In addition, the bill establishes an emergency exception process for activi-
ties associated with an imminent threat to health or safety or other emergency, or
necessary for the enforcement of criminal laws.

This {ramework creates a net through which certain regulations pass and in
which others are caught. However, people may disagree about whether these are the
right criteria and even if they are, how do they apply in particular cases. Does
“international affairs” include Department of Commerce rules affecting domestic
manufacturers who export products? Does “public property” include public lands ad-
ministered by the Departments of Agriculture and Interior? Is regulation establish-
ing auditing procedures for tracking federal funds an action related to “grants” or
“loans™ Does the exclusion for “contracts” include procurement related regulation?
What exactly is “new and improved” technology (since virtually all inventors believe
their inventions are new and improved)? Is a proposed regulation, 75% of which
streamlines an existing body of rules but 25% of which strengthens existing require-
ments, subject to the moratorium? Is the 75% exempt, but the 25% caught? What
if the two are viewed as a package that together provides a net reduction of 15%
of the burden? If a rule does not fall into one of the exemption categories but is
based on a rigorous cost benefit analysis and the quantified benefits clearly out-
weigh the quantified costs, is it to be caught in the moratorium?

e agency head will have to answer questions like these, and many others. If
he or she concludes that a rule falls within one of the exclusion categories enumer-
ated in Section 6(3XB), the bill provides that the agency head is to certify that the
moratorium is waived and to publish that finding and the waiver in the Federal
Register. Such an action would ‘presumably trigger the provisions of Section 7, Civil
Action, which permit anyone “adversely affected” to seek relief in a civil action
against the agency, thus involving the courts in the micro-detail of administering
the moratorium. In other words, even where we believe the bill does not apply, the
issue will not be resolved until the process is complete.

The bill also provides for emergency exceptions (Section 5). Where there is an im-
minent threat to health or safety or other emergency, or activities necessary for the
enforcement of criminal laws, the agency head must submit a written request to the
President, with copies to the appropriate committees of Congress, and the President
must issue an Executive Order to waive the requirements of the moratorium for
that rule (Section 5(a)). This is paperwork run wild. Each year, hundreds of air-
worthiness directives are issued by the Federal Aviation Administration, as well as
other air safety rules, such as the recent actions regarding icing on commuter
planes. The Animal Plant Health Inspection Service issues scores of rules to quar-
antine certain regions to prevent the spread of pests that would affect our food sup-
ply. These are just two examples of the many frequent and routine regulations is-
sued by agencies to protect public health and safety. Is the President to issue an
Executive Order waiving the moratorium for each of them?

In addition, is the scope of the emergency procedure clear? Exactly how imminent
is imminent, regarding health and safety regulations? What constitutes “other emer-
gencies™ Are emergencies that we estimate are 4 or 5 weeks distant included?
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Emergencies that are 4 or 5 months distant? The proposed bill would inappropri-
ately elevate these questions to the Presidential level, creating more rather than
less inefficiency and delay.

Furthermore, here, as above, the bill provides that the President’s decision can
be second-guessed by the courts, since anyone who is adversely affected can bring
a civil action. Now, we will have all three branches micromanaging all aspects of
the Government’s operations—clearly a costly and time consuming step backwards
from the call for less government, more eﬂ{cient government, and more effective
government.

In addition, the bill, as drafted, does not enumerate categories for waiver or ex-
ceptions that should be included. For example, it apf)ears that regulations related
to the tax code would be caught in the moratorium. Is this really what we wish to
do? I understand that you have already started to hear from those who work in this
area arguing that suc{x regulations provide clarity for both individuals and busi-
nesses, and need to be issued expeditiously.

The moratorium would also catch notices of inquiry, advance notices of proposed
rulemaking, and notices of proposed rulemaking.(q;]hese actions do not have a bind-
ing effect on anyone, but instead seek the involvement of all those affected by a reg-
ulation—soliciting information on how best to meet mandates established by statute
or, in some cases, by judicial interpretations of statutory requirements. Will delay-
ing these efforts for several months help regulatory reform? Or will such delay in-
stead place more strain on the system by preventing the receipt, review, and analy-
sis of information from those most aﬁ'ectes by the proposed rule, including those in
the best position to help the government devise more sensible, less costly, and more
effective rules?

The retroactivity of the moratorium (Section 6(2))—starting over two months ago,
on November 9, 1994—would also create significant administrative problems, tie up
resources, and create argument, confusion, and inefficiency. In some cases, people
will already have startelgucomp]yin with rules that were issued and/or became ef-
fective within the period between November 9th and the present. In some such
cases, those who have made an effort to comply and invested resources to comply,
will find themselves at a competitive disadvantage with those who made no effort
to complf'. Moreover, in many instances, the questions associated with the morato-
rium will create uncertainty in the private sector, and the costs that result from the
lack of certainty. Now everyone has to ask, “Are these regulations within the scope
of the moratorium? Are they within one of the exceptions? Are they subject to Agen-
cy Head/Presidential Review because they implicate health, safety, or another emer-
gency? Who will provide clarification of the situation? And when will that occur?”

There may even be situations where what was done pursuant to a validly issued
regulation cannot now be undone without inordinate expenses or adverse con-
sequences. There has been substantial press coverage concerning the gray wolves
captured in Canada and reintroduced in the wilds of Idaho. Whether or not you
agree with the decision, the wolves have now been let loose. Are we to recapture
them and, if successful, keep them in holding pens until June 30? Consider also the
position of individuals who made year-end decisions based on tax regulations issued
after November 9th. If these regulations are suspended, how is their 1994 income
to be calculated? And, once again, the prospect for civil litigation means that any
answer will be subject to judicial review, and the absence of certainty will plague
both proponents and opponents of any particular federal action.

The provisions of tion 4—waiving regulatory, statutory, and judicial dead-
lines—may also add to the confusion. First, waiving judicial deadlines between date
of enactment and June 30th will require further administrative and legal action,
aFain tying up resources. Second, extending deadlines that have passed by the date
of enactment would create confusion in the cases where legal or judicial action has
already started regarding those deadlines.

My point is that the bill raises numerous questions, some raised above and others
not yet thought of, on which reasonable persons will differ. Both legislative branch
and executive branch staffs will spend much of the moratorium debating what is
covered and what is not, what was intended to be covered and what was not within
the intent of Congress, and what should be covered and what should not. The people
who will be caugglt: up in these debates are the same officials who would otherwise
spend their time working on substantive solutions to the real problems with the reg-
ulatory system. The moratorium, therefore, instead of ensuring “economy and effi-
ciency of Federal Government operations” will generate litigation, more bureauc-
racy, and, in the meantime, delay the work necessary to actually change the system
for the better.

Regulatory reform is underway. But it will not happen overnight, and will not
happen during a six-month moratorium. Such a moratorium only puts off dealing
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with significant issues, both in the regulatory process and in particular regulatory
programs. As I noted in my response to Senator Dole, Representative Gingrich, and
others regarding this issue, a moratorium is a blunderbuss approach that delays
rules based on necessarily arbitrary categories rather than based on their merits.
During the next few weeks and months, we should be working together to improve
current regulations and the regulatory process, not arguing about what should be
or should have been exempted from a moratorium. A moratorium is merely more
procedure and more bureaucratic administration, diverting our collective time and
energy from the difficult tasks ahead. It makes more sense to focus on the sub-
stantive sources of that frustration and try to reduce them than it does to devote
our resources to the artificial promise of a moratorium, creating in effect yet another
program to administer.

I am concerned that my time here is spent raising questions, emphasizing where
we disagree, rather than where we agree. As | stated at the outset, we believe the
regulatory system should be improved. We have been working to that end on our
own and we want to work with you. H.R. 450, however, is a distraction and detour
from where we ought to be going. I would hope that we can join forces to bring the
American people a rational regulatory system that improves the quality of life, pro-
motes our health and safety, and protects the environment without imposing undue
costs or burdens. We are committed to that objective and we hope you will join us
in working towards those goals.

Thank you, Mr. Chairman. That concludes my remarks. [ would be happy to an-
swer any questions you may have.

Mr. MCINTOSH. Let me begin my 5 minutes of questioning by re-
sponding to some of your concerns, and let me do so in a general
sense.

I think the best result of this moratorium will be that it will
allow people in the executive branch agencies and in the adminis-
tration to begin to think in different ways about regulation. I think
that was the demand that the American people put on us in Con-
gress in the last election. They don’t want us to be sitting and
thinking about lists of things that do or don’t fall into exemption.
They want us to stop regulating and have that the standard.

The moratorium moves us in that direction and allows people to
start thinking of their jobs in a different light. They don’t want us
to think about difficulties that will be placed on the Federal Gov-
ernment to implement their programs. They want us to think about
problems they are creating for the American people by implement-
ing those programs.

%o I think 1t is important that we look at what is the effect on
the American public. And I am convinced that we have handled the
problems that could come up with the emergency exception, the ex-
ception for routine matters that affect individuals and are not for-
ward-looking rules of general applicability. But I am very willing
to work with you and others in crafting those exemptions if there
are ways that we can do a better job.

But I think we have to start adopting this different mind-set that
says the government should be less intrusive in our lives. We
should protect the American people from overregulation and allow
them to go about their lives unhindered by the heavy hand of the
Federal regulators.

Let me specifically mention a couple of things. I think it is im-
portant that we do {lave a broad scope to this %i]l and that we do
include notices of rulemaking inquiry precisely because those are
the beginnings of a new regulation, and this gongress is going to
change the way we implement many of those programs. It would
be a fruitless and useless effort for an agency to begin a rule-
making when the Commerce Committee or the Natural Resources
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Committee or the Banking Committee is going to be changing the
underlying statute, when we are going to be adopting fundamental
changes in the way regulations are written with cost-benefit analy-
sis, risk assessment, takings protection.

So it makes sense to me to put those on hold and allow us to
make the changes in the legislative branch so that the regulators
don’t use their time unwisely.

The specific question that I wanted to pose to you was that you
mentioned that the administration standard was to regulate when
necessary, but go no further than is needed. There is one regula-
tion that would be affected by this moratorium that was released
in December of last year, the so-called California car rule that ap-
plies the standards that California uses for car emissions to all of
the Northeast.

Many of the States in that region objected to that rulemaking
and proposed an alternative that allowed them to trade with utili-
ties in their emissions. And, in fact, it was my understanding that
that alternative was gaining widespread acceptance and perhaps
after the November election would have even gained more adher-
ence in the Northeast region itself. It was very clear that it main-
tained the same level of emissions reductions as the alternative in
the California car rule, but was far less expensive because it al-
lowed trading not only among car manufacturers but also between
other sources of pollutants.

That type of trading program, which is a market-based approach,
I think is something we all agree needs to be more widely used in
these areas. To me, that is a concrete example of a regulation that
is going to be costly, that needs to be caught by this moratorium
and put on hold so that we can find, under the administration’s
standard, a less burdensome approach to achieving the same regu-
latory outcome.

I wanted to ask your views on that regulation and what should
be done about it.

Ms. KaTzEN. Thank you very much.

I want to tell you that we have been thinking differently about
regulations from the time we came into office in January 1993. It
has not been business as usual, and the Executive order to which
I referred you sets forth the very principles that you articulate—
less intrusive, protection of overregulation, to be unhindered by the
government in exercising liberty. These have been the principles
that we have been using, and it did not take the November election
to change our practices. They have been longstanding,

With respect to the OTC proceeding that EPA had decided in De-
cember, that was a petition by those Northeast States. The statute
set forth a provision by which the States themselves would get to-
gether because smog in the air, pollution in the air does not know

tate boundaries, and the Northeast sector has a lot of air pollu-
tion that goes across State boundaries, and no one State can do
something within its own territory that will protect it from air com-
in%into that area.

hese States themselves petitioned EPA to grant them author-
ity—not to mandate, but to grant them authority—to take certain
action. They wanted permission to do something. And EPA’s action
there granted permission. EPA used it as a%)asis for exploring
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what is known as the 49 State car alternative, which is generally
desirable, and has continued work in that effort.

No State has been required to do anything by EPA in this area,
and if there will be additional changes to the Clean Air Act amend-
ments I think that some of the work that has been done on the
OTC petition will prove very useful to show what new and different
ways of achieving our regulatory objectives in a less intrusive way
can be derived from this process.

Mr. McINTOSH. Ms. Katzen, I realize that I filibustered a bit on
that questioning. One of my colleagues has agreed to yield you
more time from his questioning if you need it on that issue. If not,
we will proceed.

Let me turn now to Mr. Peterson.

Mr. PETERSON. Thank you.

Ms. Katzen, as I understand it, back when these—some of these
regulations were suspended I guess under Executive order there
was some litigation that took place. And people said that suspend-
ing regulations was actually rulemaking, and they should have fol-
lowed the Administrative Procedures Act, and there was some liti-
gation that took place in that area.

Apparently, this legislation will—does it say that it suspends the
Administrative Procedures Act? Is that what it does?

What I am getting at is, how much potential litigation do you
think that there would be if this is passed the way it is currently
constituted? Do you think it is going to create litigation as it is cur-
rently constituted and can it %e fixed so that that will be mini-
mized?

Ms. KATZEN. By profession I am a lawyer and so it is with some
regret that I say that we are an overly litigious society, and any
occasion will produce litigation. There was a lot of litigation in ear-
lier attempts to impose moratoriums.

I notice that if this is made retroactive to November 9, the agen-
cy that has the largest number of regulations from November 9, to
January 13, is the Treasury. Some of those are IRS tax regulations
and that bar in particular wants a certain degree of certainty and
clarity. The next group is DOD and EPA.

And those two agencies also tend to engender some controversy,
and with a moratorium and a suspension I believe that one of the
serious questions here is whether we will be moving simply to the
courts some of those questions which should be debated on the
merits in this body.

Mr. PETERSON. Is it realistic that this could be resolved in 6
months in the court?

Ms. KATZEN. Yes. They may not want resolution.

When I say we are overly litigious, there are different objectives,
and one may want resolutions in one’s own time. And the problem
with a bill that provides for civil actions here is that it is a clear
statement that these issues are to be decided.

Our courts right now are heavily clogged with all sorts of actions,
and it is not clear that if you brought a suit it would be resolved
in time, but it certainly would engender at this time confusion
which is not salutary.

Mr. PETERSON. You heard my opening statement where I was
concerned about routine regulations that might be affected either
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by the retroactive provisions or perspective. Can Iyou by next
Wednesday give us an inclusive list of these potential problems so
we could try to address them by amendment? Is that a realistic—
do we know enough about this to be able to identify areas that are
not really in contention, not controversial, that probably should be
exempted so that we can offer amendments to take care of certain
of these situations?

Ms. KATZEN. I certainly appreciate the kind comments of the
chairman about my expertise in this field, and I certainly could
come up with a list of serious issues and regulations that are either
routine or administrative or noncontroversial.

To say that I can anticipate all of them, no, I don’t believe that
I could. I believe that no matter what I come up with would still
be incomplete. '

I was searching last night for a list of the kinds of routine ad-
ministrative actions that have been taken, because we heard that
we have undertaken 1,823 regulatory actions since November. |
had a piece of paper here on which I had scribbled some numbers,
but of those the final rules were something in the 800’s and 900’s.
Those final rules were—only 70 of them were actual rules. The rest
were notices of hearings, change of location of field offices, avail-
ability of documents—those are all called regulatory actions.

The 1,823 number provides mailing addresses to send in applica-
tions for loans. It provides establishment of committees for meet-
ings to be held. It withdraws information. It provides a variety of
notices. And I couldn’t—if I had not looked through that list I
would not have anticipated those kinds of things.

I will undertake to do what I can for you and provide you what
I can, but I give you no assurance that it will be complete.

Mr. PETERSON. If we pass this legislation and we find out after-
wards that we have missed a number of these things, what can be
done? Can the administration do something to try to fix this or are
we stuck with it until June 30?

Ms. KATZEN. The only option for the administration would be to
declare it an imminent threat to health or safety. I can’t see me
recommending the President to do that.

Mr. PETERSON. So there is no provision in here to deal with these
routine kinds of things. That might be something we could consider
in an amendment possibly. I am very concerned about that aspect
of this bill and us getting our arm around that before we move it
out of this committee.

Mr. McINTOSH. Let me say I would welcome Ms. Katzen’s input
into areas that she thinks are routine like that and determine what
could be done. To the extent they further a rulemaking process I
have serious questions about not including them because we are
going to have committees around this Congress looking at those
areas. But there may be other routine matters that don’t, and I will
be glad to consider proposals and information about those by next
Wednesday.

Ms. KaTZEN, I would say that when Chairman Bliley spoke about
the Safe Drinking Water Act, I was very encouraged because the
administration strongly supported rewrite of that act last term,
There will be significant changes, but some things will be the same
and consistent with your agenda, some things will not change, and
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it would be difficult I think in any one of these instances to try to
parse which are which.

Mr. McINTOSH. The time of the gentleman has expired. Let me
now turn to my colleague from Washington, Mr. Tate.

Mr. TATE. Thank you, Mr. Chairman.

I haven’t counted them all up, but I believe you have probably
reviewed and signed off on hundreds if not thousands of new regu-
lations since you were confirmed. Do you believe each of these new
rules’ benefits outweigh the costs they impose on society?

Ms. KATZEN. Qur office has reviewed far fewer than thousands
of regulations. When you are talking about thousands you are talk-
ing about notices of cKanges of locations of offices, and we don’t re-
view those.

Of the significant regulations that we review we have seen a new
dedication to cost-benefit analysis, to considering the data on which
decisions are being made, to good data, good analysis being used
to inform decisions rather than to justify it.

And I stated earlier that I am proud of what this administration
has done. This is a very large government. There are very many
pieces. We have brought them together to speak collegially and
constructively to do better regulations, Some of the traits of the
past have disappeared, and we are thankful for that.

Mr. TATE. You referenced Executive Order 12866, which requires
you to do a cost-benefit analysis, what the imposition is onto soci-
ety, but it seems to me we are still imposing more regulations that
have incredible impacts on society—they are imposing enormous
cost on society but very little benefit many times. Is that really
cost-benefit analysis? It is great to do the cost-benefit analysis, but
}f nothing is changing that creates a lot of work but not much dif-
erence.

Ms. KATZEN. I don’t think that nothing is changing. There are
limitations.

The Clean Air Act, which was passed with a broad bipartisan
support and signed by President Bush and actually heralded as one
of his greatest accomplishments, sets forth technology-based regu-
lation. The maximum achievable control technology standards do
not take cost into account at the max floor. That was a choice of
the Congress.

If that is to be revisited, that is to be revisited; and those are
issues that may come up. But I am satisfied that this administra-
tion is dedicated to improving the regulatory process. I think
progress has been made, and I think that the use of cost-benefit
analysis has affected changes.

One of the examples that I use in the written testimony is the
National Highway Transportation Safety Board which was looking
at side impacts, gont seats, back seats, and found that the cost-ef-
fectiveness in the front seats was very good but cost-effectiveness
for back seats was not. So they delete(r{ythat component and instead
requested comments on increasing bumpers, which are much more
cost-effective ways of protecting passengers in collisions.

This is where analysis was used to inform the decisionmaking,
and that proposal was put in the Federal Register, looked very dif-
ferent from the original game plan was because they did the analy-
sis, and they used it. That is progress, and that is what is impor-
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tant. I believe if we receive comments on that, if we are able to re-
view and analyze them and then implement them, we will be sav-
ing more lives at less cost. I think that is progress. I think that
is what we should be doing.

Mr. TATE. Last question on this. You have been pretty vigorous
in defense—

Ms. KATZEN. I speak vigorously.

Mr. TATE [continuing]. In your opposition to this particular piece
of legislation. Can we expect that if this lands on the President’s
desk that it would be vetoed?

Ms. KATZEN. I have tried consistently to find a common ground
and to work with those with an interest in that area. I have spent
my time raising questions about problems.

The bill, as currently drafted, I find causes more problems than
it solves. It has greater costs than benefits. I am troubled by the
bill as constructeg.r

This is a legislative process. The chairman has indicated an in-
terest in considering these issues, and I would like to see and work
with you as the bill goes through Congress.

Mr. TATE. I guess it is impossible to know if it will have greater
cost because it is impossible to know what every regulation is be-
cause people in the real world who have to deal with these regula-
tions can rarely figure them out and many times get conflicting an-
swers from conflicting agencies, whether they be State, local, or
Federal. I urge support of this legislation.

Mr. McINTosH. Will the gentleman yield?

Let me urge Ms. Katzen to give specifics on those areas. In some
of our previous meetings, we talked about the general concept and
left saying that you want to consider and have the opportunity to
think about specific comments on this bill. Let me urge you to do
that and take up Mr. Peterson’s suggestion of providing data and
information about the effects of any c%\anges and what rules would
be affected by that by next Wednesday so that we can proceed with
the markup with that information.

Mr. TATE. Thank you for coming in. I look forward to working
with you.

Ms. KATZEN. Thank you.

Mr. McINTOsH. The gentleman from California, Mr. Waxman.

Mr. WAxMaN. Thank you, Mr. Chairman,

Ms. Katzen, it is interesting you would make a comment that
this legislation may have greater cost than the benefits that even
the proponents of the legislation hope to get from it. What strikes
me 1s how precipitously people are moving forward with legislation
that has enormous consequences and ramifications and how little
information is out there as to what the effect will be. You have in-
dicated you are trying to accommodate these concerns expressed
that we have regulations that are reasonable, that are going to be
minimizing the cost, that will have more benefit to society and that
all these different factors will be taken into consideration, but if we
just put a moratorium on and adopt this legislation, will that help
you accomplish that goal or will it Eurt you?

Ms. KATZEN. I was concerned and stated in my testimony that
I believe this is a distraction from what should be our ultimate ob-
jective and that it would slow down the progress on the substance
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which sorely needs it. That is why the concept of a moratorium
seems to be more government rather than less, more paperwork
rather than less. There may be ways of attacking it differently, but
I wanted to make clear how I saw it affecting my ability to focus
on the underlying issues and bring about the changes I hope to do.

Mr. WaxMaN. | can’t imagine if by next Wednesday you gave us
a list of 1,800 regulations that are about to go into effect the mem-
bers of this committee could digest it and make an intelligent deci-
sion what to let go forward and what to stop.

I guess the only way we would act is the way Congress always
acts. If they haven’t heard from lobbyists comp{aining about it or
constituents, they assume it is OK. That is not a way for decisions
of this magnitude to be made.

The statements that are made that regulations that have been
adopted have greater cost than benefits, Mr. Tate made that state-
ment. I would like to know what data there is for a statement like
that. I am concerned that we have a lot of anecdotes, people who
would like to change things and come here not knowing what the
laws or regulatory processes are and say we ought to turn it on its
head as if that would be a plus when, in fact, it might be counter-
proc%iuctive even to what they would think is a realistic step for-
ward.

I %uess we are trying to make regulations more cost-effective. If
this legislation were adopted, would it make regulations more cost-
effective?

Ms. KATZEN. No. This legislation does not address any of those
issues. This is simply a holding pattern, a stopgap measure, as I
understand it. H.R. 9 raises some of those issues, and I believe this
committee and Commerce and others will be focusing there, and
that is where we want to focus our attention.

Mr. WaxmMaN. It seems to me there are two problems. One is, a
holding pattern means that decisions that should be made are not
being made under existing law. The second problem is, the law is
the Faw until changed; and even if people come in with ideas on
how the law ought to be changed, they may want to be talked out
of those ideas if they are open to information and to further consid-
eration.

Second, laws don’'t always get passed even though people want
them to be passed. The Clean Air Act didn’t get passed for 10 years
because we were stymied. We couldn’t reach agreement on different
issues. But the law is the law, and aren’t these regulations that are
beginning to be proposed in furtherance of existing law for the
most part?

Ms. KATZEN. Yes.

Mr. WaxMAN. Should we ignore the law that is on the books be-
cause some would like to change it?

Ms. KATZEN. I can’t. I have taken an oath of office to carry out
the law of the land as a member of the executive branch, and I be-
lieve respect for processes should obtain. That is one of the reasons
that, in some respects, there is a cart before the horse here, and
we should get to the underlying merits and see those through.

Mr. WaxMaN. The chairman indicated he wants to stop regula-
tions because we would like to adopt not only changes in the sub-
stantive laws but a whole long procedure of bills to make you think
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differently, you people who have to enforce the laws and adopt the
regulations.

%L;me of those ideas that they want to propose I hope they will
rethink. I think they are a tremendous assault on a lot of impor-
tant regulations that affect the health and safety of the American
people.

The idea that ordinary Americans should have to put their
money together and pay a polluter not to pollute—that is what one
of the biﬁs would do. They say it would protect private property;
but, in effect, it would say that you can’t do anything to stop a pol-
luter without all of us getting together and paying that polluter
rather than the polluter having that as internalization of his costs.

They would have people who sue the Federal agencies, including
individual agency employees, for damages for issuing or even rec-
ommending issuance of a regulation or an enforcement action. That
is incredible. What a chilling action there would be when people
trying to do their job legitimately could be sued by some enormous
corporate interest group that wants to be sure that an agency
doesn’t pick on them.

I give the example of the tobacco industry. Tobacco concerns are
being looked at by OSHA to protect the rights of the nonsmokers
from being forced to breathe in a class A carcinogen, and FDA is
looking to see whether regulation would be required, reasonable or
lawful to protect kids from being the target of the tobacco industry.
If the tobacco industry is going to benefit, as they certainly will be-
cause FDA wouldn’t be allowed to evaluate the situation, it seems
to me that the American people ought to know. This is a huge gift
to a very big special interest.

There aren’t mom and pop tobacco manufacturers. These aren’t
small business people. They are people who manufacture a legal
product, but it seems to me that we ought to evaluate, since it is
a major pollutant, what kind of regulations would be appropriate.

Mr. McINTOSH. The time of the gentleman has expired.

Let me ask my colleague, would you grant a minute or so for Ms.
Katzen to answer that?

Mr. WaxmaN. Certainly.

Ms. KaTZzEN. I think these are difficult issues on which people
will disagree. They have been debated in this body.

There was a statement by someone earlier about respect for dif-
ferent use. We are a democratic society—small d—in which a num-
ber of different constituent parts feel very strongly, some more pro-
tective, some more laissez-faire, some more technology oriented,
some more philosophically oriented. I believe that those who come
to the table do so in good faith, and we should hear them out, and
we should wrestle with the problems and then make decisions, and
ultimately those will be yours to make in the Congress. That is the
process that has to be gone through, and something that is sort of
arbitrary or process oriented is not productive would be my com-
ment on those.

Mr. WaxMaN. Will the gentleman yield? I will ask unanimous
consent for you to have more time.

What impact would this legislation have on FDA’s tobacco inves-
tigation and work?
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Ms. KATZEN. My reading of the bill is that no action can be taken
in pursuit of anything that might end up as a rule except to do a
cost-benefit analysis. %f I am reading it correctly, FDA could assem-
ble the costs and the benefits and seek to do the analytical part,
but I am not sure how it would get the information to do that,
given the way the language is structured. That is my own reading
of it, and I would defer to the drafters if they see a better plan.

Mr. McINTOsH. Mr. McHugh.

Mr. McHuGH. Thank you, Mr. Chairman.

I think we are losing the distinction, and I am a firm opponent
of terms limits, but I may have to reconsider between laws and reg-
ulations. We are not seeking here to terminate the implementation
of well-reasoned and passed laws but rather the implementation of
not-so-well-reasoned regulations.

By the way, in that regard I want to tip my hat to this adminis-
tration. I do think that it has done some meaningful things toward
that very important objective, and I find nothing of partisanship
about this.

Ms. Katzen made some comment about previous administrations,
and I couldn’t agree more. Back when I had power as a member
of the State legislature I knew what it was like to operate under
the prolific bureaucratic capabilities of Republican administrations
as well, so I don’t think that is the issue here.

Rather, as I said in my opening statement, we should seize this
opportunity across the board, notwithstanding the attempts by this
White House, to give ourselves a 6-month time period to look at
this issue and to try to reassert the authority that I think the U.S.
Congress should have. I know the people in my district expect the
U.S. Congress to have over the implementation of the laws that it
passes. We have lost our way, and we have lost control in many
instances over those bills that the gentleman from California holds
in such high esteem, and I agree with him, and over the process
by which we deliberate on those initiatives. If it ended at our gate
I don’t think this problem would have quite the magnitude that it
does.

Ms. Katzen, in your comments you spoke about the effect that
this bill would have on the rulemaking process, and you sug-
gested—I think the words you used were that rulemaking has no
effect on the actual implementation but rather is part of the proc-
ess.

Are there not occasions when the implementation of a rule, in
fact, locks in a procedure until the final determination is made? I
am thinking, for example, in those cases where we are about to
designate a particular piece of land as in our State—we call it For-
ever Wild Wildlife Refuges. When that is a subject of rulemaking
does not that status automatically take effect until the rulemaking
process is completed?

Ms. KATZEN. You are correct. There are a few instances where
the law provides that once a proposal has been duly made then ac-
tion taken during the period while the rulemakin%lis pending that
is inconsistent with that proposal to the extent that proposal be-
comes final would be inappropriate.

I have said this in a circuitous way, but the effect is that if that
proposal is never adopted there is no binding effect. And this would
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be true in this area as well. I specifically was talking about ad-
vance notices of proposed rulemaking where there isn’t even a pro-
posal on the table, where we are simply beginning the process.
With the exception of these few specific areas even notices of pro-
posed rulemakings would not have that kind of an effect.

Mr. McHUGH. That is why I asked, because I think there is a
distinction. And for purposes of looking at this bill and working it
up it may be an area where the distinction exists, and we may
want to look at that.

Your written testimony on page 8 talks about the retroactivity
provisions, and you seem to be troubled by the confusion, as you
call it, and the tying up of resources and administrative problems.
You mention the wolves recently brought in from Canada. Is there
not a lawsuit currently ongoing with respect to their release?

Ms. KATZEN, There was originally a suit by ranchers which was
resolved. And then some environmentalists brought a lawsuit, and
that was subject to a temporary restraining order which kept the
animals in their pens for a couple of days. That was then resolved,
and they are now in their l-mile areas acclimating—my under-
standinﬁ is that the litigation has been resolved, and they have
been taken out of their little pens and put in their big pens. I can
confirm that.

Mr. McHUGH. On the issue of retroactivity on the next page, you
talk about the wolves and then you go on to talk about tax regula-
tions. You have mentioned that a couple of times—consider the po-
sition of individuals who made hearing decisions on tax regula-
tions. Has this administration changed its position on retroactivity
of taxes?

Ms. KATZEN. No, sir. I think it is important that those written
in December remain in place. There is deduction for membership
in a club. Your definition is now suspended. And if someone did or
did not join a club relying on that regulation and assuming that
it woulcf be deductible or not, that would now be retroactively
changed if we suspend that.

There is an antipartnership abuse regulation——

Mr. McHucH. If you define the administration’s position on the
1990 tax bill, one tﬁat in fact imposes retroactivity of taxes, even
to the extent that people who had the temerity to die prior to its
implementation

Mr. McINTOSH. The time of the gentleman has expired.

Mr. McHuUGH. I ask unanimous consent for whatever time Ms.
Katzen may need to answer that last question. I am not trying to
bait her necessarily. I think it is genuine, a point of discrepancy
that I would like to see resolved.

Ms. KATZEN. My comments here are addressed to the fact that
in any number of areas people may rely on certain provisions and
take actions.

One of those areas here has to do with the tax code and that if
those were validly issued at the time and applicable at the time
and people acted on those and they are now suspended, that
changes for them. And that is, it seems to me, one of the issues
that 1s raised.

You may want to do that. That may be the choice Congress
wants. My purpose here was to raise kinds of I think legitimate
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questions that have been raised by the tax bar about how we are
proceeding in this area.

Mr. McHuUGH. Thank you. Thank you, Mr. Chairman.

Mr. McINTOSH. Thank you Mr. McHugh.

We just have two bells on a vote. My question to my colleagues
is, do you have questions? Let me proceed and see when it gets to
10 minutes left. Then we will head off and vote.

Mr. Gutknecht, do you have any questions?

Mr. GUTKNECHT. No, I did not. But I wondered—if we are going
to break for a vote, perhaps we could break for 45 minutes?

Mr. McINTOSH. If we are able to finish with the questioning.

Mr. Shadegg.

Mr. SHADEGG. Thank you. I am trying to understand this. As I
understand it, you are concerned that people might act in reliance
upon a regulation that was already in place, and they might be
hampered if we now suspend that regulation. Is that correct?

Ms. KaTZEN. That is right.

The other example I used was competitive disadvantage. If they
have made the investment in pollution control equipment or
changed their processes in an attempt to comply with something
which is presumed to be effective now and their competitors have
not and we suspend the rule, that would be a competitive disadvan-
tage for that individual. That is the kind of analogy I was using.

%’[r. SHADEGG. I appreciate that concern, but do you see an incon-
sistency with that and the administration’s earlier position where
they felt it was not inappropriate if people acted and came back at
a later time and taxed that action that they had earlier taken? You
do not see an inconsistency there?

Ms. KATZEN. I have raised certain points which I think are rel-
evant to this bill. If you want to use this as an opportunity to in-
quire into the administration’s position on a wide range of issues,
that is your prerogative. That is not my purpose here.

Mr. SHADEGG. I only asked if you saw an inconsistency.

Ms. KATZEN. I do not.

Mr. McINTOSH. Thank you. Mr. Ehrlich.

Mr. EHRLICH. I appreciate your comments. I appreciate the spirit
in which they are made.

The phrase was used by one of my colleagues a minute ago that
we are interested in reasserting our authority, and another point
was made with respect to the fact that we are not here just to hear
a series of anecdotes about what regulatory burdens have done,
and we understand that. Your point 1s well taken with respect to
the need to work with us to achieve a more sensitive—for lack of
a beéter term—environment upon which regulations are promul-
gated.

But, in that context, let me go back for a second to the OTC issue
that the chairman brought up. I have distilled the facts down, and
I understand you are very familiar with the story. I have lived this
issue in Maryf]and for years in the State legislature.

It appears that the relevant facts are that the OTC petitioned
EPA to impose California car standards on the region from Maine
to Virginia. Four States within the region voted against the peti-
tion. There were negotiations that EPA was involved in. An alter-
native was put forth that even EPA said was as good or better than
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originally provided for. Yet EPA approved the petition, This has
put the States in a very difficult position.

My question to you is, knowing what State I come from, in the
context of what we are trying to do here and in the context of the
elections and the message that we are bringing back to Washing-
ton, why not promote emissions training? Why not be more innova-
tive when it comes to the rulemaking process and being sensitive
to the?concems that were expressed in this context by the private
sector?

Ms. KATZEN. I think that is an excellent question.

The statute that was governing this process called for majority
rule of the States, which is why the four dissenters still had to go
along with the proponents of this in the petition to EPA. EPA was
restricted by the statute in what it was able to do. It was not able
to say use the 49 State car. I think there is an express prohibition
in the statute against what they call the third car. There is the
California car and the nationwide car. You can’t have a third car.

That is a statutory constraint, and EPA was operating within the
statute as it is written, as it should. It was presented with a prima
facie showing that unless something was done with mobile sources,
with cars, these States could not meet the standards. It was pre-
1sented good, valid data. It had no choice but to say there is a prob-
em.

In terms of the remedy, it would have loved to have said go 49
States but was not able to do so.

I agree innovative, cost-effective, creative approaches is what we
have to do. That is what we are determined to do to the extent
statutes will let us. And as you preserve congressional authority I
hope that these issues will be on your platter and we can discuss
them on the merits, because there is common ground here. We join
you in this effort.

Mr. EHRLICH. Thank you.

Mr. McINTOSH. Let me suggest that we will be in recess until 1
o’clock for lunch and an opportunity to vote. Thank you for coming.

Let me clarify one thing. It would not be my preference in any
way to have a list of exceptions in the bill. The list would be help-
ful to me and Mr. Peterson and would be examples for possible
general changes that you might propose in the legislation.

Ms. KATZEN. Thank you for the clarification.

Mr. WAXMAN, Mr. Chairman, I have a second round of questions
I would like to ask Ms. Katzen. Can we return and complete ques-
tioning of her?

Mr. McINTOSH. It is my preference to proceed with the other
panels, and if there are additional questions we can submit them
in writing.

Mr. WaxMAN. Mr. Chairman, I have a right to ask a second
round. I think we need to get more information, and I would like
to exercise that right to inquire further and insist on a second
round. If you want to do it at 1 o’clock, I will be back at one.

Mr. McINTOSH. It is my understanding that each of us has a
right to 5 minutes of questioning and no necessary right to a sec-
ond question. In the interest of hearing from the Americans who
are here today, I want to proceed with the other panels.
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Mr. WaxMAN. Mr. Chairman, I happen to be an American as
well. Having been elected by many Americans in my district, they
sent me here to understand what I am doing before I pass legisla-
tion. I have a right as a Member of Congress to proceed with a sec-
ond round of questioning of this witness. This is one of the key wit-
nesses that we have before us today. I demand that I have my
rights respected. I am willing to come back, but I do have questions
that I want to ask, in a public forum, of this very important wit-
ness.

Mr. MCINTOSH. Mr. Waxman, it is my ruling that we will proceed
with the other panels, and you are able to submit your questions
to Ms. Katzen in writing.

Mr. WAXMAN. Let me make a point of order.

Mr. PETERSON. I know we are under a new regime, but I was a
subcommittee chairman in the last Congress on this committee,
and we routinely allowed Members a second round of questions.
That seems to me to be reasonable, especially—as I have said to
you, I am troubled by the speed with which we are being asked to
deal with this.

I support what you are trying to do, and I hope that we can have
a bipartisan bill, but if you continue along these lines I am not
averse to taking my name off this bill and getting the rest of the
Democrats to take their names off the bill if that is what you want.

Mr. MCINTOSH. Let me suggest we stand in recess, talk with Ms.
Katzen about her availability after the other panels. The committee
will be in recess until 1 o’clock.

Mr. WAXMAN. The chairman refuses to recognize a point of order?

Mr. McINTOsH. The committee was in recess.

Mr. WaAXMAN. Mr. Chairman, you have to have a majority vote
to recess this committee.

Mr. Chairman, my point of order is that I have a right under the
rules to inquire further of a witness and to have a second round
of questions. Is the Chair ruling that I do not have that right?

Mr. McINTOSH. It is the Chair’s ruling that each Member has a
right to 5 minutes of questioning. We will then proceed to the other
panels, when you will have a right to question.

Mr. WaxMAaN. I appeal the decision of the Chair. Pending that,
1 will let the chairman inquire of the Parliamentarian whether he
is respecting the rights of the Members before he makes a ruling.

Mr. McINTOSH. I will so inquire. There are bells for a vote. I sug-
gest we take those, and we will resolve this when we return.

[Recess.]

Mr. McINTosH. This subcommittee is reconvened and in session.
As we were recessing, I was making a ruling of the Chair that we
would proceed to the next panel. Let me clanfy for the purposes of
the record, that I am convinced under Rule 14 that is within the
prerogative of the Chair to do.

However, my colleague from California, Mr. Waxman, has pre-
vailed upon me and I will grant him an additional 5 minutes to
question Ms. Katzen, who is the only representative of the adminis-
tration here today, and any other Member, although I am told
other Members do not seek that time, and then we will move on
to the next panel.

Mr. Waxman.
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Mr. WaXMAN. Thank you very much, Mr. Chairman. I appreciate
the chance to ask this administration witness additional questions
and I just would point out to everyone—from my whole experience
as a subcommittee chairman for 15 years, 1 have never turned
down the Republican members of the committee or subcommittee
a second opportunity to ask witnesses from the administration,
which for most of the time were Republican administrations, an op-
portunity to ask additional points. I think it is unfortunate that we
are not going to have a full opportunity to hear even more from Ms,
Katzen, but maybe if we have additional hearings or additional re-
sponses in writing, we can get more of an idea what the impact of
this legislation will be.

I just think we are moving awfully fast without knowing what
the full ramifications are.

Ms. Katzen, Cryptosporidium is a parasite that made over
400,000 people sick, killed over 100 people in Milwaukee in 1993,
and it has been found in 80 to 90 percent of the surface waters
used for drinking water in the United States, but it is not currently
regulated. Last year EPA proposed a rule that would simply re-
quire water suppliers to test for this life-threatening contaminant.

I don’t think anybody disagrees with it. Maybe some of the water
purveyors do. I am not sure, but no one in the debate on the reau-
thorization of the Safe Drinking Water Act has suggested that this
not be the rule. H.R. 450 would prevent EPA from finalizing this
essential rule as planned. Is that your understanding?

Ms. KATZEN. I believe they did provide a proposal and that——

Mr. WaxMaAN. Is it your understanding the bill would stop this
rule from going into effect?

Ms. KATZEN. Yes.

Mr. WAXMAN. And if no one is arguing in Congress to change the
safe drinking water law, on that point, have you heard of any rea-
son why this regulation shouldn’t go into effect?

Ms. KATZEN. This is one of the few regulations that I haven't
heard some questions being raised about. When I answered yes, by
its terms, it would apply and it would stop it. There is this proce-
dure whereby apparently the head of the agency would submit a
written request to the President, send a copy to the appropriate
committees of each House of Congress, the President would then
prepare an Executive order and circulate that to all the agencies
to follow the procedures for the Executive order and then there
would be civil action.

Mr. WaxmaN. That would be the way the rule would be enforced?

Ms. KATZEN. No. That is all before it could become effective. You
would then have litigation and—

Mr. WaxMan. This bill would stop that whole process from going
forward?

Ms. KATZEN. Yes.

Mr. WaxMaN. Now, EPA is talking about the emission standards
for incinerators and it would prevent hospital and municipal incin-
erators from emitting hundreds of thousands of tons of toxic chemi-
cals into the air, which include lead, mercury, and dioxin. H.R. 450,
as I understand it, would prevent EPA from finalizing these stand-
ards; is that correct?
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Ms. KATZEN. That is the medical waste incinerator rule and that
would fall again within the confines here.

Mr. WaxmaN. OK. Now, in the food safety area, we have the in-
dustry asking for the regulations on seafood inspection so that
there can be preventive controls, and the FDA has called for these
regulations as well. Is it your understanding that H.R. 450 would
stop these regulations from going into effect?

Ms. KaTZEN. It would have the same process where FDA would
be precluded from proceeding to finalize the rulemaking and re-
spond to the industry comments and the public interest comments
that have been filed.

Mr. WaxMaN. Now, FDA is in the process of reviewing interim
regulations on mammography and these regulations would set
standards for the manufacture and use of mammography equip-
ment, and this is to set out to ensure that mammographies, which
are often inaccurate, are more reliable. It is a life and death matter
for women throughout this country. Is it your understanding that
this would be delayed under H.R. 450 if it were to become law?

Ms. KATZEN. I think so, and the reason I am hesitant is that
what FDA is doing here is actually using industry standards.

Mr. WAXMAN. Yes.

Ms. KATZEN. This is one of the examples of, [ think, sensible reg-
ulation. Instead of trying to design their own, they have gone to get
the best practices of the industry and they want to incorporate
those. But I think it still would be captured here because it is not
streamlining in those terms.

Mr. WAXMAN. And let me ask you about why EPA had to prepare
a Federal implementation plan or a FIP for California, if you know
the answer to that?

Ms. KATZEN. Yes, 1 saw the chairman raise the Federal FIP.
That unfortunately came about because the State declined to file
in a timely basis its State implementation plan, and this triggered
a lawsuit then in which the plaintiffs sued the Federal Government
a}?d we, as the sort of default, had to come in and propose some-
thing.

Having a proposal in place prompted the State to then prepare
a State implementation plan which they have since filed, and I rec-
ognize the chairman’s concern with the February 15th date. We too
recognize that concern and have negotiated with the plaintiffs a 2-
Year delayed effective date specifically to provide the time to ana-
yze the State SIP before the February 15th date. That was pre-
cisely why we did it that way.

Mr. WaxMaN. The whole idea of a FIP is to try to make sure the
State operates to clean up the air

Mr. McINnTOosH. The time of the gentleman has expired.

Mr. WaXMAN. Just to finish that sentence.

It is to force the State to develop their own implementation plan,
isn’t that the purpose?

Ms. KATZEN. That is correct.

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

Mr. MCINTOSH. Thanﬁ] you, Mr. Waxman.

Do any other Members have any questions for Ms. Katzen?

Mr. GUTKNECHT. Mr. Chairman?

Mr. McINTOSH. Mr. Gutknecht.
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Mr. GUTKNECHT. Mr. Chairman, just a brief clarification here.
You seem to be saying that the administration would be prevented
from moving ahead with some of these vel(?' important regulations,
but it is my understanding, and maybe I don’t understand the bill
correctly, but if you believe there is an emergency, the administra-
tion does, they can go ahead and implement these, can’t they?

Ms. KaTZEN. Well, the terms of the statute, and we have not
been able to go through this in the detail, I suppose, that we would
like to, but tﬁe way it is set up is that you cannot take any action
to complete a rulemaking. Somehow, there is an assumption that,
notwithstanding that, it may get to the point where the agency
head is in a position to certig' that this is a threat—immnent
threat to health and safety.

If that occurs, then we follow this emergency process which calls
for a declaration that it is an imminent threat to health and safety,
and those are undefined terms here, and once you head down that
emergency route, then notwithstanding it is an emergency, there is
the option for civil litigation to challenge the basis on that by any
person adversely affected, and therefore it may or may not ulti-
mately be possif\;le within the period of the moratorium to imple-
ment any or all of these.

There are procedures set up, but there are obstacles and hurdles
that would go through, notwithstanding a streng conviction, and,
in fact, demonstrable evidence that there is a problem.

But not all health and safety is an imminent threat to health
and safety. If you take auto safety, if you think about the airlines,
the commuter air traffic, we hady a number of accidents. I would
personally consider that an imminent threat to health and safety.
There are others who will say, well—and actually Chairman Bliley
this morning said, we haven’t had seafood regulation for X number
of years; it won’t matter if it is another 6 months. Apparently he
didn’t think it was an imminent health and safety threat, and yet
there are statistics to people not just getting sick, but dying.

And at what point you make these judgments calls for judgment,
calls for, I think, discussions on the merits of what is really in-
volved, and instead of having that enlightened conversation on the
merits, instead we have a process, more government rather than
less. I hope I have been responsive.

Mr. GUTKNECHT. Well, Mr. Chairman, I think that is sort of the
crux of the issue. It seems to me that the government is going to
have to demonstrate the need and reasonableness of rules rather
than almost the private sector having to prove to us that they
aren’t needed or reasonable.

This is a pivotal debate, but I guess the real point is, if there is
an imminent danger to the public, there is a safeguard in this bill,
a}s1 Idunderstand it, in section 5 so that emergency rules can go
ahead.

Ms. KATZEN. They can go ahead subject to civil litigation.

Mr. GUTKNECHT. Well, isn’t everything subject to civil litigation?

Mr. McINTOosH. Why should we suspend people’s rights just be-
cause the government makes a decision on something? That to me
is exactly backwards.

Ms. KATZEN. But what the suit is about is how imminent is im-
minent? It is not whether it is ultimately called for by the statute
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or it is ultimately justified on a cost benefit or other basis. It is not
on the merits of the decision.

It is on whether it is really imminent, is there a problem—I
mean, we are talking now in January. This ends June 30th, pre-
suming that it is enacted and not changed in the endpoint. Does
that mean that something that happens on July 1st, August 1st,
or September 1st, do we do statistical probabilities of when it is
likely that people will have injury?

You are establishing a different threshold and it is, I think, whol-
ly appropriate to speak about the government having the burden
of proof. I think it is essential that regulations be based on good
data and good analysis. I think that is the essence of a sound regu-
llatory system and that is what we are committed and dedicated to

0.

But to then establish a hurdle that it is not just cost effective
and not just beneficial for health and safety, but will prevent an
imminent threat to health and safety, is an additional hurdle for
this short period of time and that is what I was responding to in
terms of the effect of this statute.

Mr. McCINTOSH. Any further questions?

Mr. GUTKNECHT. Well, Mr. Chairman, I think that is sort of the
debate we are going to have in this subcommittee, not just in this
particular hearing, %ut I think as we go forward through the entire
Congress, is how safe is safe, how imminent is imminent, what role
should the government play and whether or not the rules and regu-
lations that we impose are—you know, whether they have real
need and reasonableness. And reasonableness, I think, is going to
be the ultimate standard that we are going to have to apply.

But to say that if there is an imminent danger to the American
publie, this bill would prevent the administration from responding,
that really is not completely accurate and I just want that on the
record, Mr. Chairman.

Mr. McINTOSH. Thank you. Thank you very much, Ms. Katzen,
and we look forward to hearing from you next week and working
with you further on this issue.

STATEMENTS OF WILLIAM SANDFER, HEMOPUMP PATIENT,
WEBSTER, KY; AND DR. RONALD BARBIE, CARDIOVASCULAR
SURGEON, ADVANCED CARDIOVASCULAR INSTITUTE, LOUIS-
VILLE, KY

Mr. McINTOSH. Let me now proceed to the next panel of wit-
nesses, Mr. William Sandfer and Dr. Ronald Barbie.

Mr. Sandfer and Dr. Barbie, thank you very much for joining us
here today. I understand you have traveled from Kentucky to be
here. I very much appreciate that and your willingness to come for-
ward and talk with us about this very important issue.

Mr. Sandfer is a patient who has received a new technology, a
heart pump that is, as of today, not approved for general use by
FDA, but in clinical trials. He is going to describe his experience
with that. Dr. Barbie is his doctor who implanted that device and
will elaborate to us the standing of the device and its medical effec-
tiveness and any safety concerns that he is aware of.

I welcome you for joining us today, Mr. Sandfer.
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Mr. SANDFER. Thank you very much. It will be 5 years this Janu-
ary that I had the pump implanted due to a heart attack. I have
completely recovereg from all the problems I had. I am doing very
well.

Like I say, this will be 5 years and I would hope that this pump
could be available for anyone else that would—that was in the con-
dition I was in at that time, that they would have the use of this
pump. Certainly any member of my family, I would hope would be
available for it.

It has done wonders for me. I feel great and I am satisfied. With-
out it, I would not be here today, so I really appreciate the use that
I got from the pump and that is about what I have to say about
it. I really do hope that they do something to get the pump more
available. I think more people should get the use of it, if they need
it.

Mr. McINTOSH. Thank you very much, Mr. Sandfer.

I think the way we wi{l proceed is to have Dr, Barbie also pro-
vide his testimony and then have the panel question either of you,
as they may desire.

Dr. Barbie.

Dr. BARBIE. Well, Mr. Sandfer can’t be more specific on his condi-
tion prior to putting the pump in because he was extremely ill. I
might mention that this is not a permanent pump. Mr. Sandfer
does not still have the pump in. It was a temporary device which
allowed his own heart to recover, after which it was removed.

The device we are talking about is called the hemopump. It is a
class of ventricular assist devices, which means that if the heart
is thought of as an engine, when a malfunction occurs in the en-
gine, an assist device 1s used as an auxiliary engine to take over
until the main engine recovers. '

Various types of assist devices are available, ranging from very
simple ones to extremely complex and expensive ones. The most
simple assist device that we Eave is called a interaortic balloon
pump. An example of the most complex assist devices that are
geir_lg under investigation now is called a thoratic ventricular assist

evice.

The costs of the assist devices range, depending on their com-
plexity. The hemopump is about mid-range between the least and
the most complex. We first became involved with the hemopump in
1988 during the phase 1 clinical trial which lasted from 1988 to
1991. This device is inserted through an artery, threaded up the
aorta, placed through the aortic valve in which i1t draws blood from
a sick heart through a rotor and supports a person’s circulation
while that sick heart is decompressed and rested and relaxed.

The experience in the phase 1 trial was limited to those people
like Mr. Sandfer who had had massive heart attacks and had failed
all other means of support. In his case, he was in shock. He had
run the gamut of all the drugs that were available. He had an
intraortic balloon pump in place and his chance of survival was
known to be less than 10 to 20 percent.

Fortunately, he responded. In other words, his heart recovered.
It is impossigle for us to predict who is going to recover and who
1s not going to recover in this situation; fortunately he did recover.
Our experience in the phase 1 clinical trial which showed that 35
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to 37 percent recovered as opposed to 61 percent that didn’t recover
in this situation. Does that light mean I have to stop talking?

Mr. McINTOSH. The red light would indicate your time is up. You
may proceed, so continue with your testimony, Dr. Barbie.

Dr. BARBIE. QOur experience stopped in 1991 with the end of the
phase 1 clinical trial. Currently a phase 2 clinical trial is going on.
This involves the hemopump used in different ways such as an al-
ternative to a bypass machine for heart surgery and also to support
people’s hearts during angioplasty.

It has been modified now, based on the experience in the phase
1 & 2 clinical trials, to include several different sized devices. If
anyone is interested in a more detailed description of the
hemopump, there is a book out which I provided a chapter for and
I have a copy of it in my briefcase.

Mr. McINTOsH. Thank you.

And if you could provide that chapter for us, we will make that
part of the record for today’s hearings.

[NoTE.—To reduce publication costs, the subcommittee has omit-
ted from the record chapter 7 of the book entitled, “Cardiac Me-
chanical Assistance Beyond Balloon Pumping.” A copy of the book
may be found in the subcommittee files.]

Mr. McINTOsH. Let me ask you a couple questions, both of you.
This was approximately 5 years ago. Mr. Sandfer, would you say
that the availability of the hemopump could be said to have saved
your life in this instance?

Mr. SANDFER. Oh, I am sure it did, yes. It saved my life, and I
am sure that a lot of other people could benefit from it if it was
available but, like it has been 5 years and it is still not available
to the hospitals and the doctors to use it. I think it is a shame that
it has not been brought up to where people can use it and more
people get the benefit of it. That is my feeling on it.

Mr. McInTosH. I agree with you there very much. Let me ask
you, Dr. Barbie, the survival rate seemed to have increased on that
early phase 1 data from something of 10 to 20 percent to 35 to 37
percent, nearly doubling the chances of a patient’s survival with
the use of a hemopump. Is that phase 1 data being—are you hav-
ing similar results in phase 2, or do you know——

Dr. BARBIE. I am not involved in the phase 2, so I can’t comment
on that. The phase 2 are involved with different types of patients.
These aren’t people in cardiogenic shock, so I think the phase 1
trial was suggestive and that it was beneficial. The results of the
phase 1, I am sure you have access to.

Mr. McINTOSH. Let me ask this: How many patients would you
estimate each year would potentially benefit from this? They are in
a state of shock and need some intervention.

Dr. BARBIE. Well, I have some estimates in my briefcase that ad-
dress the general population. Qur experience with the hemopump
has been in running a moderately sized cardiovascular service,
meaning that we do 800 to 1,200 heart operations a year. We used
it probably two to three times a year in our surgical patients, and
then in the medical patients, such as Mr. Sandfer, used it probably
another two to three times. So you can estimate from that, how
often it would be used all through the country with the number of
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patients having heart attacks, the number of patients having heart
surgery.
On ?l,we order of 6 to 10 per 1,000.

Mr. MCINTOSH. Patients who have a heart attack——

Dr. BARBIE. Who would fulfill the criteria of having a hemopump
inserted. :

Mr. McINTOSH. Do you know offhand how many people suffer
from heart attacks in tKis country each year?

Dr. BARBIE. Again, I have a summary from Johnson and Johnson
that has all those numbers, if you want to have that too.

Mr. McINTOSH. Yes, if we could put that into the record that
would be very helpful, but it certainly would be a significant num-
ber of people who would benefit from this if the product were wide-
ly available?

[The information referred to follows:]
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1.0 INTRODUCTION

Cardiovascular disease is the leading czuse of death in the United States' killing about one
rillion Americans (population 250 million} each year. Seventy million Americans suffer from
and nearly two people in five will uitimal.e!y die of cardiovascular disease. Acure myocardial
infarction kills five hundred thousand Americans each year and of these, 90,000 die of
cardiogenic shock, Table 1 shows the number of deaths asscciated with cardiovascular disease

and myocardial infarction in the United States.
1.1  CARDIOGENIC SHOCK - BACKGROUND

Cardiogenic shock is a life-threatening condition characterized by severe lefi ventricular
dysfunction, hypoperfusion, and secondary organ failure. Cardiogenic shock may occur
secondary to open heart sutgery, acuie myocardial infarction (AMI), myocarditis and acute danor
graft rejection in heart transplant recipients, Cardiogenic shock complicates 7.5% of all patients
with acute myocardial infarction making AM! the moast common cause of cardiogenic shock™ If
the heart is unable to provide blood flow sufficient 10 maintain cellular metabolism |, multiorgan
failure and death will resuit.

1.2  CARDIOGENIC SHOCK - TREATMENT

The strategy of the treatment of cardiogenic shock posits that the heant may recover from
even severe acute myocardial dysfunction if it is relieved of the requirement 1o suppuit tie
cireulation and is effectively decompressed. The standard treatment for cardiogenic shock
includes pharmacological agents intended to increase heart contractility, reduce myocardial
oxygen consumption and increase tx-‘;uelpcrfusiom in severe cases, intra-aortic counterpuisation
in comblnation with pharmacological modalities has been used in an attempt 10 improve the

_survival of cardiogenic shock. However, these modalities have been of limited clinical utility in
decreasing the high mortality (80% 0 90%) of cardiogenic shock™5. Ventricular assist devices
(VADs) provide much greater circulatory support than the LABP and may offer a more effective
alternative to the JABD in the treamment of cardiogenic shock. Indeed, LLVADs have been shown
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to effect recovery of noncontractile but viable or “stunned’ myocardium in the setting of
cardiogenic shock in experimental animals and have demonstrated limited clinical utility in
patients who fail to wean from bypass and as bridges 10 cardiac wansplantation®’*%,
Unforunately, existing LVADs have not yet evolved 1o practical devices because current
embodiments are large, complicated experimental devices adapted to limited use in surgical
patients'®1-21%4  Consequently, LVADs are rarely used in the reatment of cardiogenic shack
secondary to AMI because the risks of the major surgery needed o impiant them preclude their
use. Clearly, if LVAD’s are to find a place in the treatment of cardiogenic shock, 2 new
technology is needed.

An ‘ideal’ assist device should combine the hemodynamic power of the LVAD with the
simplicity and safety of the JABP. Such a device could make it possible to exploir the therapeutic
potential of the LVAD in the treatment of cardiogenic shock. The HEMOPUMP emnadies many
auributes of both the IABP and the LYAD,

1.3 EVOLUTION REYOND IABP

The HEMOPUMP S represents a significant improvement in LVAD technology because
it supports most of the cardiac output, reduces the work load of the heart and does not requite
major surgery for implantation. The HEMOPUMP combines the hemodynamic power of the
LVAD with the relative simplicity of the IABP. The HEMOPUMP is a catheter mounted LVAD
that can support most of the circulation for up to seven days and yet be implanted without major
surgery.

The HEMOPUMP improves on the IABP because;

1. It does not need 1o synchronize with the heart rhythm.
2. It does not require some remaining left ventricular contractility to be ¢ffective.
3. It has a higher flow capacity.
4. It provides much more effective decompression.
20 - RMAN
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A pump is a machine that iransfers mechanical energy generaied by an external energy
source 10 the fluid flowing through the pump. The HEMOPUMP is based on the principle of the
screw pump developed by the ancient Egypiians and fater described by Archimedes in 200 BC.
The HEMOPUMP transforms electricgl energy into the roational energy of 3 high speed rotor.
‘The rotary energy then accelerates the blood such that it is femoved from the low pressure inlet

(left ventricle) w the high pressure pump outlet (the Aorta),

2.1 DESIGN

The HEMOPUMP consists of two main systems. the disposable pump catheter and motor

(Figure 2.1), and the electrical console (Figure 2.2). The main components are described below,

. (¢4 Transforms elecirical encigy 1o rolational Motion.
Magnet Housing - Transmits otational nwotion to the flexible drive cable. |
Drive (bl Transmite torque from the motor magnet to the hydraulic

rotor (impelier).

Pump and Cannula Axial flow pump and inflow tube which conducts blood
from the left ventricle to the aona.
Electrical Console Provides power and purge solution 1o disposable pump,

The pump’s cannulz is advanced into the lefi ventricle via a peripheral vascular access or
the ascending aorta. The Cannula iniet draws blood from the left veniricle and expels it into the
aoria as shown in Figure 2.3. Blood flows against 2 pressure gradient due 10 the energy
imparted 10 the blood by the rotor,

The console is an integrated electronic comtrolier that provides pump speed selection,
pump lubrication, and diagnostics. New consoles also provide an electrical signal that can be
used to verify correct placement of the cannula across the aortic valve,

2.2 PERFORMANCE
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The pump’s flow is dependent on three main facrors: }; the pump diameter (the larger the
diameter the Jarger the fiow}, 2) e totor speed (the higher the rotor speed the larger the energy
transfecred), and 3) the pressure gradient across the pump (the lower the gradient the higher the
flow). Presently the HEMOPUME is avatlable in three different sizes, 4, 74, and a 26
(Sternowmy) French sizas (Figute 2.4)  The 14 French HEMOPUNMP is intraduced
percutancously through a specialized intoducer, the 24 Franch is infroduced through a grafo
anastomaosed to the femoral anery, and the 26 Freach is placed through a grafl anastomosed w
the ascending aorta.

The 14 French percutanecus HEMOPUMP (at 70 mm of mean pressure) can produce a
flow of 2.3 L/mis, the 24 French 3.5 L/min, and the 26 (Sternotemy) Freach 5.0 L/min. The
improved flow of the 26 French over the 24 French is due 1o the improvement in the 26 French
hydraulic efficiency rather than the size difference

In conirast with the iABY the HEMOPUME does not nsed to synchronize with & beatng
heart. Therefore, the pump can suppoit the patient whaizver the heart thythm. Figure 2.5 shows
a physicgraphic racing with and without pump assistance in a patient with cardiogenic shock.
Assistance is chargcterized by an increase in whe mean 201i¢ pressare, a decrease in the aoruc
pulse amplitude (non-puisatile in this case) and a decrease in peak veniricuiar pressure wave and
left ventricular end diaswlic pressure. The reduction in peak veniricular pressure and
improvement in the aoric pressure clearly shows the ability of the HEMOPUMP 1o unloac the

left ventricle.

3.0 FEMORAL HEMOPUME - PHASE )

The initial clinical wials ¥ focused on the HEMOPUMP in westing cardiogeme shock.
Patients were accepted into the wial if shock was secondary to one of the following: Acue
Myocardial Infraction (AMI), Failure To Wean from cardiopulmmonary bypass (FTW), Low
Cardiac Qutput (LCO), and Other causas (acute donor grafi rejection, cardiomyopathy eic.).

3.1  PHASE 1 TRIALS CARDIOGENIC SHOCK

3.1.1  Protocot
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Patiems with cardiogenic shock secondary 10 .—},Mi, FTW, LCO and Other causes were

accepted into the trial if they met the following hemoedynamic criteria.

1) Pulmonary capillary wedge pressure greater than 18 mmHg
2} Systolic pressure less than 90 mmHg

3) Cardiac Index less than 2 Lfinin/m?

4)  Patient refractory to drug and volume therapy

The HEMOPUMP was placed through the femoral sriery via a 12 ran grafl arasiom
end to side to the agtery. The pump was introduced through the graft and advaneed inio te lefl
ventricle. Anticoagulation was maintained with intravenous heparin to achieve an aciivated

clotting time (ACT) at 1.5 to 2 times the baseline,

3.1.2 Patient Summary

‘The mean age was 53.7 years (range %.6 and 76 years). All these patients had evidence
of “irreversible cardiogenic shock™ and were on assisted ventilation. Sixty-cight percent failed to
respond to the intra-aoriic balloon pump and most had evidence of major organ failure. Table
3.1 ¥ summarizes the diagnosis ar the time of enwry into the wrial. The stdy inciuded 145,
patients. Successful insertion was completed in 79% (115/145) of the padents, 40% (3671153
were successfully weaned from assistance and 27% (31/115) survived to 3C days.

Patients with acute myocardial infarction assisted with the HEMOPUMP had 2 survival
rate of 32.4% (11734) compared 10 a survival of 16.7% (2/12; (p value NS) for AM{ paiems i
whorn the device could not be inserted.  Aithough, the failed insertion group was nor a
perspective control group, these results do suggest that the HEMOPUMP may significantly
improve survival in patientz with cardiogenic shock secondary to AML

3.1.3 Hemodynamic Response to HEMOPUMP
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The hermodynamic effects of the HEMOPUMP were verifled by measuting the cardiac
Index (CI), pulmonsey capillary wedge pressure (PCWP), and systolic blood pressure. Table
3.2 ™ shows these values before HEMOPUMP insertion, during HEMOPUMP operation, and 24
hours after weaning. The data shown is the result of the first 88 padents.

The average cardiac index befare pump inseriion for all patients was 1.72 L/min/M?
which is consistent wits severe cardiogznic shock. The cardiac index increased by 35% for
patients weaned from the device. In addition the CI improved significantly during the firgr 24
hours of device eperation. The average PCWP decreased 37% in patients weaned from suppont

and 38% in all patiens, This demonstrates the effectiveness of the device to unload the heart

3114 Physiologic Resuonse to the HEMOPUMP

The physiologicat response 1w HEMOPLMP assistance was cvaluated by measuring the
urine output and the fraction of inspired oxygen (FIQ,) provided by the ventilator. Table 33
summarizes the urine output and inspired cxygen of the first 88 patients.

The urine output was stable in the group suceassfully weaned whiie it decreased by 52%
in the group not weaned. The fraction of inspired oxygen {FIO,;}, which is an indicator of lung
edema and gaseous exchange, shows 8 25% reduction in weansd patients and no change in the
those not-Weaned. The improvement in the FIO, after 24 hours of pump assistance is probably a

direct result of left ventricular decompression

3.1.5 Hematological Response to HEMOPUMP

Since the HEMOPUMP energizes the blood by wansferting velocity from & high speed
rotor, it is logical to expect significant damage © the blcod components, especially red biocod
cells. To evaluate the effect of the HEMOPUMP on cellular elements of the bload, the plataler
count, wtal hemoglobin, and plasma free hemogiobin were measured. Table 3.4 shows the
platelet count, plasma free hemoglobin, and toral hemoglobin. The data shown is the result of
the firgt 88 patients. A moderate thrombocytopenia was observed but only a minor efevation in
plasma free hemoglobin was noted.
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The resilience of the blood elements to the high velocities i the pump remaing a mystery
The exact mechanism that protecis blond cells in the barsh environmeni of the pump i3 el well
understood. Many theories kave been advanced to explain why the biood can withstand the shear
force of a 27,000 tpm rotor but none have beea proven. One plausibie theory suggests the shart

time (2.5 ms) that the blood is exposed to the pump is not of sufficient duration to result in

damage.

4.0  STERNOTOMY HEMOPUMP - PHASK I

Although the HEMOPUMP was originally conceived for use 1 the eatment of
cardiogenic shock, we have come ¢ the conclusion tha the difficulties of conducling a stady of
cardiogenic shock that would pass de scrutiny of the FDA mayv be insurmountsble. The Phase 1
trial for the Sternotorny HEMOPUMP will study s clinical unility for intra-operative non-
oxygenator support during sortocoronary bypass {ACB) surgery. )

The purpese of this clinical investigation is 1 show that the HEMOPUMP Carthac Assiss
System is equivalent to or better than conventional exuscorporey cardicpulmonaty bypass wher

nsed to support a subset of patients who would normatly be candidates for isolared avrtocoranary
P b k

bypass graft surgery. 1t is our belief that such a study can Gemonstrate significant reductions i
blood transfusions, complications, recovery e, and tosi. Recent experience with surgery on

the beating heart and the hisorical development of ACH surgery supports this hypothesis.
4.1 AORTOCORONARY RYPASS SURGERY WITHOUT SUPPORT

Motivated by the desire to avoid Le complications ¢f CPB and the arificial GXygenans,
several investigators have reported reduced complications while performing ATB surgery on e
beating, unsupported heart, Buffolo, Beneui and Pfister investigated the merit of ACB surgery
on the unsupported beating heart and concluded that the complications of CPB can be avoided
during ACB surgery'® -3

4.2 NON-OXYGENATOR AORTOCORONARY BYPASS SURGERY
ON THE ASSISTED BEATING HEARY
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Non-oxygenator extracorporeal circulatory support with ventricular assist devices (VADs)
has been successfully used to support patients during ACB surgery. Use of VADs during ACB
surgery avoids the risk of the actificial oxygenator, since the patients own lungs arc functioning,
yet allows the surgeon to safely revascularize vessels that were inaccessible in the experiences of
Buffolo, Benetti, and Pfister reported above. Glenvilie™ and Sweeney” demonstrated that a VAD
may be effectively used for intraoperative hemodynamic support and veniricular decompression
during ACB surgery. The use of nonoxygenator extracorporeal support during ACH surgery has
a number of theoretical advantages.

1) Yeniricular decoinpression should decrease myocardial oxygen demand and increase
coronary flow to ischemic areas, thereby protecting the myocardium.

2) An anificial oxygenator and the associated circuit are not needed since the patient’s own
lungs oxygenate the blood.

3 Aortic cross-clamping and ischemic arrest are not necessary.

4) The heparin dosage can be lowered with a corresponding potential seduction i blood
loss.

Although Glenville and Ross did not exploic all of the theoretical advaniages mentioned

above, they were the first to successfully usc a VAD for circulatory support duriag ACB surgery.
Sweeney modified Glenville's procedure to 2xploit mote of the theoretical advantages. He
reported on 43 patients who presented with either acute or chronic severe lefr veniricutar
dysfunction and subsequently underwent VAD assisted ACB surgery. Six of these patienty weiz
in cardiogenic shock. The mean ejection fraction was 22% (range 12-28%). Two of these
patients died for an overall mortality of 4.6%.

Although the results with VAD supporied ACB surgery have been encouraging, currently
available VADs are not ideally suited to this application. At this time, VAD supported ACB
surgery adapts a centrifugal pump intended for use in a cardiopulmonary circuit as an
extracorporeal VAD. There are several disadvantages 1o this appreach.

1) Use of large cannula, particularly on the left side of the heart, is cumbersome and

complicates the surgical procedurc.
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A hole must be made in the Ieft venmmicular spex 10 achieve good LV
decompression.
Negative pressures inherent 1o a centrifugai pump in an extracorporeal blood

circuit pose the risk of air embolism.

The Starnotomy HEMOPUMP is an inwwacorporeal circulatory assist device that, because

of its unique design, may avoid the difficulties of extracorporeal VADs*. ‘The HEMOPUMP

may be particularly well suited to intraoperative support and could be readily adapted

nonoxygenator circulatory support during ACH surgery.

5.6  PHASE Il CLINICAL TRIALS

This trial will be a prospective, randomized study. A patient may be entered into the

study if he or she meets all of the following criteria.

3

2
3

The patient is a candidate for isolated acriocoronary bypass grafting using
canventional CPB;

one to five grafts are planned;

the target vessels intended for bypass are among the following:

Left Coronary Artery

2 left anterior descending anery

)] ramus medianus artery

) diagonal artery

d) obhise marginal artery 2 ¢m from the takeoff of the circumflex artery

Right Coronary Agtery

a) acute marginal artery

b) posterior descending artery

) posterior left venwicular artery

10
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A patient will be excluded from the trial if he or she meets any one of the follawing criteria;

Y,
2)
3)
4)
5)
6
7

The patient has a significant blood dyscrasia;

has a prosthetic aortic vaive or severe acntic stenosis or insufficiency;
refuses 1o accept blood transfusions;

has a left ventricular or atrial mural dirombus;

has pulmonary hyperension;

is a candidate for emergency surgery;

has intravascular hemolysis greater than 25 mg%

The clinical utility of non-oxygenator support with the HEMOPUMP and

cardiopulmonary bypass will be established by assessing freedom from serious ecanplication and

avoidance of heterogeneous blood wransfusions. Sericus complications will include:

1)
2)
k)]
4

5

Any reoperation due to bleeding;

focal neurologicat deficit following surgery;

pulmonary failure defined as the need for ventitator support 24 hours post surgery;
low output state defined as impaired hemodyna.mics requiring inotropic drug
therapy longer than 24 hours past surgery of the use of an IABP;

disseminated intravascular coagulopathy (DIC).

Pilot studies based on thiz protocdt began in Europe in the spring of 1993, Approval of

an investigation device exemption from the U.S. FDA was granted in 1993,

The clinical trial is now in progress in three U.S. centers and one in Furope. To date 25+

patients have undergone ACB on HEMOPUMP support. One patient could not be compieted on
HEMOPUMP support and was crossed over to CPB. One to four grafts have been performed.
‘There has been one postoperative death in a patient that crossed over to CPB.  Although it is too

early to present specific data, the following trends are emerging; 1) postoperative bleeding is
significantly reduced in the HEMOPUMP group, 2) the HEMOPUMP supported patients seem
more vigorous in the postoperative period and require less time in the JCU and hospital, and 3}
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fewer patients in the HEMOPUMP group require biood transfysions. Published reponts of initial

clinical experience are anticipated during 19%4.

6.0  FUTURE USE

The technology of a high efficiency, catheter mounted, miniature, LVAD has aiready
spawned a multitude of applications. The initial trials of the HEMOPUMP were hindered by
failed insertions (25%) due to the large diameter of the 24 French femoral device. This fact
drove the development of a percutaneous HEMOPUMP, which is a 14 French HEMOPUMP
intended for nonsurgical insertion by the interventional cardiologist. The Percutaneous
HEMOPUMP is undergoing limited clinical trials in Furope for support of high risk angioplasty.
Successful clinical use of the percutaneous HEMOPUMP in high risk angioplasty patients was
first reported by Scholz?.

Another potential -application of the HEMOPUMP adapts it for use as an extracorporezl
blood pump during fetal heart surgery. In the past, fetal surgery which required circulatory
support was hindered by the large volume needed to prime the extracorporeal circuit. Frank
Hanley et. al, at the University of California in San Francisco have used a modified
HEMOPUMP to support the circulation of the ovine fetus during cardiac surgery. Significant
reduction in placental dysfunction and dramatic improvement in fetal survival has been observed.
This study is still in its initial stages and published resulis are anticipated within a year.

Another logical application for the 14 French Percutaneous HEMOPUMP is pediauric
ventricular support. It was necessacy to shorten the inflow cannula to accommodare the
anatomical difference between children and aduits, but the 14 Fr. device should offer a great
advantage over any present technology used for pediatric assistance. '

Besides these applications, right ventricular support is possible with the same basic
technology adapted to right heart support. In conclusion, the HEMOPUMP technology could be
modified and adapted to many applications requiring the movement of bloed.

7.0 CONCLUSION
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The HEMOPUMP is an innovative left ventricular assist device that, for the first time,
provides a practical way 10 ¢xploit the benefits of mechanical circulatory assisiance in the
treatment of cardiogenic shock and acute myocardial infarction. The inidal clinical trials in the
treatment of cardiogenic shock and the early experience with supported interventional procedures
are very encouraging. New applications for its use continue to emerge as we gain experience and
confidence in the safety and effectiveness of the HEMOPUMP. Ongoing clinical experience will
define the indications for use and clinical utility.

13
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Dr. BARBIE. Oh, certainly.

Mr. McINTOsH. If it is 6 to 8 percent of your patients and you
are only one facility throughout the country that would do that.

Let me ask you this: What are the potential downsides to this
type of product? Presumably FDA has requested additional tests
because they are fearful of some complication, or have they given
any indication of that, as far as you know?

Dr. BARBIE. Well, not being involved with the current phase trial
and I am not affiliated with Johnson and Johnson at all, I can’t
really say what the motives of the FDA are. All I can do is com-
ment on our experience. The developer of this is named Dr. Richard
Wampler if you are interested in talking with him, and he would
be more familiar with the regulatory aspect of it. I don’t know how
else to answer that.

Mr. McINTOSH. I have no further questions for you. Again, thank
you for coming today and sharing that experience with us. Mr. Pe-
terson, do you have any questions for the witness?

Mr. PETERSON. Yes, Mr. Chairman. I just am trying to figure out
how this relates to this bill, but Mr.—Dr. Barbie, how many pa-
tients have you treated while this pump was being studied?

Dr. BARBIE. Twenty.

Mr. PETERSON. Twenty?

Dr. BARBIE. At our institution.

%}/\I}r. PETERSON. Have you conducted studies on the hemopump it-
self?

Dr. BARBIE. What kind of studies do you mean?

Mr. PETERSON. Well, have you studied the way it operates or——

Dr. BARrBIE. Right, yes. We found it to be an effective device—
more effective than a balloon pump. There is a learning curve to
learn how to put it in. The earlier cases did not go well because
of difficulty with the insertions, but the later cases we seemed to
do a bit better.

Mr. PETERSON. Would your studies on this hemopump be consid-
ered controlled clinical trials?

Dr. BARBIE. Well—as it was a part of the phase 1 clinical trial,
I guess you would have to suppose it is, yes.

Mr. PETERSON. Well, I am curious as to what—how this ties into
the moratorium or what we are—is there some regulation that is
in place at FDA that is stopping you? When was this application
put in and what is the problem? I mean, that has been——

Dr. BARBIE. I am not prepared to answer that because I am not
a person who is involved with the development of the hemopump
or a person who is associated with Johnson and Johnson.

Mr. PETERSON. So you don’t know when the application was filed
with FDA?

Dr. BARBIE. No.

Mr. PETERSON. Does anybody know that? When it was filed and
how long it has been there, what it is

Dr. BARBIE. All I can do is describe my experience with the phase
1 trial and how it affected Mr. Sandfer, because I was directly in-
volved with his case.

Mr. PETERSON. What was your experience again?

Dr. BARBIE. I am a clinical cardiovascular surgeon.
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Mr. PETERSON. Is there some regulation that caused you to have
problems with what you were doing here or what?

Dr. BARBIE. No. I think we are here to tell you about our experi-
ence with the device and allow you all to make up your own mind
as to whether a delay from 1990 to 1995 is appropriate.

Mr. McINTOSH. Would the gentleman——

Mr. PETERSON. I guess that is my question. Who caused this
delay?

M¥ McINTOSH. Would the gentleman yield? It is our understand-
ing that the FDA granted the IDE, the initial device experimen-
tation request, in 1988, and that the device has been being tested
since that time. In terms of the purpose for this hearing, the FDA
is considering a series of rulemakings that would expand the regu-
lation of new devices entering into the marketplace. This is an ex-
ample of a device that has been held up under the current regime.

Mr. PETERSON. Mr. Chairman, can you tell me when the applica-
tion to approve this was submitted to the FDA?

Mr. McINTosH. It is my understanding that they have committed
their initial application in 1988, that FDA, after phase 1, rejected
the test results and required that they go back and enter into
phase 2, and, as a result, have been delaying the approval of this.

Mr. PETERSON. Was this a premarket approval application, are
you aware?

Mr. McINTOSH. It is my understanding this is something called
an IDE.

Mr. PETERSON. Does anybody know what that is?

Mr. WaxMaN. If you will yield, it sounds to me like this is a de-
vice for which FDA is trying to establish whether to approve it or
not, and it sounds like a very useful device from your experience.

All of us would like to see?;fesaving devices out there as quickly
as possible so that people can benefit from them, but, as I under-
stand, Mr. Chairman, the approval or rejection by FDA of a request
for a drug or a device is not a regulation.

That is each individual case, they have to come in and tests have
to be established, and phase 1 or phase 2 testing to set the record
for them. I don’t know the relevance to the regulations, although
there is, interestingly enough, one regulation that I do know FDA
is considering.

Speaker Gingrich has raised the issue a number of times about
an ambicardial pump. It is to deal with people with cardiac arrests,
and there was a tie-up in FDA because they couldn’t get informed
consent, obviously, of somebody who needs to be resuscitated,
which makes no sense, and so FDA is changing its rules to say that
they wouldn’t have to get that informed consent to use the device
so they could actually get to the established approval of this par-
ticular device, but—ang if this bill were adopted, that FDA pro-
posal to change its rule so they could be more reasonable in evalu-
ating that particular device could be stopped because that is a reg-
ulation on how to investigate devices.

It is my understanding that that type of regulation would be a
classic example of one ofgthe ones not covered by this bill because
it would relieve a burden and allow the testing to go forward.

Mr. PETERSON. Well, reclaiming my time, so you are not aware
of there being a premarket approval application filed? Because as
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I understand it, FDA can’t make a decision on this one way or the
other unless that has been filed, and so if it hasn’t been filed, obvi-
ously, the process can’t proceed.

Mr. McINTOSH. Would the speaker yield? It is our understanding
that there—I am not aware of any approval that has been filed. It
is the regular course of action by device manufacturers and drug
companies to only proceed with that type of filing once the agency
has indicated they don’t seek any additional clinical trials. They
have not done that. They rejected the first one and requested addi-
tional tests. _

Mr. PETERSON. Still, I am having a hard time understanding.

Mr. WaxmaN. Will you yield to me?

Mr. PETERSON. I will yield.

Mr. WaxMaN. I wanted to point out to the chairman because he
thought the statement I made about the FDA proposed change in
rules for approval of device would not be held up because it is a
deregulation.

Oftentimes, the rules that would be changed would say, we will
deregulate or change it in one case, but they may ask for further
requirements on hospitals to get post-approval of reporting, and
that would be held up because that wou]c{)ge a rule that would pro-
vide more regulation, not a deregulation.

The point I want to make is tﬂt FDA is in the process of trying
to streamline some of their approval processes. I think that is long
overdue, and I am afraid this bill would stop that from happening,
but I don’t think this bill, if it were law, would get this device out
any faster.

Mr. PETERSON. My concern is, as I understand it, without an ap-
plication, the regulations of FDA don’t have any impact on this.
Until there is actually something in front of the agency, these regu-
lations don’t apply. So I guess I would like to know if an applica-
tion has been filed and if not, why not?

Mr. McINTOsH. The time of the gentleman has expired.

Mr. Fox, do you have any questions for the witnesses?

Mr. Fox. No.

Mr. McINTOSH. Mr. Fox does not. Let me—Henry.

Mr. WaxMaN. I have no questions. Thank you for coming and
sharing that experience, and I think it is always a reminder to us
that we have got to push FDA and all regulatory agencies to be
mindful of the fact that while they are doing the legitimate job of
making sure the device or drug or whatever is safe and effective,
we want them to act as quickly as possible, because the other side
of it is that people like Mr. Sandfer can’t wait. They may not live
long enough to wait to get some of these things out.

Mr. McINTosH. Thank you.

Mr. Gutknecht.

Mr. GUTKNECHT. Mr. Chairman, not so much a question for the
witnesses, and I do appreciate them coming today, but I do think
this is an issue that really needs to be examined on its own. In
fact, over the weekend, as Representative Peterson I am sure will
agree, we have in Minnesota a relatively high percentage of medi-
cal technology firms and I was rather alarmed.

I met with representatives of some of those firms over the week-
end and more of this research now is being exported to other coun-
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tries, in part, because—and with relatively simple technologies, be-
cause of—it is far more difficult, and perhaps some would say it
should be far more difficult, to get FDX approval than it is to get
approval in almost any other country now and, as a result, we are
losing some of those technolo? because jobs, but worse than that,
I think there are patients who could benefit, as Mr. Sandfer has
testified today, from these technologies and they are being denied
it because of the very difficult process that the FDA has set up.

And so without respect to this particular bill, I hope that—in
fact, I would extend this public invitation to have the subcommittee
come to Minnesota, and I suspect we can round up a full day’s
worth of testimony from individuals, researchers and so forth,
about the problems that are confronted by people like Dr. Barbie,
and, as I say, some of this technology is ref]atively simple.

I mean, we are not talking about real complicated things, but yet
it can take years and years and ultimately, and I was told over the
weekend, some of the technologies, by the time the FDA approves
them for use here in the United States, the second or third genera-
tion of that particular device is already being marketed in Ger-
many and Japan and France and Great Britain and other parts of
the world. So I would hope that this subcommittee would get deep-
er into this because I think Americans are being hurt.

Worse than that, we are exporting technology jobs and research
projects that for all intents and purposes shoul%iybe—should be here
in the United States and more and more the researchers are say-
ing, we might as well do this in Switzerland or Germany or Great
Britain, and perhaps Dr. Barbie can respond to that if he is—and
I would take it he is involved in the cardiovascular industry
enough to know what I am saying is essentially true.

Dr. BARBIE. I don't believe I have talked with any doctor, regard-
less of whether they are in the cardiovasular industry or not, that
is happy with the situation as it is now.

Mr. GUTKNECHT. Mr, Chairman, if I might just follow up. Is it
safe to say or an overstatement to say the people in the United
States are being harmed now by the regulations and the delays in
gringir;g some of this technology to market here in the United

tates?

Dr. BARBIE. Well, I can’t say that they are being harmed. I don’t
know that they are being helped.

Mr. GUTKNECHT. Thank you.

Mr. McINTosH. Thank you very much, both of you, for joining us
today. I appreciate that testimony, and I appreciate Mr.
Gutknecht's suggestion that we continue to look further into the
question on medical devices and, pending resources, would be de-
lighted to take him up on his offer to her us have a field hearing
in his home State.

As you know, my home State of Indiana also has a lot of device
manufacturers, maybe we can make a swing through the Midwest
in doing that.

Thank you for coming today and appreciate your help. The staff
will contact you about those additional parts for the record.

Dr. BARBIE. Thank you.

3 Mr. McINTOSH. Now we will move on to our next panel, Mr.
ames——
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Mr. Fox. Mr. Chairman, I wanted to make a comment, not a
question. I just wanted to say that this was the kind of example
of Dr. Barbie and Mr. Sandter that probably is the reason why
these hearings are needed to be held, and I am very happy for the
bipartisan interest in this, and I am sure that the erican public
will be appreciative that these two individuals came today and that
it will make a difference for America.

Thank you.

Mr. McINnTosH. Thank you, Mr. Fox. Our next witness is a gen-
tleman who has responsibility for administering the environmental
protection programs in the State of California. He is an expert in
the environmental enforcement area and in addition, has impec-
cable credentials as an environmentalist, and I am delighted that
he is able to join us here and talk about this moratorium bill as
well as other issues that may come up that we will be addressin
{n almanner in which regulations are written here at the Federa
evel.

Thank you very much for joining us, Mr. Strock, and welcome.

STATEMENT OF JAMES M. STROCK, SECRETARY, CALIFORNIA
ENVIRONMENTAL PROTECTION AGENCY

Mr. STROCK. Thank you, Mr. Chairman. It is a pleasure to be
here and I appreciate tge indulgence of the committee on the rath-
er informal written statement I had. It was banged off a computer
as best we could while traveling. We don’t have quite the staff sup-
port some folks in Washington seem to have.

Mr. Chairman, you are of course very acquainted with these is-
sues and have been a leader in this field for quite awhile. Governor
Wilson in California has given every effort to regulatory reform
there. From the State perspective, I come before you as a regulator,
but also as one who 1s regulated by the Federal Government. I
would like to very briefly make a few points about your proposal,
then make a few points about what we are doing in California, and
then of course I would like to respond to any questions you might
have.

Governor Wilson strongly supports this legislation. We believe it
could serve a very significant role in allowing for there to be a seri-
ous reconsideration of Federal, State environmental relations. We
believe your regulatory reform bill has particular strengths in that
it attempts to avoid several pitfalls that have been raised. One is
the emergency exemption provision; the other is that it would not
limit what everyone agrees are long overdue efforts by EPA here
to reform its own regulations. I would add with respect to some of
the technical issues raised on the definition of emergency and that
sort of thing, there are, of course, numerous precedents in existing
law. We would be pleased to be of assistance to you in that process.

In California, Governor Wilson has worked in regulatory reform
and the first thing he has done is to make certain that a distinction
is made separating our high environmental standards from the per-
mitting process. It is clear that much of the ermitting1 dprocess—-
and much of it is imposed from Washington—does not add environ-
mental value. It is often counterproductive, particularly when it
holds up new technologies from being placed on the market. And
following a whole series of process reforms, Governor Wilson in
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California has recently proposed a State constitutional amendment
that may be of some interest to the committee.

To briefly summarize its components. One, is that it would treat
new regulatory costs in California like taxes are treated in Califor-
nia’s constitution, requiring a two-thirds super majority.

Second, it would allow for majority votes for new regulatory bur-
dens where they are accompanied with a decrease in net cost at the
same time. Several important aspects of this I would urge to the
committee’s consideration.

One is that it moves the question of regulatory cost and benefits
up the process to legislators. That is very important. In California,
as in Washington, there are increasing requirements at the end of
the line, at OMB or at EPA or elsewhere, but what that does not
do is provide a useful way for legislators to set priorities. They
often do not even know what the regulatory costs are. That is par-
ticularly important in the environmental area because, as the com-
mittee 1s aware, EPA’s budget is around, for example, :1137 billion per
year. The regulatory costs they impose are probably about $100 bil-
lion or more a year, conservatively estimated, so if the debate is
solely on the agency’s operating cost, it is missing the heart of the
matter.

In closing, I would reiterate our support for your legislation. We
think it can add great value. We aiso hope that the committee
might consider related issues in the future, such as the overall del-
egation of environmental programs to the States. We believe that
a stronger Federal role that makes clear its understanding that the
States are the environmental leaders and, as such, are the basis for
our national leadership in this area would be very important to re-
inforce from Washington.

Mr. McINTOsH. Thank you very much, both for traveling all the
way out here and for your support for this legislation and Governor
Wilson’s support.

[The prepared statement of Mr. Strock follows:]

PREPARED STATEMENT OF JAMES M. STROCK, SECRETARY, CALIFORNIA
ENVIRONMENTAL PROTECTION AGENCY

Mr. Chairman and Members of the Subcommittee:

Thank you for inviting me to testify today. I am James M. Strock, Secretary of
the California Environmental Protection A%enc . The issue of regulatory reform is
of great concern to Governor Wilson and California—as recently demonstrated by
the continued controversy over the U.S.EPA’s Federal Implementation Plan for
parts of California.

Today I would like to discuss the Wilson Administration’s position on the
Mclntosh bill for a regulatory moratorium, as well as the general principles we are
following on regulatory reform, including the Governor’s recent proposal for a con-
stitutional amendment regarding regulatory reform in California.

THE MCINTOSH REGULATORY MORATORIUM

Governor Wilson wholeheartedly supports the regulatory moratorium. It is dif-
ficult, from the perspective of a state such as California, which is a world leader
in environmental protection in its own right—a state on whom the U.S. as a whole
looks to for leadership—to see value being added from the regulatory behemoth here
in Washington.

It is important to recognize that regulations imposed by the federal EPA can not
only damage the economy unnecessarily, but can also harm our efforts to protect
the environment. A key example is the inspection-and-maintenance program which
the U.S. EPA sought to impose on all of the states. California has consistently
sought a program that would meet or exceed our strict environmental standards,
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and would include flexibility in the process by which we achieve the standards. To
impose a single regime for all states could, among other things, force us to accept
a technologically stagnant a‘fpmach that would in fact limit our continued advance-
ment toward our strict standards.

The McIntosh regulatory reform bill is particularly well-drafted, in that it avoid
two major pitfalls. One, it provides for an emergency exemption. Two, it would not
limit overdue efforts by the federal EPA to reform its own regulations.

GOVERNOR WILSON'S APPROACH TO REGULATORY REFORM IN CALIFORNIA—CHANGING
THE DIALOGUE: SEPARATING STANDARDS FROM PROCESS.

Our reform in the state of California has focussed particularly on the process.
California is making ‘Preat progress in moving from a system with high environ-
mental standards and a convoluted legal process, to a system of high standards
achieved through a rapid, decisive and simplified process. In this regard, our un-
precedented alliance with the environmental technology industry has been essential,
since that industry’s success depends on the high standards and a simplified proc-
ess. From a technological standpoint, an unnecessarily long or complex process acts
as an inadvertent subsidy to older, less environmentally protected technologies.

It is important that standards and process be examined distinctly. Process re-
forms—making legal procedures uniform, etc.—add clear environmental and eco-
nomic value and can sought along traditional lines. On the other hand, strict
standards, when based upon strong scientific rationale, have environmental and eco-
nomic value. As with all areas, they are worthy of continual reexamination and im-
provement, but that should be primarily a scientific endeavor.

Governor Wilson has proposed a constitutional amendment on regulatory budget-
ing and reform that would do the following:

A. Require a 2/3 supermajority for approval;

B. Allow for emergency exemption—also offset;

C. Lead to regulatory budgeting and accountability at the legislative level, not
merely at regulatory level, at the end; and

D. Change {rom the current organizational construct conceived in the late 19th
Century that applies command-and-control regulations of a 1930’s vintage to en-
vironmental problems defined in the 1970’s and move toward new approaches
that bring about the dynamism, change and constant challenges needed to ad-
vance our environmental leadership into the new century.

NEED FOR NEW RELATIONS WITH NATIONAL GOVERNMENT

Delegation needs to be true delegation. States need freedom to establish programs
to meet environmental standards in various ways. This is the essence of America’s
national as well as state leadership in the environment; if our environmental solu-
tions are unnecessarily convoluted, bureaucratic, expensive, etc., as with Washing-
ton, then we will not only endanger our economy, but will forfeit our leadership 1f
other nations conclude our policies are not transferable to their circumstances.

A moratorium provides the necessary breathing space for this kind of self-exam-
ination, appropriate now that U.S. EPA is 25 years old. Governor Wilson, who has
played a key role since the beginning of the environmental era, will work with Con-
gress and other states to help envision and achieve a new leadership role for the
coming years.

CALIFORNIA LEGISLATURE—1995—96 REGULAR SESSION

ASSEMBLY CONSTITUTIONAL AMENDMENT No. 21
INTRODUCED BY ASSEMBLY MEMBER BRULTE—FEBRUARY 24, 1995

Assembly Constitutional Amendment No. 21—A resolution to Fmpose to the peo-
le of the State of California an amendment to the Constitution of the State, by add-
ing Section 24 to Article IV thereof, relating to legislation.

LEGISLATIVE COUNSEL'’S DIGEST

ACA 21, as introduced, Brulte. Legislation: cost imposition: vote requirement.

The California Constitution specifies certain vote requirements for the passage of
bills that apply in accordance with the nature of the contents of each bill.

This measure would require a 2/3 vote of the membership of each house of the
Legislature to pass a bill that would impose or authorize requirements or prohibi-
tions that would impose a direct aggregate cost equal to, or exceeding, an unspec-
ified amount in any fiscal year upon businesses and individuals. This measure
would, as provided, establish an exclusion from this vote requirement in the case
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in which statutes enacted previously during the same legislative session, or the bill
in question, repeals existing requirements or prohibitions to reduce the costs of busi-
nesses and individuals in an offsetting amount.

Vote: 2/3. Appropriation: no. Fiscal committee: no. State-mandated local program:

no.

Resolved by the Assembly, the Senate concurring, That the Legislature of the
State of California at its 1995-96 Regular Session commencing on the fifth day of
December 1994, two-thirds of the membership of each house concurring, hereby pro-
poses to the people of the State of California that the Constitution of the State be
amended by adding Section 24 to Article IV thereof, to read:

SEC. 24. (a) Except as provided in subdivision (b), no bill containing provisions
that would mandate or authorize any requirements or prohibitions that would result
in a direct aggregate cost of dollars ( ) or more to businesses and
individuals in any fiscal year may be passed unless, by rollcall vote entered in the
journal, two-thirds of the membership of each house concurs.

(b) The vote requirement of subdivision (a) shall not apply to a bill as described
therein if either of the following conditions is met:

(1) Statutes have been previously enacted during the same legislative session that
in the aggregate contain provisions that eliminate existing requirements or prohibi-
tions, or the authorization therefor, to reduce the direct aggregate costs to busi-
nesses and individuals in any fiscal year by an amount that is equal to or greater
than the highest amount of direct aggregate costs to businesses and individuals that
would resuﬁ in any fiscal year from the provisions of the bill described in subdivi-
sion (a).

(2) The bill described in subdivision (a) contains provisions that would eliminate
existing requirements or prohibitions, or the authorization therefor, to reduce direct
aggregate costs to businesses and individuals in any fiscal year by an amount that
is equal to or greater than the highest amount of direct aggregate costs to busi-
nfgs}s’esband individuals that would result in any fiscal year from the other provisions
of the bill.

Mr. McINTOSH. Earlier there was discussion of the Federal im-
plementation plan. I will show it to everybody once again so you
et the visual effect of what they are doing here at the Federal
evel. Let me ask you, Mr. Strock, in the case of the Federal imple-
mentation plan developed by USEPA, does the Federal plan pro-
vide any environmental benefits above and beyond the State imple-
mentation plan that you have submitted for approval?

Mr. STROCK. We believe strongly it does not.

Mr. McINTOsH. Does it contain costs and burdens on the public
that go beyond the implementation plan—

Mr. STROCK. By the plaintiffs’ and EPA’s own views, it does, and
in fact, I would add that the—and this is from the Associated Press
of last week, the 14th, and I would be pleased to submit it for the
record, if you would lke, the head of what apparently is the lead
plaintiff says that this plan would be, “An unmitigated disaster.”

Mr. McCINTOSH. So no one involved thinks that the Federal imple-
mentation plan is a wise course to proceed with. What has caused
the delay with the USEPA’s approval of your alternative plan?

Mr. STROCK. I don’t know. You would have to ask EPA. I have,
for example, a letter which I could also submit for the record
signed by the EPA Administrator in Washington, Carol Browner.
It was to Congressman Jerry Lewis, and 1 mention it because it
states, some have stated quite often in the past but have now
backed away from, it has been a great cause for concern by the
State. At that time, EPA repeated their often stated view that, “It
is our sincere hope that Ca?ifomia’s SIP,” that is, the State plan,
“due to EPA on November 15th, 1994, will contain the adopted
rules and regulations that would allow EPA to avoid,” and this is
the key, “final promulgation of the FIP.”
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What occurred last week—and the reason you got a reaction from
the State—is that EPA has gone ahead to promulgate the FIP and
simply delayed its effective date. The problem with that, and we
make clear over and over to the hierarchy what we need here, is
that it leaves in total limbo what the State’s regulations will be for
at least a 2-year period.

If I might add, Mr. Chairman, to add to Mr. Waxman’s earlier
point, the State has never argued against having a Federal plan as
a backstop. That is a key part of Federal law, and no one has ever
argued that under the 1990 act there shouldn’t be that backstop.

This disagreement relates solely to this court case which relies
on the 1977 Clean Air Act, otherwise expired, to the FIP solely
under that act. The point that we thought we had agreement with
EPA, and they have said they agree with it in policy ways, is that
the 1990 act supersedes the 1977 provisions, our timely submittal
under the 1990 act, if approved, meets our obligation overall. If we
do not succeed in that, there is a 1990 FIP process they can use.
It is a mystery to us why it is still at issue.

Mr. McINTOSH. Thank you. Let me turn to one of the other is-
sues you raised because it will be of interest in this subcommittee
at a future date, and that was Governor Wilson’s constitutional
amendment. One of the provisions of H.R. 9, that deals with the
regulatory budget, attempts to set out a process where we can
quantify the costs of regulations and establish an overall budget for
the agencies.

It strikes me that the amendment that Governor Wilson was pro-
posing moves in a similar direction when it allows for a procedure
to add additional benefits if others are removed.

What is your experience in developing some of the cost and bene-
fit analysis that would be needed to go into that? In general, I
would appreciate your input into that whole regulatory budget
process.

Mr. STROCK. California has been on the forefront of these kinds
of analyses in the regulations, and we have increasing obligations
to undertake them. |

What a regulatory budget ought to do, but has not been done to
my knowledge anywhere successfully yet, is to have a uniform set
of cost accounting principles that can be applied, and ideally pre-
sented to legislatures when they pass the laws. That is what Gov-
ernor Wilson’s amendment is intended to spur.

Mr. McINTOSH. Do you know of any efforts in the State of Cali-
fornia to develop those principles?

Mr. STROCK. Well, there has been a lot of effort by separate
groups for specific regulations, but again—and one reason we think
this 1s a good amendment—is it will lead to this occurring. There
is not a final, infallible set of principles that is used overall. In-
stead, it is done ad hoc at the regulatory level.

Mr. McINTOSH. Thank you. If you become aware of those efforts,
please forward—ask people to forward them to us. It would be
helpful in that process.

One final question. This bill that imposes a moratorium on new
regulations, will you still be able to fully protect the environment
of the State of California if we move forward with this legislation?
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Mr. STROCK. We certainly believe so. I would add that is the im-
portance of the reading of the emergency exemption you have and
then the regulatory ref%rm provisions, both of which are critical.

Clearly the Agency will be given great deference in their deter-
mination on these, and what is most important to remember is that
most of the actual implementation of regulations and permitting
occurs at the State level. That, of course, would continue.

Mr. McINTosH. Thank you very much. Let me turn now to—I
guess Mr. Peterson had to go to the floor for unfunded mandates.
hMr. Waxman, and then when Mr. Peterson returns, we can have

is time.

Mr. WaxMaN. Thank you, Mr. Chairman. Mr. Strock, what is the
reason for a FIP? Why would one be promulgated?

Mr. STROCK. The reason for a FIP—and the reason why we sup-
port the FIP concept, for example in the 1990 act is that where a
State has not met the approval requirements, the Federal Govern-
ment would step in and promulgate a FIP,

Mr. WaxmaN. Now, if the State implementation plan is approved
by EPA, that would be in effect not the FIP; isn't that right?

Mr. STROCK. We thought so, but it has not turned out to be the
case.

Mr. WAXMAN. Why isn’t that the case?

Mr. STROCK. If I might explain, what occurred last week, and the
reason it is so unsatisfactory, is that the EPA, which previously
said if we submitted a timely SIP that could be approved, they
would not promulgate. That is the key thing, they would not pro-
mulgate this 1977 FIP; instead, they have agreed with the plain-
tiffs in the case to go ahead and promulgate the FIP next Feb-
ruary.

Mr. WAXMAN. But they won’t implement it for 2 years?

Mr. STrOCK. That is correct, but that is a very important dif-
ference.

Mr. WaxmMAN. If you get the SIP approved in that 2-year period,
wouldn’t it supplant the FIP?

Mr. STROCK. Mr. Waxman, again, the FIP ought to already have
been supplanted by the 1990 law. What has occurred here—and
what we find here and what we have sought to avoid—is having
the FIP under the 1977 act promulgated now at the same time as
we believe successfully we are meeting the 1990 act requirements,
because it sets up great confusion for people who are trying to com-
ply in California.

Mr. Waxman. If you have a legitimate SIP and it is approved, do
ypt(lpdoubt that that would take precedence within this 2-year pe-
riod?

Mr. STROCK. Mr. Waxman, we don’t even know what is in this
FIP that is coming out for sure in a month and if it becomes pro-
mulgated, that means, sir—

Mr. WAXMAN. But you do know your SIP?

Mr. STROCK. Do you want me to finish your first question or

Mr. WAXMAN. You do know that they have stopped any effective-
ness of the FIP for 2 years?

Mr. STROCK. No, that is not correct. Again, if I could be precise,
they have not. They have promulgated it and said they would not
seek to have it effective for 2 years. What that does is add a wholly
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unpredictable part of the process into our ability to continue to
maintain a lead role in the 1990 State submittal. Let me give you
one example—

Mr. WaxMmaN. Let me stop you because you and I are Califor-
nians and this is obviously something we ought to talk about be-
cause I want the State to ﬁe able to adopt an implementation plan
and have it supersede any FIP. The only purpose of the FIP, as you
indicated, is to force action on the State and that was what Gov-
ernor Wilson supported when he was a Senator and that is what
you indicated.

Mr. STrRoCK. He still does.

Mr. WaxMmaN. But this legislation—by the way, I have a letter
and I would like to enter it into the record, Mr. Chairman. It is
from Governor Pete Wilson, dated September 1, 1994, to the Presi-
dent. It says: “I request your administration to use its discretion
to postpone the implementation of specific FIP rules for at least 18
months or until this matter is resolved. The 18 months is the same
review period afforded by the 1990 amendments to every other
State submitting a SIP.”

[The information referred to follows:]

The President
The White House
Washington, DC 20500

Dear Mr. President:

I am writing to request your personal assistance on a matter of great importance
to California. As you know, the U.S. Environmental Protection Agency (U.S. EPA)
is currently under an obligation to promulgate a federal implementation plan (FIP)
for California by February 15, 1995. This obligation arises out of district court or-
ders in two lawsuits, Coalition for Clean Air v. EPA (South Coast) and Environ-
mental Council of Sacramento v. EPA (Sacramento), and a settlement agreement in
Citizens to Preserve the Ojai v. EPA (Ventura).

The FIP as drafted will impose severe economic hardships upon California. If the
FIP is fully implemented, by 2010, losses will total at least $8.4 billion in direct
costs, $17.2 billion in output, and 165,000 jobs to the Los Angeles, Sacramento, and
Ventura regions—the three regions covered by the FIP. These figures omit impacts
on transportation industries based in the rest of the state that will have to bear
costs to operate in the FIP regions. And, depending on the region, the FIP will in-
crease unemployment between .5 and 1.7%, comparable to nearly one-half of the
1990-93 recession.

The original intent of the District Court in imposing a FIP order was to respond
to a 1987 attainment deadline that California metropolitan areas—as was the case
with many other parts of the nation—did not and could not meet, despite extraor-
dinary measures. At that time, the Clean Air Act was silent on how US. EPA
should proceed. The Court inserted itself to ensure that the national ambient air
quality itlandards for ozone and carbon monoxide would be achieved as expeditiously
as possible.

In 1990, Congress amended the Clean Air Act, providing new direction as to the
planning requirements and deadlines affecting each non-attainment area. The re-
sulting classification scheme, matching timelines and control stringency to the mag-
nitude of local pollution problems, was unlike anything previously contained in the
Act. ] participated directly in that amendment process, as you know, and understood
Congress to be “restarting the clock” with respect to state obligations. Therefore, 1
was both surprised and dismayed by the final decision of the courts, asserting that
Congress ha?intended a different and perverse outcome. Namely, the continuation
of an obsolete FIP process.

California is currently preparing its state implementation plan (SIP) in compli-
ance with the 1990 amendments to the Clean Air Act. Although the ultimate goal
of the planning process is the same for the FIP and the SIP, the approaches and
methods differ in significant ways. For example, while the SIP being developed b
California uses the most current emissions inventory and modeling data, the FI
relies on different, older, and less accurate information. Furthermore, many of the
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contro]l measures included in the FIP were selected by U.S. EPA solely because of
ease of enforcement at the federal level. Others are intended to leverage California
in ways the national government deems suitable. Neither are responsive to local cir-
cumstances or concerns.

Once the FIP is promulgated, its measures will be extremely difficult to supplant
with the SIP. The U.S. EPA has been inflexible historically in approving states’ glan
revisions. The FIP measures will become, in effect, a third and separate standard
(in addition to Clean Air Act requirements and federal guidance) against which the
SIP will be measured. No others state’s plan will be forced to meet this additional
barrier to approval.

Removing the FIP mandate legislatively is the most straightforward approach to
resolve these problems. However, if the legislative solution is not forthcoming, Cali-
fornia needs the White House'’s assistance to minimize interference with the State’s
plannin%frocess and to prevent shacks to the California economy.

First, U.S. EPA shoulcr make every attempt to delay promulgation of the FIP until
the SIP process has been concluded. This would require U.S. EPA to petition the
District Courts for an extension of the currently established FIP deadline. Support
from the plaintiffs would increase the ssibifi'ty of success, but is unlikely. We
would like your Administration to make the attempt unilaterally, if need be.

If pmmu{gatlon is not delayed, I request your Administration use its discretion
to postpone the implementation of specific FIP rules for at least 18 months or until
this matter is resolved. The 18 months is the same review period afforded by the
1990 amendments to every other state submitting a SIP. Furthermore, nothing com-

els U.S. EPA to act precipitously, and the brief, three-month extension suggested
gy Congressman Waxman and others in an August 18, 1994 letter to U.S. EPA Ad-
ministrator Carol Browner is not sufficient to ensure a positive outcome. If twenty
years of regulatory history is any indication, U.S. EPA is incapable of responding
in that time frame.

Second, U.S. EPA must move forward immediately to establish effective and time-
ly national standards for federal sources. Federal law preempts California from reg-
ulating many significant emission sources, including off-road farm and construction
equipment, new locomotives, and aircraft. In fact, the 1990 amendments specifically
removed California’s ability to address many of these sources. Moreover, it is not
practical to regulate other sources at the state level, primarily heavy-duty trucks
and shipping vessels. U.S. EPA has not met the statutory deadlines ‘E{)r controlling
these national sources, nor have they acted on several rgalifomia waiver requests
that would address some of these issues. As a result, U.S. EPA has proposed FIP
measures that apply only as trains, ships, trucks, planes, and off-road vehicles enter
California. If § EPA persists with the present course of insufficient national
standards and crushing California-only measures, California will fall short of its en-
vironmental goals and suffer severe economic repercussions at the same time.

California is a recognized world leader in air pollution control and public health
protection. We have and will continue to press the technological frontier in our
quest to provide California residents with the cleanest air possﬁile. I submit to you,
Mr. President, that our State’s record is second to none.

My Administration is fully committed to satisfying the provisions of the federal
Clean Air Act as amended in 1990. The state and local planning efforts are on track
with the revised law, and we are confident of our ability to keep pace with the new
mandates and deadlines. California must be given the same opportunity to succeed
that Congress afforded all states, without the intrusion of a misguided, misconceived
and wholly unnecessary FIP. I have enclosed the FIP comment letters from our
state agencies. 1 respectfully request your assistance in seeing that our concerns are
addressed by U.S. E%eA.

Sincerely,

PETE WILSON.

Mr. STROCK. Mr. Waxman, might I be able to explain?

Mr. WaxMaN. If I have time. As I understand it, you have got
2 years. But the other part of the letter, which is more pertinent
to the legislation, is, the Governor said, you probably wrote this for
him, “USEPA must move forward immediately to establish effective
and timely national standards for Federal sources, Federal
operants, California from regulating many significant emission
sources, including off road farm construction equipment, new loco-
motives and aircraft,” and then the rest of the paragraph goes on
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to say, let’'s move forward on those Federal regulations, but this
legislation would stop those Federal regulations from being put
into effect.

Mr. STROCK. That is not my understanding, Mr. Waxman, be-
cause I would argue it fits within the exemption of lowering the
overall cost, because that would then not require the FIP imple-
mentation.

Mr. WAxXMAN. It wouldn’t lower overall costs in light of this legis-
lation. This legislation would stop any regulation that would re-
quire that off-road vehicles have to use antipollution control. It
raises costs to them,

Mr. STROCK. Even if that were correct, Mr. Waxman, the fact is,
EPA already I believe is 3 years behind in those regulations. If this
will help speed them up, that will be great. We have not seen it.

In fact, part of our concern with this agreement last week is that
it appears to continue to put them on a very, very slow track on
the Federal regulations, extending well, well past this moratorium.
It wouldn’t be relevant either way.

Mr. WAXMAN. What concerns me is that on the one hand you are
saying to the President—or the Governor is saying to the Presi-
dent, get these Federal regulations in place to control the emissions
from these sources that are controlled at the Federal level, move
forward immediately because the State needs those reductions in
emissions so that you can achieve your overall goals.

Mr. STROCK. Yes.

Mr. WAXMAN. Yet you are telling us that the Governor would like
us to adopt legislation that would stop regulations from going into
effect. I find that inconsistent.

Mr. STROCK. I tried to explain it. I can go back through it piece
by piece. It is not.

Mr. WAXMAN. It is based on your belief that this legislation
would not stop those regulations; is that correct?

Mr. STROCK. That is correct. I would urge that strongly.

Mr. WaxMAN. Let’s take a look at it. Because I fear it does, and
if it does, I would presume you would be against that part of the
legislation.

Mr. STROCK. I would be for looking at the wording.

Mr, WaxMaN. Obviously the wording is all that is important.

Mr. STROCK. But that is the process. With that, Mr. Waxman, [
feel certain people of goodwill could work it out.

Mr. MCINTOSH. Mr. Waxman, would you yield for 1 second?

Mr. WAXMAN. Sure.

Mr. MCINTOSH. Let me state that it is my belief that as we go
to mark up, we should put in the record instances such as this
where there may be some question about whether a regulation
would be reducing a burden, and I would be delighted to do that
to clarify it.

Mr. WAXMAN. Lastly, because I am running out of time, in a
minute, it is going to go red; that is why I am hurrying. What is
your view of the takings provision that is coming down the pike on
this Republican———

Mr. STROCK. I have only prepared for this hearing. I am not fa-
miliar with that to comment in an informed way today.
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Mr. WaxMaN. It would require the government to an for the cost
of the value that is lost when there is a regulation that reduces the
value by 10 percent.

Mr. STROCK. I really would have to study it, sir. Again, I pre-
pared for this hearing.

Mr. McINTOSH. The time of the gentleman has expired.

Mr. STroCcK. Mr. Chairman, may I ask one question, and if I am
out of order, I know you will tell me.

I take great issue with Mr. Waxman'’s characterization of Gov-
ernor Wilson’s letter, which I have here. Would I have a chance to
at some point respond to that?

Mr. WAXMAN, Mr. Chairman, I think he should be given an op-
portunity. I rushed him because I had limited time, but maybe
Members would——

Mr. McINTOSH. Yes. I am sure we will find somewhere in our ex-
amination to do that,

Mr. WaxmaN. I did ask that the letter be put in the record.

Mr. McINTOSH. Yes, thank you. And if copies could be made
available to the committee Members, that would be helpful.

John, your question is beginning?

Mr. Fox. I would let the witness, Mr. Strock, please explain now
how you respond on that.

Mr. STROCK. Thank you, sir. Just to make the point on page 2
of the September 1, 1994 fetter that Mr. Waxman kindly has put
in the record, I would point out that first it makes very clear that
our goal is to have the 1977 FIP, not the 1990 FIP, the 1977 FIP

eguirement that we alone face because of an extraordinary set of
{u icial circumstances, to have that removed through clarifying
anguage—through the act itself, if necessary.

Barring that, it goes on very clearly, EPA should make every at-
tempt to delay promulgation—that is the term again. Mr. Fox, I ap-
preciate being allowed to raise it. Third, it says if none of that hap-
pens, please at least delay it. Of course we sought every way. When
a gun is at one’s head and they tell you they will hold it for a day,
you accept that, but you don’t accept the gun.

Mr. Fox. Let me ask you if I may just additionally, with regard
to your comments about the California situation, you were saying
that the permitting process imposed by Washington is duplicative.
Cgu]d you give us some examples so tfl’at we could be highlighting
it?

Mr. STROCK. Sure. I think a good example is—and we can submit
a number for the record on this, if I might, so I can get it very pre-
cise. We have a number of parts of the Clean Air Act that we be-
lieve, through administrative improvements, can be done better,
particularly on stationary sources, and we are hopeful that the
EPA, whic}z has begun to meet with various States on this, will be
receptive.

Mr. Fox. You can submit that to us then?

Mr. STROCK. Yes.

[The information referred to follows:]

MEMORANDUM—AIR RESOURCES BOARD

To: Mike Kahoe, Assistant Secreta
From: James D. Boyd, Executive Officer
Date: March 6, 1995
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Subject: NGA/ECOS Comments on U.S. EPA Title V Proposal

As you may know, Mr. Ray Menebroker, Chief, Project Assessment Branch, Sta-
tionary Source Division attended the United States Environmental Protection Agen-
cy (US. EPA) meeting where the latest U.S. EPA proposal for revisions to Part 70
regulations were handed out and discussed. We believe the proposal goes a long way
towards meeting our needs. The issue of U.S. EPA objections to the issuance of a
permit was discussed at length. In its proposal U.S. EPA moves all the administra-
tive requirements up into the preconstruction review process. In California most of
the critical discussions are made early in the process and therefore this proposal
makes sense. The U.S., EPA proposes that if it does not object during the
precertification review process, tﬁe B.S. EPA will not veto its issuance at the time
of Title V permitting.

We believe the proposal represents a reasonable attempt by U.S. EPA to simplify
the process for revising a Title V permit.

We will continue to work with U.S. EPA as it further develops the proposal. See
the enclosed fact sheet for a summary of our responses to the comments supplied
by Mr. Bob Hodanbosi, Ohio Environmental Protection Agency, dated February 17,
1995 on the three attachments to his memorandum.

FACT SHEET

UPDATE ON TITLE V DEVELOPMENTS-—MARCH 6, 1995

s Mr. Bob Hodanbosi, Ohio Environmental Protection Agency, provided a Title V op-
erating permit program update on February 17, 1995 to the NGA/ECOS (National
Governors Association/Environmental Council of the States) Permit Workgroup with
three attachments.
e Attachment 1—In his letter, Mr. Hodanbosi mentioned a major concern with the
United States Environmental Protection Agency (U.S. EPA) document titled “Part
70 Permit Revision Discussion Draft,” dated February 9, 1995.
—The concern involves the U.S. EPA’s veto opportunity. The update states that
there are two opportunities, the first, when the preconstruction permit is issued
and second, when the Title V permit is revised.
—The Air Resources Board (A%EB) staff does not agree with the update interpre-
tation. We believe that the U.S. EPA can announce during preconstruction re-
view intention to veto the subsequent Title V permit revision. The U.S. EPA can
not veto the preconstruction permit itself, unless the permitting authority spe-
cifically provides for U.S. EPA veto at that time.
—The Ohio concern may arise from an interpretation that an intention to veto
during the preconstruction review phase in essence would result in the dis-
approval olP the preconstruction permit. However, we believe that the
preconstruction permit may still be issued in spite of a pending veto of the sub-
sequent Title V permit revision.
¢ Attachment 2—U.S. EPA interim final rule “Revisicns to the Administrative Re-
uirements and Provisions of the Clean Air Act Section 105 Grant Program,” dated
8I‘IUBW 4, 1995.
—We support the U.S. EPA’s interim final rule.
—The California Environmental Protection Agency sent a comment letter, dated
February 6, 1995, to the U.S. EPA concerning the rule. A copy is attached.
o Attachment 3—U.S. EPA guidance memorandum titled “Options for Limiting the
Potential to Emit (PTE) of a Stationary Source Under Section 112 and Title V of
the Clean Air Act (Act),” dated January 25, 1995.
—We have no comments concerning the guidance memorandum.
—The guidance memorandum is consistent with the ARB model prohibitory rule
to limit potential to emit, as approved by the U.S. EPA on January 12, 1995.

Ms. Mary D. Nichols

Asgistant Administrator

Office of Air and Radiation

United States Environmental Protection Agency
401 M Street, SW.

Washington, D.C. 20460

Dear Mary:

Thank you for your recent letter reqélesting our comments on the United States
Environmental Protection Agency’s (U.S. EPA) interim final rule, “Revisions to the
Administrative Requirements and Provisions of the Clean Air Act Section 105 Grant
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Program.” We are pleased that the interim final rule helps to ensure that states and
districts have sufficient funding to carry out the requirements of the federal Clean
Air Act (Act).

Previously, we were concerned that California’s eight largest districts could lose
millions of dollars per year in section 105 grant funds when their Title V programs
become effective. However, the U.S. EPA’s revisions to the 105 grant requirements
should enable these districts to maintain their current air quality programs while
administering their Title V programs. The section 105 grant requirements were re-
vised to allow the states and districts to recompute their maintenance-of-effort lev-
els based on the second preceding, rather than the immediately J)reoeding, fiscal
year. This provision is beneficial because it allows existing fees and activities to be
phased out of 105 grant eligibility according to the phase-in of Title V implementa-
tion. In addition, the 105 grant requirements were revised to allow the states and
districts to waive the 40 rercent cost-sharing requirements for up to three years
from the date of initial Title V program approval. This provision should provide suf-
ficient time for the districts to adjust their resource allocations.

Thank you again for the opportunity to comment on the U.S. EPA’s revisions to
section 105 grant requirements. If you have any questions regarding this letter,
please contact Mr. James D. Boyd, Executive Officer, Air Resources Board, at (916)
445-4383.

Sincerely,
JAMES M. STrock.

MEMORANDUM—STATE OF OHIO ENVIRONMENTAL PROTECTION AGENCY

To: NGA/ECOS Permit Workgroup

From: Bob Hodanbosi, Chief, %?vision of Air Pollution Control
Date: Februar& 17, 1995

Subject: Title V Permit Update

[ wanted to update you on some recent developments associated with the Title V
permit program. Mike Trutna from U.S. EPA met with Jon Trout from the Louis-
ville Air Agency and I to discuss further administrative changes available to U.S.
EPA to improve the implementation of Title V.

First, attached for your information, is the latest draft EPA proposal on revisions
to Title V permits (attachment 1). Although this revision is an improvement over
the August 28, 1994 proposal, there remains several concerns with this draft. The
primary one being that for major permits U.S. EPA will have two opportunities to
override a state decision; first when the construction permit is issued and then
when the Title V permit is revised for the new source. After the source has been
built and commenced operation is not the time to second guess the construction per-
mit. Please review the attached document and provide me with your comments by
February 23, 1995. I will assemble the comments and relay them to U.S. EPA.

On another front, U.S. EPA is planning to issue a Title V “white paper” in March
or A&l;i] of this year. The purpose of the document will be to attempt to clarify a
number of issues that have been raised in recent months. As an example, simp{ify
how R&D facilities may be treated under Title V and clarify the detairs needed in
the permit application along with many of the issues raised by the NGA/ECOS. As
information becomes available on the “white paper”, it will be shared with you. Also,
if you are not aware, U.S. EPA has met two of the commitments in the NGA/ECOS

issue paper.

U.s. ]'ﬁgA has issued a Federal Register notice that allows Title V monies to be
used for a 105 match for an additional three years. It is not a total solution, but
it takes the pressure off for the next few years (attachment 2).

U.S. EPA has also issued the promised Potential to Emit (PTE) guidance on Janu-
ary 25, 1995 (attachment 3). Again, U.S. EPA is willing to further clarify this memo
to make more sense out of PTE. Please relay to me any comments you have on this
item.

Again, thank you for your help and feel free to call me if you have any questions.

AIR RESOURCES BOARD STAFF REVIEW OF NGA/ECOS TITLE V ISSUE PAPER—
FEBRUARY 14, 1995

The Air Resources Board (ARB) stafl has reviewed the National Governors Asso-
ciation/Environmental Council of the States (NGA/ECOS) Title V Issue Paper dated
February 2, 1995. We agree with the general principles stated on page 3 of the Issue
Paper. We are providing the following comments concerning the specific issues.
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ISSUE 1: POTENTIAL TO EMIT/APPLICABLE SOURCE DETERMINATION

» This issue is significant in California.

eWea with the proposed solution.

o The United States Environmental Protection Agency (U.S. EPA) has provided the
referenced guidance document on Janu 25, 1995. However, some issues remain
regarding hazardous air pollutants. One 1ssue concerns whether fugitive emissions
of hazardous air pollutants should be counted when determining potential to emit,
such as pesticide emissions in agricultural operations. Another issue concerns ex-
actly when a voluntary emissions limit can be used to avoid triggering the require-
ments of an emission standard for a hazardous air pollutant.

ISSUE 2: TITLE V MINOR NEW SOURCE REVIEW PERMITS/PUBLIC PARTICIPATION IN
PERMITTING

o This issue is significant in California.

* We aﬁzee with the proposed solution.

* The ARB stafl is actively involved with other states in discussions with the U.S.
EPA on the supplemental proposed rule. It appears that the U.S. EPA solution to
be proposed wil? address many of our concerns.

ISSUE 3: GENERAL REQUIREMENTS FOR TITLE V

+ This issue is significant in California.
o We agree with the proposed solution, since originally it was our proposal.

* Recent discussions with U.S. EPA stafl indicate that they are proceeding with the
stated U.S. EPA commitment.

ISSUE 4: PERMIT TERM AND PERMIT ISSUANCE TIMING

» This is not a major issue in California.

e We are neutral on the proposed solution.

o We agree with the stated U.S. EPA commitment to examine how reissuance of the
initial permit can be accomplished easier. The process for permit renewal should be
simple if there is no change to the previous permit.

ISSUE 5: INSIGNIFICANT SOURCES

e This issue is significant in California.
» We agree with the proposed solution.
¢ We agree with the stated U.S. EPA commitment.

ISSUE 6: SECTION 112(R) RISK MANAGEMENT PLANS

o This issue is significant in California.
o We agree with the proposed solution.
e We agree with the stated U.S. EPA commitment.

ISSUE 7: PERIODIC/ENHANCED MONITORING REQUIREMENTS

o This issue is significant in California.

e We agree in general with the proposed solution, in particular, that the state

should prescribe the methods of compliance, averaging time, and frequency of re-
orting for sources regulated by the SIP. However, we do not agree with utilizing

gISPS as guidelines for meeting enhanced monitoring requirements.

¢ We have not fully evaluated the U.S. EPA’s supplemental rulemaking.

ISSUE 8: TITLE V MONIES FOR 105 MATCH

o This issue is significant in California.

e We agree with the proposed solution.

e We agree with the U.S. EPA commitment. The January 4, 1995 Federal Register
notice did address the districts’ concerns.

ISSUE 9: TITLE V APPLICABILITY TO SMALL MACT SOURCES

¢ This issue is significant in California.

¢ We agree with the proposed solution.

e We agree with the stated U.S. EPA commitment. More recent MACT standards
have kept small sources out of the Title V program.

ISSUE 10: TECHNICAL ASSISTANCE FROM U.S. EPA

e This issue is significant in California.
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e We agree with the proposed solution. We provided the examples listed.

e We still have a concern with this issue since the U.S. EPA statement does not
provide any definite commitment. It is not clear how the U.S. EPA will resolve this
1ssue.

ISSUE 11: ADDITIONAL ITEMS TO PROVIDE FOR AN IMPROVED TITLE V PERMIT
PROGRAM—COMPLIANCE ADVISORY PANEL

¢ This issue is significant in California.
e We agree with the proposed solution, since originally it was our proposal.
o We agree with the stated U.S. EPA commitment.

ISSUE 12: NON-EXISTENT OR CHANGING U.S. EPA GUIDANCE ON TITLE V PERMITTING
ISSUES

¢ This issue is significant in California.
e We agree with the proposed solution, since originally it was our proposal.
o We agree with the stated U.S. EPA commitment.

ISSUE 13: INADEQUATE RESOURCES DEVOTED TO THE DEVELOPMENT OF MACT
STANDARDS

o This issue is significant in California.
o We agree with the proposed solution.
* We agree with the stated U.S. EPA commitment.

MEMORANDUM—STATE OF OHI0 ENVIRONMENTAL PROTECTION AGENCY

To: STAPPA/ALAPC Permit Workgroup

From: Bob Hodanbosi, Chief, Division of Air Pollution Control
Date: February 2, 1995

Subject: NGA%!COS Title V Issue Paper

Attached you will find the NGA/ECOS issue paper on Title V along with a sum-
mary of the EPA commitments on each specific issue. This package has been sent
to U.S. EPA for their review and concurrence. As we move to a resolution on these
items, I will provide you with information on a routine basis and ask for your com-
ments, when appropriate.

Please call me if you have any questions at (614) 644—-2270.

NGA/ECOS
TITLE V ISSUE PAPER

In December of 1994, the National Governors Association (NGA) convened a con-
ference call of states to identify those areas under the Clean Air Act in which the
Eovernors are seekinF more flexibility, both administratively and legislatively. The

.S. EPA has recently announced their intent to revisit flexibility under the Clean
Air Act and related regulations. This paper addresses the Title V permit program
issues and proposed solutions,

Title V is a federally mandated, state implemented comprehensive air quality op-
erating permit program with EPA enforeeagility and oversight. Title V of the Clean
Air Act Amendments of 1990 established the legislative authority for the Title V op-
erating permit ﬁ)mgram. It is an extreme].}' significant change to many existing air
pollution contro %rog'rams in the nation. It is believed that Title V is the product
of those in EPA that wanted to have a NPDES (Water Permit) permit program for
Air and to regulate air emissions much in the same manner as water pollution and
hazardous waste. Such a discussion can be found in 56 Federal Register 21713 (May
10, 1991). “The new Title V of the Act introduces an operating permits program Een-
erally modeled after the NPDES program . . .” In addition, Title V Resource Con-
servation and Recovery Act, botﬂ of which have permit requirements.” [56 FR
21713] This basis for the existence of Title V began to fracture when such reasoning
was made available for public comment. The promulgated version of the Title V reg-
ulations (40 CFR part 70—57 Federal Register 32260 (July 21, 1992) stated that,
“. . . EPA recognizes the significant dissimilarities between Title V and NPDES
and that NF’DEgn precedent sﬁzuld not be presumed binding for purposes of decision
made in the implementation process for Lﬁe Title V program.” gubsequent work to
mend such a flawed basis have not proven fruitful.

While Title V does introduce an operating permits program in the Clean Air Act,
EPA did recognize the fact that many State and Local air quality agencies had al-
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ready been issuing air T‘mth operating permits (based on state/local rules) for a

number of years. In 56 FR 21713,
While to date there has not been an express Federal requirements that
States have an operating permit program for air . . . [many State and

Local programs issue operatin% ermits based on state/local rules (i.e., is-
sued to construction projects, a 8s new and existing sources, requires re-
newal of permits periodically)l. . . Many of these programs appear to
match closely the intent of Title V in that they have the basis components
required by Title V for issuing permits, collecting fees, providing for public
participation, reopening permit, and issuing permits for a fixed term. The
part 70 regulations have been designed to minimize the disruption to cur-
rent State efforts . . .”

Since the State/Local air operating permit programs already existing (1991 time
frame of 56 FR) “match closeY; the intent of Title V", why was the enacted version
of Title V in 1990 so different? Title V does not appear to reflect the design of the
eneral operating permit program that was already in place in many State and
al air quality districts. As a result, EPA managed to take existing state systems
that were not broken, and replace them with a monstrous permit program under
Title V. Title V is loaded with overbearing requirements for both State and the reg-
ulated industries and diverges from allowing for the existence of any flexibility
whatsoever. Flexibility for a permitting agency to minimize disruption to their cur-
rent operating permits program does not exist with Title V. Flexibility for industry
to even compete in the open market has been removed with the requirements im-
posed on them as a result of Title V.

Transition from an agency’s current operating permit program to a Title V pro-
gram with minimal disruption has been expected from the Federal government’s
viewpoint and such logic has even been stated in Federal Register citations referrin,
to Title V. On the contrary, extreme divergence has occurrvegl from such a perceive
transition and the Federal government needs to remove their “rose colored glasses”
and view the beast they developed. In part, divergence exists as a result of the fol-
lowing Issues: (1) Inability to conform with Federal Rules; (2) Insignificant activi-
ties; (3) State Discretion; (4) Lake of understanding Title V; (5) Non-vague defini-
tions of key terms; (6) Applicability Issues; (7) Operating flexibility; (8) Permit revi-
sion procedures; (9) Reportability—The requirement that a Title V facility must re-
fort everything about everything; (10) Compliance assurance and monitoring; (11)

ssuance time line; (12) Synthetic Minor Permits; (13) Permit renewal time line.
These issues will be elaborated on in the following pages.

Because of the complexity of the issues with Title V, basic principles have been

developed to use as a guide to future action by U.S. EPA.

Principles

1.US.EPA chan%es should be to provide simplification instead of complexity.
2. U.S. EPA should be striving to develop a stable, workable system that covers the
minimum number of sources.
3. U.S. EPA should provide minimum structural requirements for a Title V system
allowing states the maximum flexibility to meet the basic standards.
4. States recognize the need for the opportunity for public input. However, any pub-
lic comment program that is developed must not restrict the ability of the regulated
community to perform minor emission changes in a timely manner.
5. U.S. EPA should recognize that many states have over twenty years of experience
in running operating permit programs. Instead of developing permit programs from
Washington (or Durﬁam), that are force fed to all states, U.S. EPA should use state
programs as an example to build a workable Title V program.

e following issues have been identified by the states as necessary to operate
an effective and efficient Title V permit program:

Issue 1: Potential to Emit/Applicable Source Determinations.

The definition of “potential to emit” determines major sources under Title V. The
definition mandates that a source use as a potential to emit for every air pollutant,
including hazardous air pollutants, calculating that the source operates 24 hours a
day, 365 days a year, without any controls. Using this definition, every gas station,
or person with a spray gun woulvf’have the potential to emit of greater than 10 tons
of Ezzardous air pollutants, and therefore would have to be regulated under Title
V. But common sense dictates that this is just not the case, people don’t open spray

ng and let them blow paint for 8760 hours per year, and regulating them as such

rings 1000s of sources into the Title V program needlessly. Many states will be ex-
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nding much time and effort to develop “federal enforceable” terms and conditions
Roer sources that will never exceed the major source threshold on an actual basis.

Solution: In order to determine whether or not a facility must apply for a Title
V permit, sources should be allowed flexibility to use the p t{sica] or operational re-
strictions inherent in the operation of a source. States should be given the authority
to exercise technical judgement on the adequacy of the sources submittal. If the
state can issue either a state operating permit or administrative orders that limit
the sources operation to less than the major source threshold, that should be suffi-
cient for U.S. EPA’s needs. U.S. EPA should use the approach used by California
as a starting point for further changes applicable to all states. After all, if a source
operates above the major source thresholds, U.S. EPA always has the ability to com-
mence an enforcement action against the facility.

EPA Commitment: U.S. EPA will issue additional ?idance to states that will pro-
vide alternatives to calculating “potential-to-emit” based upon the nature of the
source and the actual emissions versus major source threshold. U.S. EPA will use
the California approach as an example for limiting the “potential to emit”.

Completion Date:

Issue 2: Title V Minor New Source Review Permits/Public Participation in Permit-
ting

Many state programs require small emission sources to obtain a state construction
permit. Some EER staff believe that all of these minor changes must also go
through a comprehensive Title V review and then be enforceable by the federal gov-
ernment. This approach penalizes the states with the most comprehensive minor
new source review programs.

Solution: U.S. E}gA should stick with major new source review and let the states
handle minor new source permit without federal involvement. These small changes
can be incorporated into a Title V permit as an administrative change without a
formal review and comment procedure.

The most effective time for public input on changes to a facility is during the con-
struction phase. This does not mean, however, that every minor change warrants
a public hearing. U.S. EPA should recognize that sources that have completed public

articipation requirements in the preconstruction phase should be adequate for Title
urposes. For smaller and insignificant emissions changes, notification to EPA
ang the public after the permit is processed should be sufficient (without a source
permit shield). If it can be pointed out that the permit a%;ncy did not issue compli-
a}tl:lcebwith all applicable regulations, the permit should be re-opened, but only for
that basis.

EPA Commitment: U.S. EPA will issue a Supplemental Proposed Rule in the Fed-
eral Register sometime in February that will attempt to simplify the latest proposal.

Completion Date:

Issue 3: General Requirements for Title V

U.S. EPA current approach has been to develop prescriptive rules for the oper-
ations of Title V permit program. Many states with existing programs will need to
substantially modify the existing program structure to meet Pl‘itﬁ: V requirements.
This is a burden on many states and does not recognize the successful workings of
many state operating permit programs.

Solution: Develop performance criteria for Title V programs, if criteria are met,
program is approved. U.S. EPA should not require exact conformance with its pre-
scriptive regulations (e.g., regulations, source test procedures, monitoring and rec-
ordkeeping requirements).

EPA Commitment: In future rules, related to Title V, EPA will try to be more
general less s%eciﬁc and more flexible on the operation of a Title V permit program.

Completion Date:

Issue 4: Permit Term and Permit Issuance Timing

The Act now specifies the length of a Title V permit to be five years. For sources
that continue to gi in compliance or do not have any new applicable requirements,
this is a waste of time and money for all involved. Further, states are required to
review and issue all of the Title V permit applications within three years. This is
an unrealistic expectation.

Solution: Extend the permit term of Title V unless the state determines that the
permit needs to be reopened as a result of a new requirement and allow states up
to five years to issue the first round of permits.

EPA Commitment: The Clean Air Act specifies the five year term so that there
is not much flexibility related to the permit term. U.S. EPA will examine ways to
Emvide more time to states for the first round of permit review and issuance. U.S.

PA will examine how reissuance of the initial permit can be accomplished easier.
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Completion Date:
Issue 5: Insignificant Sources

Many states have very low or no application cutoffs for emission requirements or
state permitting requirements. This can cause entitieas and states to spend resources
on the eoverxfe of Title V permits to insignificant sources.

Solution: Although States may develop exemptions for insignificant air contami-
nant sources from %‘itle V, US. EPA, in conjunction with the states, should develop
a list of insignificant air contaminant sources that could be approved automatically.
States should be provided with criteria so that additional source categories could be
excluded if the criteria was met.

EPA Commitment: U.S. EPA plans to work with states to develop a list of “insig-
nificant sources and activities”. EPA would issue a draft for comment prior to the
finalization of any guidance.

Completion Date:

Issue 6: Section 112 (r) Risk Management Plans

OSWER is currently the part of EPA developing these program regulations and
requirements. It appears that what they are considering is unduly detailed and
manpower-intensive, both for the affected sources as welf as the permitting agen-
cies. There is also a consideration by some EPA stafl that the Titlegl monies should
be used for the review of the 112 (r) submittal.

Solution: The initial requirement for states reviewing Title V permits should be
for a good faith effort from sources to the States and EPA. States would only have
to certify that a risk management plan, covering all known significant emissions,
has been submitted.

The review of the 112(r) submittal is a responsibility of the federal government.
Title V monies should be used for Title V permit issuance not emergency response
programs. If the federal government wouldpfike states to review 112(r) submittals,
then additional funding to states should be provided.

EPA Commitment: OAQPS is working with OSWER to scale back the original dis-
cussion on the states’ obligation under this program.

Completion Date:

Issue 7: Periodic/Enhanced Monitoring Requirements

U.S. EPA has proposed a series of complex burdensome regulations known as “en-
hanced monitoring”. This proposal requires facilities to install emission monitorin
equipment on a number of individual emission units with small emission potentiaf
The proposal also requires the installation of emission monitoring equipment, devel-
opment of quality assurance procedures, and the reporting of data to the states.
F]:xrther, U.S. EPA, through these requirements, is requiring that its interpretation
of the rules on continuous compliance must be met.

Solution: U.S. EPA should scale back the program to only sources that are major
based on criteria pollutants. U.S. EPA should utilize the NSPS as guidelines for
methods of meeting enhanced monitoring requirements for source categories covered
by an NSPS. Finally, U.S. EPA should allow the state prescribe the methods of com-
pi'iance, averaging time, and frequency of reporting for sources regulated by the SIP.

EPA Commitment: U.S. EPA issued a supplemental rulemaking on December 28
to address some of the concerns.

Completion Date:

Issue 8: Title V Monies for 105 Match
The current interpretation of the ability to match 105 grant money with funds
athered through the operating permit program fee also needs to be rethought. The
ﬁ)PA has determined that fungs received for through the operating permit program
can not be used as match money for 105 grant purposes. lgle’A must recognize that
this will greatly impact some programs, and must be more flexible in its interpreta-
tion.

Solution: The EPA must work closely with states to assure that they will receive
adequate federal funding.

EPA Commitment: lfS. EPA has issued additional guidance that allows up to
three years for states to continue to use 105 monies as a match for federal funds.
A Federal Register notice was issued January 4, 1995 that incorporates this concept.

Completion Date:

Issue 9: Title V Applicability to Small MACT Sources

Another example is regulating many small businesses under Title V, which re-
quire very extensive operating permits. For example, neighborhood dry cleaners
which are regulated under Section 112 of the Act, Hazardous Air Pollutants are in
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the same program that Congress has intended for large facilities subject to many
air standards. There is no need to burden the Title V program with these facilities,
further there is no need for small sources such as dry cleaners to be included in
a program as comprehensive as Title V.

Solution: Limit the application of program to major sources as defined under Title
V (criteria pollutants) and Title III (toxic pollutants) under the Act.

EPA Commitment: U.S. EPA plans to keep small sources out of the Title V pro-
gram by identifying specific thresholds within the MACT promulgation.

Completion Date:

Issue 10: Technical Assistance from U.S. EPA

U.S. EPA have not been responsive to the state needs to operate an effective Title
V program.
lgion: The following list are examples where U.S. EPA could improve the work-
ing of the Title V program.
A. Improve communication between various groups in U.S. EPA in order to
avoid conflicting information on interpretation of federal requirements (e.g.,
Title III vs, Title V),
B. Respond promptly to formal requests for interpretations of federal require-
ments (e.g., request regarding field application of pesticides).
C. Review and approve local/state prohibitory rules for inclusion into the State
Implementation %Yan (SIP) as quickly as possible. This would avoid the need
to put outdated SIP requirements in ’ﬁtle permits.
D. Minimize the administrative burden on local/state permitting authorities
(e.g., reporting requirements and data submittal).

EPA Commitment: It is the desire of U.S. EPA to develop an improved system
of communication with the states and is willing to discuss with the states the for-
mat for such information exchanges.

Completion Date:

Issue 11: Additional items to provide for an improved Title V permit program.

Solution: Make optional the needs for a Compliance Advisory Panel in states that
already have an eﬂgctive small business assistance program.

EPA Commitment: U.S. EPA will examine the statute to determine whether there
is any flexibility.

Completion Date:

* The following item has been raised by states related to Title V but is also being
addressed by another NGA/ECOS position paper.

Issue 12: Non-existent or Changing EPA Guidance on Title V Permitting Issues.

When a State program is approved, that State and its sources must immediately
start dealing with a number of Title V related matters [112(g) enhanced monitoring,
periodic monitoring, etc.], even though final or usable EPA guidance will not be
available.

Solution: Eliminate federal requirements to implement U.S. EPA regulations prior
to their final promulgation. If implementation is required by federal law, accept the
state actions taken in these undefined areas.

EPA Commitment: U.S. EPA plans to issue a Federal Register notice that will
state than under 112 (g) states will not have to implement a program until U.S.
EPA issues final 112(g) requirements.

Completion Date:

** The following item has been raised by states although not related to Title V, and
not being addressed by another NGA/ECOS position paper.

Issue 13: Inadequate Resources Devoted to the Development of MACT Standards

The apparent lack of resources at the national EPA level is troubling, especiall
in the area of developing Maximum Achievable Control Technology (MACT) stam{
ards. The EPA has orally expressed concern that they will not be able to meet their
requirements under the Act to develop standards to all of the Hazardous Air Pollut-
ants. This will force states to develop individual MACT’s for sources until the EPA
has developed a national standard. This will result in confusion and inconsistency,
with a possibility of hundreds of different MACTs for the same source category.

Solution: The EPA should allocate adequate resources to develop the standards
as mandated by the Act.

EPA Commitment: U.S. EPA is aware of this issue and will attempt its best effort
to avoid having the “hammer” provisions become effective.

Completion Date:
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BRIEFING PAPER TITLE V ISSUES—FEBRUARY 27, 1995
Potential to Emit

Because of the unworkable federal definition of “potential to emit” based on maxi-
mum capacity and used to identify “major” sources, 40,000 sources, mostly small
sources, could be subject to Title pm%ram requirements. U.S. EPA approval of a
“prohibitory rule” to limit the potential to emit of small sources will reduce the
number of sources subject to Title V to less than 3,000.

Agricultural Production Exemption

Title V does not accommodate the permit exemption under State law for “major”
agricultural lf)mduct.ion sources. Therefore, major agricultural production sources
will eventua 3! be required to obtain Title V permits. The state exemption will need
to be removed for these sources in order to comply with Title V requirements. This
could be a major problem for California.

Fugitive Emissions from Agricultural Production Sources

It is not clear whether fugitive hazardous air pollutants (HAPs), notably pes-
ticides, should be counted toward the emissions of agricultural production sources.
Including such emissions would make many more agricultural production sources to
be “major” for HAPs and thus subject to Title V requirements. We wrote asking for
U.S. EPA option and have not received a response. (letter attached)

Military Base Major Source

Military bases may contain many different sources with confusing and overlap-
ping functions and responsibilities. Conversion to civilian use may place new and
unwanted Title V responsibilities on the military. Bases scheduled to be closed will

still need to apply for Title V permits if closure does not fully occur before applica-
tion deadlines.

Duplicative, Less-Stringent, and Conflicting Permit Terms

The U.S. EPA requires all federal requirements to be included in the permit, even
when they are not consistent with other federal or state requirements. We rec-
ommend that the U.S. EPA allow flexibility to state/local agencies to include the
most stringent requirement as determined by the state/local agency and to only ref-
erence the less stringent requirements. The U.S. EPA has provided a response to
this issue, but it only resolves a small portion of the problem.

TitleS;/ Applicability to Small Maximum Achievable Control Technology (MACT)
urces

The U.S. EPA has, in some MACT standards, required that nonmajor sources get
Title V permits. This is to ensure that the states enforce the standards. In Califor-
nia, since state law mandates the enforcement of MACT standards upon promulga-
tion, U.S. EPA is needlessly subjecting these sources to Title V.

Basis for Title V Permits

The U.S. EPA wants Title V permits to be constructed based on all previous
preconstruction permits (A/Cs). In California, we want to use existing operating per-
mits as the basis for constructing Title V permits. These operating permits are
based on all the A/Cs previously issued, and in a lot of cases there is no record of
A/Cs issued years and years ago.

Redundant Compliance Requirements

The U.S. EPA requires redundant federal testing, monitoring, recordkeeping, and
reporting requirements. We recommend that the U.S. EPA accept existing state/
local testing, monitoring, recordkeeping, and re rting reguirements as fulfilling
Title V requirements. We also recommend that the U.S. EPA not require rigorous
equivalency demonstrations for state/local requirements.

MEMORANDUM—AIR RESOURCES BOARD

To: John D. Dunlap, 11], Chairman
From: James D. Boyd, Executive Officer
Date: February 7, 1995

Subject: Additional Title V lssues

In response to your request for additional Title V issues that were not addressed
in the National G%vernors’ Association/Environmental Council of States issue paper,
I am enclosing suggestions for administrative fixes to improve Title V implementa-
tion. These administrative fixes would not require amendments to the federal Clean
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Air Act because they are within the administrative authority of the United States
Environmental Protection Agency (U.S. EPA).
Please let me know if you have any questions regarding this matter.

CALIFORNLA AIR RESOURCES BOARD—ADDITIONAL TITLE V ISSUES

The U.S. EPA regulation requires state/local agencies to provide to the U.S. EPA
all applications, proposed and final permits. We recommend that the U.S. EPA ac-
cept application summary forms and require the entire application only upon U.S.
ElgA request. We also recommend that the Title V program scope be limited to
“major” sources to minimize the number of applications, proposed and final permits
that must be provided to the U.S. EPA.

The U.S. E%’A regulation requires public notice of all permits and “significant”
permit modifications. We recommend that U.S. EPA accept existing state/local re-
quirements for public notice as fulfilling Title V requirements.

The U.S. EPX regulation requires permit renewal to be as complex as the initial
permit process. We recommend that the U.S. EPA allow the administrative carry-
over of unchanged parts of previous applications and permits. We also recommend
minimizing the procedures for review of unchanged permit provisions.

The U.S. EPA requirements for the “significant” permit modification process du-

licate existing state/local New Source Review processes. We recommend that the
B.S. EPA accept existing state/local New Source Review processes as fulfilling Title
V requirements.

The U.S. EPA requires redundant federal testing, monitoring, recordkeeping, and
reporting. We recommend that the U.S. EPA accept existing state/local testing, mon-
itoring, recordkeeping, and reporting requirements as fulfilling Title V require-
ments. We also recommend that the U.S. EPA eliminate rigorous equivalency dem-
onstrations for state/local requirements.

The U.S. EPA’s AIRS/AFS data system duplicates existing data systems. We rec-
ommend that the U.S. EPA accept data from existing state/local data systems. The
U.S. EPA should not require compatibility with the federal data system. This is not
a requirement from the {ederal Clean Air Act.

The U.S. EPA requires all federal requirements to be included in the permit, in-
cluding duplicative and unnecessary less-stringent requirements. We recommend
that the U.S. EPA allow flexibility to state/local agencies to include the most strin-

nt requirement as determined by the state/local agency and to only reference the
ess stringent requirements. This would help to make the permits less confusing and
more enforceable.

FACILITATING TITLE V IMPLEMENTATION IN CALIFORNIA

Below are three lists which identify fixes that would facilitate Title V implementa-
tion in California. The first list identifies easy administrative fixes that the United
States Environmental Protection Agency (U.S. EPA) could implement to facilitate
Title V implementation. The second list identifies more difficult administrative fixes
for the U.S. EPA. The third list identifies changes to the federal Clean Air Act (Act)
that would facilitate Title V implementation.

Easy Administrative Fixes

1) Accept local/state programs based on performance criteria. U.S. EPA should not
require exact conformance with its prescriptive regulations (e.g., regulations, source
test procedures, and monitoring and recordkeeping requirements).

2) Eliminate federal uirements to implement U.S. EPA regulations prior to
their final promulgation. If implementation 18 mandated by federal law and the U.S.
EPA has not promulgated final regulations, provide local/state permitting authori-
'iif;( f;l)exibility to implement federal law (e.g., toxics new source review under

g)).

3) Separate Title V program requirements from other programs mandated by the
Act. Don’t use Title V to force local/state permitting authorities to accept delegation
of other federal programs the states are not mandated to implement by the Act (e.g.,
accidental release program under Title III).

4) Improve communication between various groups in U.S. EPA in order to avoid
%onlﬂif})ing information on interpretations of federal requirements (e.g., Title I1I vs.

itle V).

5) Respond promptly to formal requests for interpretations of federal requirements

(e.g., our request regarding field application of pesticides).
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6) Review and approve local/state prohibitory rules for inclusion into the State Im-
plementation Plan (SIP) as quickly as possible. Thia would avoid the need to put
outdated SIP requirements in Title V permits.

7) Minimize the administrative burden on local/state permitting authorities (e.g.,
reporting requirements and data submittal).

More Difficult Administrative Fixes

1) Eliminate demands for local/state permitting authorities to include conflicting
requirements in Title V permits which result from differences in federal require-
ments, differences between federal and more restrictive state requirements, or
delays in approving rules into the SIP.

2) Further delay inclusion of minor sources in Title V programs to minimize the
administrative burden on states.

3) Ease the requirements for federal acceptance of local/state operating permits.
U.S. EPA has promulgated very prescriptive requirements for acceptance of local/

statedoperating permit programs (6/89). These requirements should be substantially
eased.

Suggested Changes to the Act

1) Amend Title V to provide for broad program substitution for states like Califor-
nia that have effective permit programs.

2) Amend Title V to limit application of program to major sources as defined in
Title I (criteria pollutants) and Title III (hazardous air pollutants) of the Act.

3) Amend Tit?(e) V to delete the ?mvision that provides the U.S. EPA authority
to veto operatinf permits issued by local/state permittinﬁ authorities.

4) Amend Title V to clarify that state requirements that are more stringent over-
all supercede less stringent federal requirements in Title V operating permits.

5) Xre;nend Title V to_make the establishment of a Compliance Advisory Panel op-
tional for states like California that have effective small business assistance pro-
grams.

CONCEPTS FOR CHANGING TITLE V OF THE FEDERAL CLEAN AIR ACT

To facilitate Title V program implementation in California, we recommend the fol-
lowing changes to Title V of the federal Clean Air Act (Act):
¢ Amend Title V to require the U.S. EPA to provide overall program equivalency
for existing permit programs that provide equivalent or greater air quality ben-
eﬁﬁ. The equivalency provisions should apply to both criteria and hazardous air
pollutants.
¢ Amend Title V to limit the scope of the program to major sources as defined
Knder Title 1 (criteria pollutants) and Title III (hazardous air pollutants) of the
ct.
e Delete the provisions under Title V which provide the U.S. EPA authority to
review/veto every Title V permit. Replace these provisiong with language speci-
fying that U.S.%PA authority is limited to auditing permit programs and con-
ucting enforcement actions.

e Specify that Title V requirements shall not go beyond the minimum require-
ments of Titles I and III of the Act.
» Amend Title V to clarify that Title V permits need only contain the most re-
cent state and federal requirements adopted pursuant to Titles I and III of the
Act. This will ensure that less stringent or conflicting federal requirements are
excluded from Title V permits,
e Amend Title V to specify that states are not required to implement federal
requirements via Title V permits until the U.S. EPA has promuligated final reg-
ulations (e.g., toxics new source review under 112(g) of the Act).

FEDERAL LEGISLATIVE CONCEPT TITLES

Reform Title V Permit Requirements to 1) streamline delegation, 2) exclude small-
er sources from the permit mandate, 3) eliminate EPA authority to override states’
permitting decisions, and 4) clarify that more restrictive state requirements
supercede a duplicative (yet not identical) EPA permit requirement.

1) California has a longstanding permit program that is more stringent than the
Title V permit program. To streamline the delegation process for states like Califor-
nia that have effective permit programs, we recommend that Title V be amended
to provide for a broad program substitution option.

2) Title V permit requirements apply to thousands of stationary sources that are
already under permit in California. Since the Title V program is administrative in
nature, no air %lality benefit will be achieved by subjecting thousands of small
sources to Title V permit requirements. A possible solution would be to amend Title
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V to limit permit requirements to major sources as defined in Title I (criteria pollut-
ants) and Title III (hazardous air pollutants) of the federal Clean Air Act.

3) In addition, Title V provides the EPA authority to veto operating permits is-
sued by states. This authority is unnecessary for states that already have com-
prehensive operating permit programs. Title V should be amended to delete the EPA
veto provision.

4) Title V requires operating permits to contain all applicable requirements, in-
cluding less stringent federal requirements that may conflict with state require-
ments. Including less stringent or conflicting requirements in Title V operating per-
mits would be confusing to sources and difficult for states to enforce. A possible so-
lution would be to amend Title V to clarify that more stringent (yet not identical)
state requirements supercede less stringent federal requirements in Title V operat-
ing permits.

Mr. Fox. Finally, I would ask, you suﬁgested in your testimony
that it may be best in some respects to have a delegation of some
environmental programs to the States.

Mr. STROCK. Yes, sir,

Mr. Fox. And we would like to hear more about that.

Mr. STROCK. Thank you. As you know, under most of the envi-
ronmental regulatory statutes, there are provisions whereby the
Federal Government delegates the programs to the States who
then implement them.

The States have begun to have increasing difficulties in recent
years because both for statutory or sometimes regulatory reasons,
the delegations are so prescriptive that it makes it difficult for us
to take the programs, and what is more, the criteria used for dele-
gation, because they differ among the statutes or regulatory pro-
grams, make it difficult for us to innovate, say using grant moneys
n different ways or permitting various things together that we
would like to do. And we hope that it might be considered by Con-
gress to look at this and to perhaps update the relationship.

Mr. Fox. Very well. I have no further questions, Mr. Chairman.
Thank you.

Mr. McINTOsH. Thank you very much, Mr. Fox.

Mr. Gutknecht, do you have any questions for the witness?

Mr. GUTKNECHT. Mr. Chairman, it is a bit off the subject but I
might just ask, have you had a chance to visit with your boss about
how he feels about the unfunded mandate bill we are going to—

Mr. STROCK. Oh, yes.

Mr. GUTKNECHT. Will you share that with us, please?

Mr. STRocK. Well, his view on unfunded mandates, in general,
is that he is very concerned about them—and very much believes
that there ought to be much greater movement to let the Governors
have greater authority in governance overall. They should not have
their priorities set through unfunded mandates from Washington.
That, of course, goes consistently from his work on immigration re-
form relating to people here illegally, to motor voter issues, on to
this area. I would be pleased to submit details from him for the
record if that would be useful.

Mr. GUTKNECHT. I would like to have that, Mr. Chairman. Thank
you,

[The information referred to follows:]
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A (ommitment to Federalist Principles
Restructuring the
Federal-State Relationship

BACKGROUND

espite sharing common constituencies and interests, the

relationship between the State of California and the federal

government increasingly has become one of conflict over

responsibilities, priorities, and limited resources. The cause

of this conflict is rooted in the fundamental relationship be-
tween states and the federal government.

Governor Wiison believes that the basic blueprint in the
U.S. Constitution is one in which California is an equal
partner with the federal government in fostering oppor-
o . . tunity and meeting the basic needs of its citizens. How-

Governor Wilson believes thal  ever.whether it is through legishation, regulation or court
decision, the federal government has taken the position
that the states are subordinate to the federal government.

the basic blueprint in the U.S. (on-
The subordination of state governments has taken many
stitution is one in which Califor- ™

3 Though the Constitution grants the federal govern-

in i i ment exclusive authority to set and enforce immigra-
ma 1s an equal P artner with the tion policy, the federal government has failed to con-
wrol illegal entry. Even worse, the federal government

federal governmen! in fostering requires that states and local governments provide
and pay for services to a population that is in the
country due to federal failure to prevent their entry.

opportunity and meeting the ba-

2
sic needs of its cilizens.

Q Though the states have repeatedly demonstrated in-
novation and creativity in designing anti-poverty pro-
grams that are cost-effective, foster self-sufficiency
and reduce dependency, excessive federal regulations
and court decisions effectively attack and stifle state
innovation. :

Q The federal government continues to impose restrictive mandates on state
and local governments. These federal mandates impede the ability of the
states to manage and discipline their own workforce, provide incentives
for economic development, and design programs and services to those
most in need.

29
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Q Though the federal government insists on taking primary responsibility for
authorizing entitiement programs for the sick, the elderly, and the needy. it
has failed to take action to control costs, reduce excessive liability, and
direct federal resources equitably among the states.

Governor Wilson believes that the sustainability of the California comeback
rests on restructuring the current dysfunctional federal-state relationship. He
believes this should be a priority for all governors, and strongly supports the
convening of a Conference of the States to send a unified message to
Washington that fund | reform in the federal-
state relationship is needed. f the federal government
is committed to reinventing itself, it should reform the

way it does business with the states, and the first step '

toward reform is to return to the basic consututional Federal mandates prevent
blueprint of states as partners, not subordinates.

A BLUEPRINT FOR REFORM stales from setting priorities and

The election of a Republican Congress for the first ume PO PNy
in 40 years provides the states with a unique opportu- HClllerlg the pr iorities andg oals

nity to initiate a dialogue with Washington to reexam- 29
ine and reform the federai-state relationship. Gover- their citizens want and deserve.

nor Wilson is committed to working with the new con-
gressional leadership to achieve reform in Washington.

The Governor believes that the measures outlined be-

low represent the essence of the current problem, and the recommendations
represent the basic blueprint for reform of the federal-saate relationship. just
as enactment of federai entitiement programs worked to create the dysfunc-
tional federal-state relationship currently in place, congressional actions on
the following measures are essential to return to a federal-state relationship
based on increased cooperation and a partnership among equals,

UNFUNDED FEDERAL MANDATES

The State of California’s well-documented concerns with federal immigratian
policy is a large component of an even larger problem faced by all states and
local governments: burdensome, excessive federal mandates. Federal man-
dates prevent states from setung priorities and achieving the priorities and
goals their citizens want and deserve.

The State of California is estimated to annually spend at least $8 billion wo
comply with unfunded and underfunded federal mandares imposed by Con-
gress. This estimate does not inciude all of the costs of mandates that are
imposed on the state as a result of federal court decisions that broaden the
scope of federal law beyond the intent of Congress. or create new law in the
absence of congressional or constitutional authorization.

Both the House and Senate ieadership have stated their intent to make fed-
eral mandate rehef and reform one of their highest priorities in the

30
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104th Congress. Given that the Congress has made passage of a constitu-
tional amengment to balance the federal budget a priority as well, federal
mandate reiief is essential to ensure that federal efforts to reform spending
practices do not result in new mandates on states and local governments.

Governor Wilson believes that any comprehensive mandate reform legisla-
tion should consist of three key requirements:

Q New federal mandates enacted by Congress must not be enforced unless
funding is provided to pay for the full cost of compliance with the mandate.

O New federal mandates caused by a federal court ruling must not be en-
forced uniess federal funding is provided by Congress to pay for the full
cost of pliance with the d

0 Existing congressional and court-imposed mandates should be subject to a
review by 2 bipartisan commission, with the goal of eliminating burden-

some d The ission would make recommendations on how
to impiement this goal, and Congress would be required to vote on the
[- ission’s r dati Rec dations would include elimi-

nation of mandates that are found to be duplicative. obsolete or unneces-
sary, 2s well as a means of funding those mandates not targeted for
elimination.

ENTITLEMENT REFORM

Federal entitiement programs to assist the poor and the sick such as: Aid to
Families with Dependent Children, Food Stamps and Medicaid, were designed
under the premise of a co-equal federal-state partner-
ship. Though crafted with the best of intentions, these
programs have become sympromatic of the larger
federai-state problem of state flexibility in program man-

14
Governor Wilson believes thal ~ agement being unnecessarily stified by federally required

the most effective way the federal

governmen! can ~end welfare as

benefit minimums, reporting requirements and “quality
control procedures.”

Weifare

Governor Wilson has undertaken a four-year initiative
to reform California’s weifare system.The Governor has

we know it” is to end federal created a welfare program that promotes individual re-

sponsibility, makes work pay, controls unnecessary pro-
gram growth, strengthens fraud enforcement.and cracks

restrictions and mandates on | down on“deadbeat dads.”

welfare altogether.

29 The current federal-state relationship has proven to be
the biggest obstacle to long-term welfare reform. Many
of the initiatives faunched by Governor Wilson first re-
quired the federal government’s approval for these mea-
sures.This federal approval is actually a “waiver.” and is

31



108

required if the reform initiative would be inconsistent with a federal
regul_m‘on or stauwute.

The need to seek federal waivers for even the most basic reforms is
symptomatic of a federal system that has become too restrictive of the
states’ ability to be more responsive o the needs of their citizens.Waiv-
ers are approved oniy through a difficult process and include burden-
some and pl dministrative requir Further, federal waivers
are being chalienged in federal court, subjecting reforms approved by a
governor, state legislature, and the federal agency to the personal agenda
of an unelected federal judiciary.

Governor Wilson believes that the most effective way the federal gov-
ernment can “end welfare as we know it” is to end federal restrictions
and dates on welfare With the states leading the way on
real changes in the welfare system, the Governor believes the federal
government can best further that effort by providing a basic block grant
and transferring responsibility for Aid to Families with Dependent Chil-
dren; and other welfare programs. to the states.

L h

Flexibility in Structuring Inpatient Reimbur

Through several avenues of reform, California is seeking to run its Medicaid
program through fiscal and administrative methods more resembling those
used in a competitive private sector than a government monopoly. lronically,
one obstacle to this effort has been the "Boren Amendment.” which was
passed in the early 1980s as a part of a reform package,and designed to give
greater flexibility to the states in setting Medicaid reimbursement rates for
long-term care facilities.

The Boren Amendment's charge to provide “reasonable and adequate” reim-
bursement rates based on the costs necessarily incurred by an “efficient and
economically operated” provider is one that makes sense in the abstract
Unfortunately, the federal government has failed to provide regulations reduc-
ing the abstraction to concrete guidance.

As a result, courts have turned the Boren A d into an expensive pro~
cedural straitjacket. which has driven both endless costly litigation and up-
wardly spiraling costs.

Governor Wilson believes that Congress should rewrite the Boren Amend-
ment in 2 way that will make it possible for states to set inpatient rates in a

ible and competitive fashion, with the ceruinty that federally approved
rate-setting mechanism will not be open to constant second-guessing through
the litigation process.

Enuitable Fundi

F for

9 &

Medicaid, AFDC, and Foster Care programs are financed with state and fed-
eral funds. To determine the federal share, the Federal Medical Assistance
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Percentage (FMAP) formula is used. The FMAP formula uses per capita per-
sonal income to measure both the need for assistance in a state as well as the
resources available to meet that need.

In 1983, 1991 and 1993, the General Accounting Office (GAO) reieased re-
ports showing that per capita personal income is an inadequate measure of a
state’s fiscal capacity, and as a result of its use, some states were being
undercomp d and some overcomp d by the federal government
GAO recommended modifying the formula, using poverty rates instead of per
capita personal income to determine need in 2 state.

The GAO provided eight options for a new formula in their latest report.
Uncler each option the federal matching rate for California would be increased
from its current level of 50 percent. Based on the GAO option that would
provide the lowest percentage (54.41 percent), for California, the State is
being denied over $600 million annually due to undercompensation by the
federal government.

Governor Wilson believes Congress should modify the FMAP formula in ac-
cordance with GAO recommendations, to ensure that all states are fairly com-
pensated for Medicaid. AFDC, and Foster Care programs.

Other Entitiement Reforms

In addition to the broad reforms mentioned above. the Governor is propos-
ing specific changes to federal mandates at the federal ievel as part of his
1995-96 budget. These reforms would give California more flexibility to deal
with entitiement programs that are growing in our state at greater rates than
our population and tax resources. Such changes inciude:

Q Eliminating federal mandates that require maintenance of states' AFDC
grants at their May 1988 ievel. Currently, states are able to increase their
AFDC grant levels (which unilaterally commit additional federal dollars) by
notifying the federal government of this program change. However, states
are denied the ability to reduce their grants below the 1988 level, uniess
they receive federal approvai undler a waiver which requires an elaborate
demonstration program. instead, states should be aliowed to adjust their
AFDC payment level through submission of "state pian amendments” to
the federal Department of Health and Human Services.

Q Eliminating federal d for states’ supplementary payment (SSP) pro-
grams. which are tied to the federal Supplemental Security Income (SSI)
program, by (1) abolishing maintenance of SSP grants at their 1983 level.
and (2) allowmg states, at their option, to provide SSP to alcohol and drug

dividuals who are eligible for SSI. States should have mare
ﬂexlblhty in determining the ellg|b||||:y groups, payment categories. and pay-
ment levels for their “voluntary” state supplemental programs.

Q Reforming sponsored aliens’ eligibility to social service programs (AFDC,
Food Stamps, SSUSSP) and Medicaid by prohibiting their participation for
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five years, By excluding those aliens endrely from aid for five years, spon-
sors (who must agree, as required by federal law, to support these individu-
als for five years after their entry into the United States) will be held to
their financial contract, rather than the taxpayer.

3 Revising the process by which states may apply for existing federal Medicaid
funding to allow states to test innovative, new ap-
proaches for expanded heaith care coverage for low-
income target populations not now served through

the Medicaid program. Currently, states interested 144
in expanding access through Medicaid are hampered As sponsors. the | .
by the infiexibility of federal entt requirements P ederal gov

and extensive judicial intervention. By providing states

new flexibility to structure approaches consistent ernment must meet ils legal and

with their needs and fiscal circumstances, the fed-
eral government can act as a partner with states to

meet the common goal of expanded access to cov- financial obligalions to support

erage for high-priority populations in need of medi-
cal care.

refugees entirely for their first 36

FEDERAL RESPONSIBILITY FOR REFUGEE FUNDING

2

Of the approximately 1.6 million refugees admitted to months...

the United States since 1975, approximatety 600.000

(38 percent) reside in California The Refugee Act of

1980 provided for the federai government to cover 100

percent of the costs for cash and medical assistance during the first 36 months
of a refugee’s residency in the United States. Since that time, the federal gov-
ernment began reducing its parucipation unul. by 1991, funding for refugees
who are on mainstream public assistance programs funding (AFDC, S5I/S5P and
Medi-Cal) had been eliminated.

The federal government has the sole responsibility for determining the num-
ber of refugees entering the United States.The federal government's sponsor-
ship (including access to welfare payments and health care) of these individu-
als is no different than that agreed to by sponsors of legal aliens. who agreeto
provide support to these individuals for up to five years. To date, the federal
agencies setting quotas for refugee entrants provide no coordination with
federal agencies responsible for providing resources to states for human ser-
vice programs.As sponsors, the federal government must meet its legal and
financial obligauons to support refugees entirely for their first 36 months,
rather than placing the additionai burden upon states and their taxpayers who
have no decision-making role in the quota process.

As part of his 1995-96 Budget. Governor Wilson again calls on the federal
government to fulfill its promise to states for 100 percent funding for services
to the population for their first 36 months in the United States. Beginning
October 1995, 100 percent federal funding for AFDC, SSI/SSP and Medi-Cal
services to refugees will save California $102 million.
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lllegal Immigration—
Federal Responsibility and Fairness
to State and Local Governments

alifornia is home to more than .8 million illegal immigrants

(nearly 5.6 percent of our total state population) and an

additional 125,000 cross the border to sertle in California

every year. California is mandated by the federal government

to provide education and emergency health care to illegal im-
migrants, as well as provide custody or supervision to illegal immigrant fetons.
in 1995-96, California taxpayers are projected to foot the bill for over
$3.6 billion in state costs for services to illegal immigrants. Of this toual,
$2.65 billion is for federally mandated activities. These costs come at the
expense of the State being able to provide much-needed services to iegal
residents.

The U.S. Constitution designates immigration policy as an exclusive federal
responsibility. Yet federal policy, from lax border enforcement to burdensome
mandates to provide services, is grossly contrary to constitutional responsi-
bility. And as the most recent election demonstrated. California voters no
longer wish to be held captive by this failed federal policy.

In his 1995-96 Budget. Governor Wilson continues his call on the Federal
Government to enact comprehensive reform of its immigration policy. This
new policy should be based on two principies: full federal responsibility and
fairness to state and local governments.This policy should include the following:

Q The level of Border Patroi personnel and resources needed to replicate
the success achieved by “Operation Hold the Line” at El Paso, Texas.

Q Immediate. mandatory custody_of illegal immigrants convicted in state
courts, or full reimbursement tostate and local governments for the costs
of providing custody and supervision to illegal immigrant felons.

O A fraud-resistaant identification system to enforce federal laws prohibiting
employment of illegal immigrants, and to determine eligibility for publicly
funded benefits.

Q Repeal of all current federal mandates to provide services to illegal immi-
grants, or full reimbursement to state and local governments for their
costs of complying with these mandates.

A number of important developments have occurred during the past year
foliowing Governor Wilson's call for federal leadership in the area of illegal
immigrauon. Consensus has been achieved about several key da and esti-
mating methods, for which there was once little agreement. During the last
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year, studies on the cost of illegal immigrants in California have been con-
ducted by both the Urban Institute and the U.S. General Accounting Office
(GAO). Given that these recent studies have arrived at essentially identical
conclusions to California estimates, the issue over how to estimate cost is
now resolved and federal attention to provide the necessary reimbursement
to states is long overdue.

Senator Barbara Boxer, upon release of the GAO report stated,“There is no
question that the peopie of California, whether they voted for Prop [Proposi-
tion] 187 or not believe that our state must be fully reimbursed for costs
incurred as a result of the failure to enforce immigration laws.” The senator
continued, "As 2 member of the budget commitree. where this issue will be
debated as we put together next year's federal budget, | believe it is essential
that | show my colieagues specific figures that show the true unreimbursed
cost to California” The Governor agrees.and believes that the federai govern-
ment has the data and methodology necessary to determine a funding level
necessary to fully reimburse California for the cost of iliegal immigration.

Further. due to extensive lobbying by Governor Wilson and others, Congress
for the first time provided $130 million to rexmburse states for the costs of
incarceraung illegal immigrant felons. Though this represents an important
first step. the funding amount falls far short of fuli reimbursement. Congress
has had the authority to fully reimburse the states for these costs since 1986,
and GovernorWilson once again calis on Congress to provide full reimburse-
ment for 1995-96.

THE STATE COST OF ILLEGAL IMMIGRATION

As exhibited in the adjacent table. illegal immigrants will cost Cali-
fornia taxpayers $2.65 billion for education,incarceration,and health
care in 1995-96. In addition. illegal immigrants will incur costs
amounting to approximately $1.0 billion for their share of general
state provided services. These general services include police pro-
tection,road and park usage, environmenta! preservation,and other
services from which illegal immigrants aiso benefit by residing in the
State. Because these public services benefit all residents of the
State regardless of their residency status, iilegal immigrants should
bear a proportional share of the cost for providing these services.
in total. ilegal immigrants will cost California over $3.6 billion dur-
ing 1995-96. Even when an estimate of state taxes paid by illegal
immigrants is considered, the net cost borne by iegal resident state
taxpayers is at least $2.8 billion.
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COSTS OF PROVIDING STATE
SERVICES TO ILLEGAL IMMIGRANTS
1995-96
(DOLLARS IN MILLIONS)

Eederally Mandated Services:
K-12 Education $1.737
INCarceraton 503
Heatth Sarvices _a

Federal Mandate Subtotal $2.654
Other State Provided Services 1900

Total $3654

The above estimate does not inciude all state
costs tor sances to illegal immigrants. Amaong
tha costs that Califomia excludes are costs lor
chilg development, aaul