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(1)

THE ROLE OF SCIENCE IN REGULATORY
REFORM

THURSDAY, APRIL 30, 2009

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON INVESTIGATIONS AND OVERSIGHT,

COMMITTEE ON SCIENCE AND TECHNOLOGY,
Washington, DC.

The Subcommittee met, pursuant to call, at 10:06 a.m., in Room
2318 of the Rayburn House Office Building, Hon. Brad Miller
[Chair of the Subcommittee] presiding.
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1 74 FR 5977 (2009).
2 H.AMDT. 461 to H.R. 2829, Making appropriations for financial services and general govern-

ment for the fiscal year ending September 30, 2008, and for other purposes. The amendment
was accepted by voice vote and was in the version of H.R. 2829 that passed the House, but it
was removed in the Senate and was not included the final legislation, H.R. 2764, the Consoli-
dated Appropriations Act, 2008.

HEARING CHARTER

SUBCOMMITTEE ON INVESTIGATIONS AND OVERSIGHT
COMMITTEE ON SCIENCE AND TECHNOLOGY

U.S. HOUSE OF REPRESENTATIVES

The Role of Science
in Regulatory Reform

THURSDAY, APRIL 30, 2009
10:00 A.M.–12:00 P.M.

2318 RAYBURN HOUSE OFFICE BUILDING

Purpose
On Thursday, April 30, 2009, the Subcommittee on Investigations and Oversight

of the Committee on Science and Technology will hold a hearing regarding President
Obama’s call for updating the federal regulatory review process. In one of his first
orders, Mr. Obama withdrew the Bush Administration’s controversial Executive
Order 13422 and also directed the Office of Management and Budget (OMB) to de-
velop a set of recommendations for a new approach to regulatory review within 100
days.1 The new Executive Order would replace the Clinton-era Executive Order
12866, published on September 30, 1993 and currently in force, which provides guid-
ance to agencies for submitting proposed regulations to OMB for pre-approval.

In his Memorandum, the President noted that ‘‘a great deal has been learned’’
about regulation, its uses and the process of regulatory review since the publication
of E.O. 12866. In what he called ‘‘this time of fundamental transformation,’’ the
President said that the regulatory review ‘‘process—and the principles governing
regulation in general—should be revisited.’’ OMB issued a request for public com-
ment regarding regulatory reform that would:

• ‘‘offer suggestions for the relationship between [the Office of Information and
Regulatory Affairs (‘‘OIRA’’) ] and the agencies;

• ‘‘provide guidance on disclosure and transparency;
• ‘‘encourage public participation in agency regulatory processes;
• ‘‘offer suggestions on the role of cost-benefit analysis;
• ‘‘address the role of distributional considerations, fairness, and concern for the

interests of future generations;
• ‘‘identify methods of ensuring that regulatory review does not produce undue

delay;
• ‘‘clarify the role of the behavioral sciences in formulating regulatory policy;

and
• ‘‘identify the best tools for achieving public goals through the regulatory proc-

ess.’’
E.O. 13422 required that agencies identify in writing to OIRA the specific market

failure or problem that warranted the proposed regulation or guidance; that a Presi-
dential appointee in each agency be designated as Regulatory Policy Officer; and
that that officer approve each regulatory undertaking by the agency. The Sub-
committee held two hearings on E.O. 13422 in the previous Congress, on February
13, 2007 and on April 26, 2007, and Chairman Miller sponsored an amendment
aimed at blocking OIRA from using funds in its 2008 appropriation to implement
the Order.2

This hearing marks the third by the Subcommittee to examine the role of the Of-
fice of Information and Regulatory Affairs (OIRA), the office at OMB that has
evolved into the center for Executive review of regulations. Prior hearings focused
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on how the Bush Administration was using OIRA to block, hinder or weaken regu-
latory proposals from statutory agencies. This hearing will receive testimony from
experts in the public interest and academic world who track the activities of OIRA
or the results of its interventions. In particular, it will look at the following issues:

1. The nature of OIRA’s role in the regulatory process, particularly in the way
it uses or challenges scientific information, and its relationship to federal
regulatory agencies;

2. The standard of transparency that should be expected of OIRA in the regu-
latory process; and

3. The role of cost-benefit analysis in the regulatory process.

Witness List
Caroline Smith DeWaal: Director, Food Safety Program, Center for Science in the
Public Interest
Rick Melberth, Ph.D.: Director, Federal Regulatory Policy, OMB Watch
Wesley Warren: Director of Programs, National Resources Defense Council
Cary Coglianese, Ph.D: Associate Dean and Edward B. Shils Professor of Law and
Professor of Political Science, University of Pennsylvania Law School
Rena Steinzor: Professor of Law, University of Maryland.

Key Issues
Regulatory authority is the main tool Congress has used to charge Executive

agencies with responsibilities to protect the environment, public health, the safety
of the workplace, the use of public lands and myriad other good purposes. Congress
obviously cannot pass a new law every time a new threat to the environment or to
human health emerges. Instead, Congress puts into place general purposes, general
authority and a set of values that the agency should use in carrying out the law.

When OIRA injects itself into the regulatory process, it can become unclear
whether the Office is acting to guarantee that a proposed regulation is convincingly
demonstrated and efficient in its likely outcome, or is simply substituting the Presi-
dent’s values and preferences for the goals and purposes Congress wrote into law.
The line between the former and the latter can be crossed either in the guidance
to agencies from OIRA or by the way OIRA conducts itself.

OIRA has quietly grown into the most powerful regulatory agency in Washington.
The Reagan Administration used OIRA to push further and further into the process
of vetting regulations. A string of Executive Orders in the 1980s, many issued dur-
ing David Stockman’s tenure at OMB, forced agencies to let OIRA be a full part-
ner—some thought dominant partner—in moving regulations forward. Several
House Chairs fought a very bitter struggle to push OIRA back out of the business
of interfering with the conduct of agencies as they carried out the law. That fight
met only mixed success.

E.O. 12866, discussed in greater detail below, was a Clinton-era effort to retain
Reagan-initiated White House oversight of agency regulatory processes balanced
against the recognition that agencies must have primacy in the regulatory process.
The thrust of E.O. 12866 was to pare back the array of regulatory actions that
would be swept up into OIRA’s review, and it was estimated that the reviews done
by OIRA fell from approximately 2,000 to approximately 500. Clinton’s OIRA, while
still assertive, was cognizant that it was ultimately the agencies that were charged
by Congress with carrying out public purposes and that OIRA’s assertions of author-
ity had to be tempered by that legal reality.

The Bush Administration moved very aggressively to supplant the agencies’ au-
thority with a centralized command-and-control system whereby OIRA acted as a
very stingy gatekeeper on what proposed regulations could see the light of day. In
tone, OIRA returned to the Reagan era, using its privileged position as ‘‘the Presi-
dent’s voice’’ in regulatory matters to push agencies into rethinking everything they
were doing on regulation.

Critics of the role OIRA began in 2001 to assert that the values and judgments
of OIRA’s small staff—which is dominated by economists—trumped the judgments
of technical experts in the agencies and supplanted the values in statute designed
to guide agency regulatory activities. OIRA used its circulars to force agencies to
analyze and reanalyze the information underlying and supporting proposed regula-
tions.

Additionally, under the now-revoked E.O. 13422, OIRA put in place very clear eco-
nomic criteria for regulation and guidance that, depending on the case, may have
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3 42 Stat. 22, Ch. 18, Sec. 207. OMB currently resides at U.S.C. Title 31, Chapter 5 (31 U.S.C.
Sec. 501).

4 53 Stat. 1423, Sec. 1.
5 84 Stat. 2085, Sec. 102(a), restated 88 Stat. 11, Sec. 1.
6 44 U.S.C. Chapter 35, P.L. 96–511, restated P.L. 104–13, 109 Stat. 163.
7 44 U.S.C. Sec. 3503.
8 44 U.S.C. Chapter 35, P.L. 96–511, restated P.L. 104–13, 109 Stat. 163.
9 44 U.S.C. Chapter 35, P.L. 104–13, 109 Stat. 163.
10 P.L. 105–277, 112 Stat 2681.
11 P.L. 106–554, Sec. 515, 114 Stat. 2763.

had nothing to do with the values established in statute. Finally, having neither
consulted nor received input from Congress, the Bush Administration made the Reg-
ulatory Policy Officer a more empowered gatekeeper, with direct political allegiance
to the President.

Many (including staff of regulatory agencies) assert that the cumulative effect of
OIRA’s behavior under the Bush Administration was to intimidate agencies into
running away from their statutory responsibilities in order to avoid getting caught
up in the political struggles that were associated with moving regulation forward.
Supporters of the Bush-era approach, happy to see an office moving to slow agency
actions, argued that the net result of OIRA’s actions was, at the end of the day,
more defensible regulation.

The question facing the President and the country is: What kind of OIRA should
we have? If the Clinton era order is dated and not as transparent as it could be,
and the Bush era approach is too much ‘‘centralized command-and-control’’ and
raises questions about whether the Executive is undermining agencies’ abilities to
carry out the law, what should the new Administration do with OIRA? Getting the
answer to this question right is the difference between a government that follows
the law—acting effectively and efficiently to protect the public’s health and safety—
and crippling the ability of agencies to carry out the laws passed by Congress.

Background
Brief History of OMB: What is now known as the Office of Management and
Budget (‘‘OMB’’) was originally created in the Budget and Accounting Act of 1921.3
The Act created the Bureau of the Budget (‘‘BOB’’) in the Treasury Department.
Congress created BOB to unify the budget process and enable the Executive branch
to send a single budget to Congress. Previously, the Executive branch transmitted
budgets to Congressional committees independently of one another, and the budget
process was consequently highly fragmented. Created at the same time, the
Congress’s General Accounting Office (now the Government Accountability Office)
was to give Congress an ability to independently check the budgetary information
from the Executive as well as to examine the way programs were being funded and
managed.

In 1939, Congress moved BOB from the Treasury Department to the Executive
Office of the President.4 FDR, largely through executive order, expanded BOB’s
functions to include broad management oversight of federal operations.

In 1970, BOB went through another major reorganization, which saw it trans-
formed into OMB.5 At this time, the federal management oversight functions of
OMB were expanded, and they have continued to be expanded until the present day.

The next major change to OMB occurred with the 1980 Paperwork Reduction Act.6
This act created the Office of Information and Regulatory Affairs (‘‘OIRA’’) within
OMB.7 OIRA’s original charge was primarily to reduce the government paperwork
burden on the public and to develop policies and standards with regard to informa-
tion management. One focus of this was to eliminate duplicative or unnecessary pa-
perwork and information collection.

Other major laws affecting OMB are the Congressional Budget Act of 1974, and
the Budget Enforcement Act of 1990. The Budget Enforcement Act expired in 2002.

OIRA and Executive Order 12866: The Office of Information and Regulatory Af-
fairs was created with the 1980 Paperwork Reduction Act.8 Under the enabling Act,
OIRA was charged with reducing the government paperwork burden on the public
and developing policies and standards with regard to information management.
Throughout the years, OIRA’s functions have been expanded through legislation and
executive action. The major surviving changes include the Paperwork Reduction Act
of 19959 and Executive Order 12866 (1993). In addition, during the Administration
of George W. Bush, OIRA came to oversee implementation of the Data Access Law10

and the Data Quality Law,11 including the peer review practices of agencies.
The effect of these and other changes to OIRA was to guarantee OIRA the central

role in the promulgation of virtually all federal regulations.
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Executive Order 12866 requires the following from all agencies:
1. Assess the economic costs and benefits of all regulatory proposals;
2. Complete a Regulatory Impact Analysis (‘‘RIA’’) for all major rules (any rule

that will have an impact of $100 million or more, or that OMB designates
as major). The RIA must describe the costs and benefits of the proposed rule
and alternative approaches, and then justify the chosen approach;

3. Submit all major proposed and final rules to OMB for review;
4. Wait until OMB reviews and approves the rule before publishing proposed

and final rules;
5. Submit an annual plan to OMB to establish regulatory priorities and im-

prove coordination of the Administration’s regulatory program (this require-
ment also applies to independent agencies);

6. Periodically review existing rules.
Most of these requirements actually originated in earlier administrations (particu-

larly the Reagan Administration). The initiatives of the Reagan years had turned
OIRA into a kind of ‘‘gatekeeper’’ that stood between the agencies and the ability
to put regulations out for comment, or to finalize them. However, the Clinton Ad-
ministration intended to set a different tone and, drawing on what it felt to be the
best of the ideas of the Reagan years, drafted a new Executive Order to organize
and guide the work of OIRA.

Sally Katzen, an attorney by training with experience in the Carter Administra-
tion’s management system, took the lead in drafting E.O. 12866. That process in-
volved comment and review from all the agencies, as well as participation by OMB
General Counsel, White House Counsel and Domestic Policy Staff, and even the
President himself. What Katzen attempted to do has been described as the ‘‘hot tub
theory’’ of managing regulation: Rather than being a gatekeeper, OIRA would work
with agencies to put out the best regulations possible. The economics of a proposal
were important, but not to the exclusion of other values. Indeed, there was recogni-
tion that not everything valued by society could have a dollar value assigned to it.
In addition, some statutes require agencies to consider economic costs only in choos-
ing among alternatives for achieving the goal of a regulation, not in deciding wheth-
er to issue the regulation or not.

Clinton’s approach changed regulatory oversight. First, it set up a 90-day period
for OMB review of proposed rules and created a mechanism for the timely resolution
of disputes between OMB and agency heads. There would be no ‘‘paralysis by anal-
ysis’’ if these commitments were kept. Second, it created new public disclosure re-
quirements which mandated that all documents exchanged between OMB and the
agency during regulatory review be made available to the public at the conclusion
of the rule-making. Last, the Order created a process for meetings between OMB
officials and people outside the Executive branch regarding pending reviews that at-
tempted to shine a more public light on such meetings.

These aspects of E.O. 12866 made the OMB regulatory review process much more
transparent and limited OMB’s ability to ‘‘kill’’ agency rule-making by endless OMB
review. The E.O. also focused OMB review to include only major rule-making in-
stead of all rule-making, reducing the number of regulations reviewed each year
from more than 2,000 under Reagan to about 500 under Clinton.
Bush Amendments to E.O. 12866: The Bush Administration amended this Execu-
tive Order twice. The first amendment, in 2002, simply removed the Vice President
from the process, replacing that office with that of the White House chief of staff.
The second occasion for amendment, the now-revoked Executive Order 13422, came
with limited warning and little discussion, and it carried much broader implications.
Below is a summary of the major changes.
1. Elevating ‘‘Market Failure’’:

First, the amendment established a new standard that had to be met by any pro-
posed guidance or regulation. Originally, the first principle guiding submissions to
OIRA seeking approval of a proposed regulation was: ‘‘Each agency shall identify
the problem that it intends to address (including, where applicable, the failures of
private markets or public institutions that warrant new agency action) as well as
assess the significance of that problem.’’

The amended language read, ‘‘Each agency shall identify in writing the specific
market failure (such as externalities, market power, lack of information) or other
specific problem that it intends to address (including, where applicable, the failures
of public institutions) that warrant new agency action, as well as assess the signifi-
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cance of the problem, to enable assessment of whether any new regulation is war-
ranted.’’

Critics of OIRA alleged that this new standard of ‘‘market failure’’ supplanted the
values that exist in statute for regulatory action. They also felt that OIRA could use
this standard to summarily dispense with proposals it deemed to be unconvincing
in their articulation of a market failure. However, there was permissive language
allowing for other kinds of analysis.
2. Presidential Appointees as Regulatory Policy Officers

The amendment directed each agency to name a Regulatory Policy Officer who
would be a Presidential appointee. While Regulatory Policy Officers had been re-
quired in the Executive Order as originally propounded in 1993, the notion that the
officer must be a Presidential appointee took the expert staff of agencies out of the
picture. The language of the amendment charged this officer with being ‘‘involved
at each stage of the regulatory process to foster the development of effective, innova-
tive, and least burdensome regulations and to further the principles set forth in
[the] Executive order.’’

This political appointee appeared to have the function of a kind of gatekeeper’s
gatekeeper. The officer was to compose an annual plan and ‘‘no rule-making [was
to] commence nor be included on the Plan without the approval of the agency’s Reg-
ulatory Policy Office.’’ Previously such officers were to be involved in the rule-mak-
ing process; with the amendment, they were to have total discretion over the initi-
ation of work that could lead to a regulation. (The Congressional Research Service,
reporting on the amendment, stated that these regulatory officers had largely been
drawn from political appointees already, so that the change might not be a notable
one; however, the source of this assertion was OIRA itself, and because OIRA kept
no master list of these officers, evaluating the assertion was problematic.)
3. Aggregate Regulatory Costs and Benefits

The original E.O. 12866 required a ‘‘summary of planned significant regulatory
action including, to the extent possible, alternatives to be considered and prelimi-
nary estimates of anticipated costs and benefits.’’ E.O. 13422 amended it to expand
this requirement by directing that each agency provide the ‘‘best estimate of the
combined aggregate costs and benefits of all its regulations planned for that cal-
endar year to assist with the identification of priorities.’’

Critics alleged that this would elevate cost-benefit analysis in the regulatory proc-
ess. Cost-benefit analysis is an analytical tool that is very controversial in guiding
regulatory behavior. While the call to make sure that the benefits of a regulation
exceed its costs has a simple appeal, the reality is that many of the benefits regula-
tions are designed to capture (the survival of a species, protecting the lives and
health of citizens, the quality of the air or water) are impossible to place an accurate
value on. The costs of steps to implement a regulation, however, are usually easy
to specify with precision. The result is a process that tends to be very complete in
its enumeration of costs and incomplete in its ability to set values on the benefits.
Retrospective studies have found that the estimated costs of a regulation turn out
to be overstated. And, of course, using ‘‘dollars’’ to estimate costs provides the illu-
sion of a precision that does not—perhaps cannot—exist.

Critics also viewed this as a potential first step towards a regulatory ‘‘budget’’
whose capping might be used to stop future regulations.
4. Review of Significant Guidance Documents

Under E.O. 13422 each agency was obliged to provide OIRA with advance notice
of all proposed significant guidance documents. OIRA could then decide which guid-
ance it deemed ‘‘significant’’ from its perspective and ask for the proposed guidance
and a brief explanation of need, as provided in: ‘‘The OIRA administrator shall no-
tify the agency when additional consultation will be required before issuance of the
significant guidance document.’’ There was no time limit on how long OIRA could
take in moving on these guidance proposals.

The potential impact on agency conduct appeared very, very significant in that
it might sweep up thousands of such proposals each year. The amendment required
that guidance be issued to communicate to an affected public how an agency in-
tended to interpret or enforce statutory directions. The business community relies
on such guidance to ensure that conduct will comply with agency intentions for ap-
plication of law.

Conclusion
With his decisions to revoke Executive Order 13422 and to initiate a thorough-

going review of the federal regulatory process, the President has called into question
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12 74 FR 8819 (2009).
13 Links to these comments were available at http://www.reginfo.gov/public/jsp/EO/

fedRegReview/publicComments.jsp as of April 24, 2009.

the direction in which that process was going during the previous administration.
During a public comment period that was announced on February 26, 200912 and
closed on March 31, 2009, OMB received 187 comments on ‘‘how to improve the
process and principles governing Federal Regulatory review’’ from industry, non-
profit advocacy groups, academics and academic institutions, labor unions, trade as-
sociations, State and local officials, a foreign government and private individuals.13

It is apparent that the President’s action has rekindled debate on such basic issues
as the role of science versus that of economics in regulation and the role of Congress
versus that of the White House in setting the parameters of the regulatory process.
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Chair MILLER. Good morning and welcome to this hearing to ex-
amine our options for regulatory reform. That has been something
this subcommittee has worked on. Dr. Melberth, your organization
has played an important role as well.

Today’s discussion is a sequel to two hearings that this sub-
committee held in the last Congress on the role of the Office of In-
formation and Regulatory Affairs, or OIRA. Although rarely in the
headlines, OIRA has in the last few years since its creation under
President Reagan quietly become the most powerful regulatory of-
fice in the Federal Government.

This fact was highlighted when an Executive Order promulgated
by the Bush Administration, Executive Order 13422, gave OIRA
even greater powers, powers that could be exercised behind closed
doors. In changing the review process, it strengthened the influ-
ence—the Executive Order strengthened the influence of OIRA,
which is staffed mainly by economists, over the final content of reg-
ulations first drafted by regulatory agencies, scientific and tech-
nical experts. The order had the effect of placing in the hands of
the President, OIRA and a faceless political operative at each agen-
cy, power over regulatory efforts that was consistent neither with
statute nor with the Constitution.

This subcommittee last met to discuss—since we last met, the
regulatory landscape has changed. There is a new President. You
probably read about it in the papers. Within 10 days of his inau-
guration, President Obama withdrew that Executive Order and
gave the Office of Management and Budget, of which OIRA is a
part, 100 days to develop a set of recommendations for a new ap-
proach to regulatory review.

President Obama said that far more is now known about regula-
tion than when the Clinton Administration issued Executive Order
12866, the predecessor Executive Order, which set out the funda-
mental principles and structures that currently govern regulatory
review. He said that a great deal has been learned not only about
when regulation is justified but also what works and what does
not. He has ordered that a successor to Executive Order 12866 be
drafted.

From eight points that the President directed OMB to address in
its recommendations, we have chosen three today with the help of
our panel of experts in this topic that we will explore. One is the
relationship between OIRA and the agencies. We will give special
attention here to the way OIRA uses or challenges scientific infor-
mation. Second, disclosure and transparency. Today’s focus will be
on the standard of transparency that should be expected of OIRA
and up and down the regulatory process in issuing new regulations.
And the third, the role of cost-benefit analysis in the regulatory
process.

The President’s action has rekindled debate on such basic issues
as the role of science in economics and regulation and the role of
Congress and the White House in deciding how regulations are
issued and the discretion that the underlying law and the Constitu-
tion allows the executive branch. The Constitution does not say the
President shall faithfully execute the laws that he likes. From 183
responses, many of them long and detailed, that OMB has gotten
already under that proposed change in the Executive Order, it ap-
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pears that the debate on how rule-making should proceed from
here will be vigorous and it should be vigorous.

The questions facing the President and the Nation are weighty.
What kind of OIRA should we have? Should it be one that, as has
often has been the case, acts as a gatekeeper, often in secret, hin-
dering the regulatory process through delay and the application of
extralegal criteria? Or should it be the one that sees itself as a
partner with the agencies, sharing the goal of timely, sensible and
effective regulation?

Coming up with the right answer to those questions could be the
difference between a government that follows the law, acting effec-
tively and efficient to protect the public health and safety and one
that cripples the ability of its own executive branch agencies to
carry out the laws passed by Congress. I look forward to the testi-
mony and to the discussion following the testimony.

I now recognize Dr. Broun for his opening remarks.
[The prepared statement of Chair Miller follows:]

PREPARED STATEMENT OF CHAIR BRAD MILLER

Good morning. I want to welcome all of you to this hearing on to examine options
for regulatory reform.

Today’s discussion is a sequel to two hearings that this subcommittee held in the
last Congress on the role of the Office of Information and Regulatory Affairs, or
OIRA. Though rarely in the headlines, OIRA has, in the years since its creation
under President Reagan, quietly become the most powerful regulatory office in the
Federal Government.

This fact was highlighted when an Executive Order promulgated by the Bush Ad-
ministration, E.O. 13422, gave OIRA even greater powers, powers that could be ex-
ercised behind closed doors. In changing the review process, it strengthened the in-
fluence of OIRA, which is staffed mainly by economists, over the final content of reg-
ulations first drafted by regulatory agencies’ scientific and technical experts. The
order had the effect of placing in the hands of the President, OIRA, and a faceless
political operative in every agency, power over regulatory efforts that was consistent
neither with statute nor with the Constitution.

Since this subcommittee last met to discuss OIRA, the regulatory landscape
changed. Within ten days of his inauguration, President Obama withdrew E.O.
13422 and gave the Office of Management and Budget, of which OIRA is a part,
100 days to develop a set of recommendations for a new approach to regulatory re-
view.

Mr. Obama said that ‘‘far more is now known about regulation’’ than when the
Clinton Administration issued Executive Order 12866, which set out the funda-
mental principles and structures that currently govern regulatory review. He said
that ‘‘a great deal has been learned . . . not only about when [regulation] is justi-
fied, but also about what works and what does not.’’ He has ordered that a successor
to E.O. 12866 be drafted.

From eight points that the President directed OMB to address in its recommenda-
tions, we have chosen three that, with the help of our panel of expert witnesses,
we will explore today:

1. ‘‘The relationship between OIRA and its agencies.’’ We will give special at-
tention here to the way OIRA uses or challenges specific scientific informa-
tion.

2. ‘‘Disclosure and transparency.’’ Today’s focus will be on the standard of
transparency that should be expected of OIRA in the regulatory process.

3. ‘‘The role of cost-benefit analysis’’ in the regulatory process.
The President’s action has rekindled debate on such basic issues as the role of

science and economics in regulation, and the role of Congress and the White House
in deciding how regulations are issued and the discretion that the underlying law
allows the Executive Branch. From the 183 responses—many of them long and de-
tailed—that OMB received to its request for public comment on the matter, it ap-
pears this debate will be vigorous.
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And well it should be. The questions facing the President and the Nation are
weighty: What kind of OIRA should we have? Should it be one that, as has so often
been the case, acts as a gatekeeper, hindering the regulatory process through delay
and the application of extra-legal criteria? Or should it be one that sees itself as
a partner with the agencies, sharing the goal of promoting timely, sensible, and ef-
fective regulation?

Coming up with the right answer to these questions could be the difference be-
tween a government that follows the law—acting effectively and efficiently to pro-
tect the public’s health and safety—and one that cripples the ability of its own Exec-
utive agencies to carry out the laws passed by Congress. I look forward to our testi-
mony and discussion.

I now recognize Mr. Broun for his opening remarks.

Mr. BROUN. Thank you, Mr. Chair. I want to congratulate you for
staying within five minutes, but as you know, I will always——

Chair MILLER. When I hear congratulations, I assume it is about
basketball.

Mr. BROUN. I will always go with you to take as long as you
want, Mr. Chair. Thank you, Chair Miller. I want to thank you for
holding this hearing and I want to welcome the witnesses here
today.

The regulatory process is an important topic for this committee
to address as regulations affect the lives of every citizen, whether
it is through public health, economic stability or public safety.
Science is central to this process and provides a foundation of
knowledge. It informs policy-makers. Unfortunately, this connec-
tion is often manipulated by those who claim their policy decisions
are indisputably required by science and those who question the
quality or interpretation of that science. We probably won’t be able
to resolve this tension today, but hope the panelists can at least
shed some light on the conflict so that future decisions are made
transparently without shrouding policy and science or denigrating
the findings.

While science plays an enormous role in providing regulators,
policy-makers and legislators with the best information possible, it
does not absolve those individuals of their responsibilities to make
hard choices. As Dr. Coglianese points out in his testimony,
‘‘Science speaks to what is rather than what should be.’’ This is an
extremely important concept to understand and elegantly high-
lights the issues we are facing today. All too often controversies
arise over issues that are not questions of science but of policy. For
example, when decisions are made based on values or ethics, this
is seen as an affront to science but it shouldn’t be as long as the
decision isn’t sold under the banner of science.

With that in mind, I look forward to the Subcommittee’s third
hearing on this topic. The previous two focused on President Bush’s
Executive Order 13422. This amendment to President Clinton’s Ex-
ecutive Order 12866 created consternation amongst advocacy
groups because, as they argued, it gave too much control over the
regulatory process to the Administration and would prevent agen-
cies from protecting public health and safety. What it really did
was simply require agencies to report to OIRA work that the Clin-
ton Administration had already required agencies to do and ad-
dress issues that were being ignored. In the end, the consternation
over this Executive Order was more likely about who was issuing
the order rather than what it directed. Because of this, it will be
interesting to see what the current Administration does with the
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authorities it inherited from the previous Administration. While
President Obama rescinded Executive Order 13422, many of the
same principles may find their way back into a new order but prob-
ably with less outrage.

Similarly, the Administration recently nominated Cass Sunstein
to head OIRA. His nomination has come with mixed reviews from
advocacy groups because of his support for cost-benefit analysis,
but this concern is far less than the previous nominees. How Mr.
Sunstein intends to run OIRA will also be interesting to follow,
given previous criticisms from outside groups regarding centralized
authority and review. Every new Administration since Reagan has
chosen to organize and oversee the regulatory process differently,
and this Administration certainly will not be an exception.

Thank you, Mr. Chair, and I yield back.
[The prepared statement of Mr. Broun follows:]

PREPARED STATEMENT OF REPRESENTATIVE PAUL C. BROUN

Thank you Chairman Miller. I want to thank you for holding this hearing and
welcome our witnesses here today.

The regulatory process is an important topic for this committee to address as reg-
ulations affect the lives of every citizen, whether it is through public health, eco-
nomic stability, or public safety. Science is central to this process and provides a
foundation of knowledge that informs policy-makers. Unfortunately, this connection
is often manipulated by those who claim their policy decisions are indisputably re-
quired by science, and those who question the quality or interpretation of that
science. We probably won’t be able to resolve this tension today, but I hope the pan-
elists can at least shed some light on the conflict so that future decisions are made
transparently without shrouding policy in science, or denigrating findings.

While science plays an enormous role in providing regulators, policy-makers, and
legislators with the best information possible, it does not absolve those individuals
of their responsibilities to make hard choices. As Dr. Coglianese points out in his
testimony, ‘‘Science speaks to what is rather than what should be.’’ This is an ex-
tremely important concept to understand and elegantly highlights the issues we are
facing today. All too often, controversies arise over issues that are not questions of
science, but of policy. For example, when decisions are made based on values or eth-
ics, this is seen as an affront to science, but it shouldn’t be as long as the decision
isn’t sold under the banner of science.

With that in mind, I look forward to the Subcommittee’s third hearing on this
topic. The previous two focused on President Bush’s Executive Order 13422. This
amendment to President Clinton’s Executive Order 12866 created consternation
amongst advocacy groups because, as they argued, it gave too much control over the
regulatory process to the Administration, and would prevent agencies from pro-
tecting pubic health and safety. What it really did was simply require agencies to
report to OIRA work that the Clinton Administration had already required agencies
to do, and address issues that were being ignored. In the end, the consternation over
this Executive Order was likely more about who was issuing the order, rather than
what it directed. Because of this, it will be interesting to see what the current Ad-
ministration does with the authorities it inherited from the previous Administra-
tion. While President Obama rescinded Executive Order 13422, many of the same
principles may find their way back into a new order, but probably with less outrage.

Similarly, the Administration recently nominated Cass Sunstein to head OIRA.
His nomination has come with mixed reviews from advocacy groups because of his
support for Cost-Benefit Analysis, but this concern was far less than the previous
nominees. How Mr. Sunstein intends to run OIRA will also be interesting to follow
given previous criticisms from outside groups regarding centralized authority and
review. Every new Administration since Reagan has chosen to organize and oversee
the regulatory process differently, and this Administration certainly will not be an
exception.

Thank you, Mr. Chairman. I yield back.
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Chair MILLER. Thank you, Dr. Broun, and obviously this com-
mittee will pursue conversations with Mr. Sunstein in addition to
whatever role he may be as an advocate for cost-benefit analysis.
He is a distinguished legal scholar and I hope he would not take
the view that laws passed by Congress can be treated by the Presi-
dent as free advice.

I ask unanimous consent now that all additional opening state-
ments submitted by Members be included in the record. I don’t
know that we have any of those but they may be. Without objec-
tion, so ordered.

I also ask unanimous consent to enter a set of documents in the
record that have already been provided to the Minority, and with-
out objection, so ordered.

[The information follows:]
The Union of Concerned Scientists. ‘‘Federal Science and the Public Good: Se-
curing the Integrity of Science in Policy Making.’’ Cambridge, MA. December
2008. Available online at http://www.ucsusa.org/scientific¥integrity/solutions/
big¥picture¥solutions/federal-science-and-the.html as of May 28, 2009.

Chair MILLER. It is my pleasure now to introduce our witnesses.
Dr. Rick Melberth is the Director of Regulatory Policy at OMB
Watch, and again, my office and this subcommittee had worked
closely with OMB Watch and with Dr. Melberth over time on this
specific issue. Ms. Caroline Smith DeWaal is the Director of the
Food Safety Program at the Center for Science in the Public Inter-
est. Mr. Wesley Warren is the Director of Programs at the Natural
Resources Defense Council and a former Associate Director of Nat-
ural Resources, Energy and Science at the OMB. And Dr. Cary——

Dr. COGLIANESE. Coglianese.
Chair MILLER. Coglianese is the Director of the Penn Program on

Regulation and the Associate Dean and Edward B. Shils Professor
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of Law at University of Pennsylvania Law school as well as Pro-
fessor of Political Science at U. Penn. I don’t know if Edward Shils
was himself a lawyer, but I think if my name were Shils I probably
would have either chosen or a different profession or changed my
name. And Ms. Rena Steinzor is the Jacob A. France Research Pro-
fessor of Law at the University of Maryland and the President of
the Center for Progressive Reform.

As our witnesses should know, you each have five minutes for
your spoken testimony. Your written testimony will be included in
the record for the hearing. When you all have completed your spo-
ken testimony, we will begin with questions and each Member will
have five minutes to question the panel. It is the practice of this
subcommittee to receive testimony under oath. We don’t really
think perjury is a particular concern here but it is our practice. Do
any of you have any objection to taking an oath? Okay. You also
have the right to be represented by counsel. Do any of you have
counsel present? Well, now that you are at ease, if you would
please stand and raise your right hand? Do you swear to tell the
truth and nothing but the truth? The record will reflect that
every—each of the witnesses did take the oath, did say ‘‘I do,’’ and
we will begin with Dr. Melberth. Dr. Melberth.

STATEMENT OF DR. RICK MELBERTH, DIRECTOR OF
REGULATORY POLICY, OMB WATCH

Dr. MELBERTH. Good morning, Mr. Chair, Dr. Broun. Thank you
for this opportunity to present some recommendations for ways to
reform the regulatory process.

In April 2007, OMB Watch initiated a project called Advancing
the Public Interest through Regulatory Reform, and we asked a di-
verse group of experts in regulatory policy and policies that are
highly regulated to take part in the project. Their work resulted in
a report released in November 2008 that contains 49 recommenda-
tions for reforming the regulatory process. While the authors of the
report had varying perspectives on the issues they examined dur-
ing the project, they all agreed that the current regulatory process
is in need of substantial reform. I want to confine my brief remarks
to one very critical area of reform discussed in the report, and that
is the relationship between the Office of Information and Regu-
latory Affairs and the federal agencies responsible for protecting
the public.

The relationship between OIRA and the agencies has been de-
fined, as you indicated, Mr. Chair, by a series of Executive Orders
that outline that regulatory process. The current Executive Order
12866 is under review by President Obama and they have begun
that process of looking at and reexamining that Executive Order.
The report calls for the restructuring of that relationship between
OIRA and the agencies, placing a greater priority on agency exper-
tise and statutory authority. The report notes, ‘‘The locus of deci-
sion-making authority should reside in the federal agencies given
the legal mandate to promulgate regulations.’’ That is, the agencies
should possess the decision-making authority when promulgating
regulations because they, not OIRA, are given the statutory man-
date from Congress.
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The role the authors suggest for OIRA is consistent with Con-
gressional designs for the administrative state. Congress mandates
regulatory authority to the agencies which have the expertise to
address the highly complex issues that are before them. OIRA does
not have this range of expertise and should not be approving or re-
jecting individual rules. Instead, OIRA’s role should be focused on
a larger picture rather than on individual rules. For example,
OIRA desk officers could help facilitate comments from other agen-
cies, convene interagency dialogue about rules in which multiple
agencies have an interest and identify government-wide manage-
ment issues that may improve rule-making.

OIRA could turn its attention to the general performance of
agencies and to coordination at the point where agencies are set-
ting their priorities and planning their activities. This coordinating
role would provide the opportunity for OIRA to see that agency ac-
tions are consistent with Presidential policies through some mecha-
nism like agencies’ annual regulatory plans and agendas. OIRA
could then identify gaps in regulatory responsibilities and hold
agencies accountable for addressing those gaps, and this approach
would permit the prospective coordination of actions across agen-
cies rather than individual retrospective reviews of specific rules
after an agency has expended considerable time and resources.
When conflicts arise over substantive regulatory issues, for exam-
ple, between the President’s policies and agency actions, or between
two or more agencies, then OIRA should consult with agency
heads, those who have been appointed by the President and have
the legal responsibility to implement Congress’s mandate to Con-
gress—mandates to the agencies. OIRA would be able to carry out
this function much more evenhandedly if it were not simulta-
neously approving or rejecting agency rules. This changed rule rec-
ognizes that regulatory agencies are very different and have stat-
utes that require very different things of them. OIRA cannot and
should not have the expertise that resides in the agencies and
therefore should not be making decisions about the content of indi-
vidual rules.

Lastly, Congress has established OIRA to administer federal in-
formation resource policies and to review agency requests to collect
information from the public. The report urges the President to ap-
point to OIRA someone well versed in information resource man-
agement policies. Information management is the statutory respon-
sibility of the office. By focusing so heavily on controlling regu-
latory decisions, OIRA has strayed from this statutory responsi-
bility. OIRA could help agencies accomplish their Congressional
mandates by carrying out its information management responsibil-
ities in ways that do not unduly burden agencies or slow down
agency efforts to collect important information.

The report’s 49 recommendations are aimed at creating a regu-
latory process that is open, inclusive, effective and efficient. One
factor critically important to reforming that process to meet these
goals is a restructuring of the relationship between OIRA and the
agencies based on the recognition that agencies’ expertise in statu-
tory authority that Congress has delegated to them.

Thank you, Mr. Chair.
[The prepared statement of Dr. Melberth follows:]
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1 OMB Watch initiated the project in April 2007. The recommendations are those of the 17
authors not OMB Watch although we staffed the project. I was the project manager and, with
my colleague, Matt Madia, drafted the report under the guidance of the authors.

PREPARED STATEMENT OF RICK MELBERTH

Mr. Chairman and Members of the Subcommittee:
Thank you for the opportunity to testify before you today. I am Rick Melberth,

Director of Regulatory Policy for OMB Watch. OMB Watch is a nonprofit, non-
partisan research and advocacy center promoting an open, accountable government
responsive to the public’s needs. Founded in1983 to remove the veil of secrecy from
the White House Office of Management and Budget, OMB Watch has since then ex-
panded its focus beyond monitoring OMB itself. We currently address four issue
areas: right to know and access to government information; advocacy rights of non-
profits; effective budget and tax policies; and the use of regulatory policy to protect
the public.

My testimony today focuses on the recommendations for reforming the regulatory
process. These recommendations are the product of a process in which 17 regulatory
experts with diverse perspectives on regulatory issues came together because of
their basic agreement that the current process is broken. In November 2008, these
experts issued 49 recommendations in a report, Advancing the Public Interest
through Regulatory Reform: Recommendations for President-Elect Obama and the
111th Congress. A copy of the report is included with my comments for the hearing
record.1

I. Recommendations and Principles
This testimony summarizes the most important of these recommendations in six

areas: 1) the relationship between the Office of Information and Regulatory Affairs
(OIRA) within the Office of Management and Budget (OMB) and federal agencies,
2) the need to restore scientific integrity to agency decision-making, 3) the impor-
tance of restoring desperately needed resources to federal regulatory agencies, 4)
regulatory transparency, 5) how to improve the timeliness and responsiveness of the
rule-making process, and 6) the use of cost-benefit analysis.

The executive summary of the report identified the principles that guided the au-
thors in developing their recommendations (p. 2):

1. Regulatory decisions should be timely and responsive to public need.
Timely action is a benefit to the public and all stakeholders. Government
must actively assess public needs, identify where regulatory gaps exist, and
act to address such gaps. Regulatory decisions should be based on the best
available information, balanced with the need to act in a timely manner.

2. The regulatory process must be transparent and improve public par-
ticipation. Openness, from pre-rule-making to the publication of final rules,
is essential to meaningful accountability in the process. The Internet age af-
fords new ways of fostering meaningful public participation.

3. Regulatory decisions should be based on well informed, flexible deci-
sion-making. There needs to be a premium placed on authority within regu-
latory agencies to decide what information is critical to effective regulations
and to ensure those decisions reside with agency scientists and experts.

4. Authority to make decisions about regulations should reflect the
statutory delegation granted by Congress. Federal agencies are given
the responsibility to implement legislation and have the substantive exper-
tise necessary to develop effective standards. That expertise should be recog-
nized and provide the foundation for sound regulatory decisions.

5. Agencies must have the resources to meet their statutory obligations
and organizational missions. Resources are needed for addressing regu-
latory gaps, providing accountability and transparency mechanisms, and
meeting regulatory compliance and enforcement functions.

6. Government must do a better job of encouraging compliance with
existing regulations and fairly enforce them. In order to strengthen
public protections and provide regulated communities with fair and predict-
able compliance approaches, agencies must be enabled to meet more effec-
tively both current and new demands and work to improve or create regu-
latory compliance programs.
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The recommendations were finalized in the fall of 2008. The vision the rec-
ommendations express were supported by all the authors, although not all of them
agreed on every recommendation or characterization.

II. The Relationship between OIRA and Agencies
The relationship between OIRA and federal regulatory agencies is critically impor-

tant to the regulatory process. The report stated: ‘‘[T]here needs to be a funda-
mental restructuring of the interaction between OIRA and the agencies, placing
greater priority on agency expertise and statutory authority for decision-making.’’
(p. 16) The agencies should possess the decision-making authority when promul-
gating regulations because they, not OIRA, are given the statutory mandate from
Congress.

The modern-day structure of executive orders that began with President Reagan
has placed significant power in OIRA to review regulations. The degree to which
OIRA has exercised this centralized control varied somewhat from administration
to administration, but there was one constant throughout the years: OIRA was in
control and had the de facto presidential authorization to approve, amend, or kill
rules developed by agencies. With a new administration entering office and planning
to revise the regulatory executive order, there is an opportunity to try a different
approach, one that emphasizes OIRA’s role as coordinator and facilitator of sound
agency practices rather than second-guessing agency decisions on individual rules.

The role the authors suggested for OIRA is consistent with congressional designs
for the administrative state. Congress mandates regulatory authority to the agen-
cies. The agencies have the technical, scientific, economic, and social expertise to ad-
dress the highly complex issues before them. OIRA does not have this range of ex-
pertise and should not be approving or rejecting individual rules.

On December 22, 2008, some of the authors met with the presidential transition
team to discuss the report’s recommendations. At that meeting, the authors were
asked specifically about what they believed should be the relationship between
OIRA and the agencies. Subsequently, the authors sent to the transition team a
memo outlining their proposal for the role of OIRA. (A copy of the memo is sub-
mitted with this testimony for the record.) The portion of the memo that addressed
this question reads:

Our recommendations call for a fundamental restructuring of the interaction be-
tween OIRA and the agencies, placing greater priority on agency expertise and
statutory authority for decision-making. While we had differing views on the
unitary executive theory that underlies centralized regulatory review, we did
reach consensus on pragmatic approaches for constructive changes to OIRA’s
role. The role for OIRA would focus on three key functions: (1) implementation
of its own statutory responsibilities; (2) transparent resolution of interagency
disputes on regulations; and (3) implementation of presidential policies, where
those are clear.
We emphasize the need for clarity on the last role to avoid the tendency of
OIRA, or an organization of its nature, to engage in mission creep based on im-
plied presidential policies. OIRA should be concerned with agency structures
and general regulatory performance. Just as in budgetary matters, coordination
at the stage of priority setting is a pivotal occasion for the implementation of
presidential policies. Whether reviving the Regulatory Working Group is appro-
priate or not, we are clear that priority setting requires greater transparency
and public involvement, which OIRA should facilitate. But it is also necessary
to make clear that OIRA’s role is limited and does not usurp the role of the po-
litical leaders who lead the agencies with direct statutory responsibility for reg-
ulatory decisions. We believe this approach recognizes that the White House (a
collection of various offices that often may be involved in reviewing agency
rules) does not, nor should it, have the expertise that resides within the agen-
cies; it acknowledges that the White House has the ability to identify govern-
ment-wide management issues that should be raised with agencies that may
improve the rule-making process, and to see the big picture of what rules and
activities agencies are undertaking.
In implementation of this split in responsibility, the role of the OIRA desk offi-
cers changes, shifting them away from making ‘‘Yes/No’’ decisions on individual
rules. Instead, the desk officer can assist an agency in regulatory priority set-
ting; in the context of particular rule-makings, the officer may help facilitate
comments from other agencies, pose questions about the regulatory proposal or
the underlying research, or convene interagency dialogue as a collegial effort,
but should not be acting as a person with an implied right to make final deci-
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2 Memorandum from Gary Bass on behalf of those endorsing the recommendations from the
Advancing the Public Interest through Regulatory Reform to Sally Katzen, Cass Sunstein, Dan
Chenok, and Mike Fitzpatrick on Follow-up to Questions Raised Regarding our Recommenda-
tions, December 24, 2008.

3 Comments submitted by the authors of Advancing the Public Interest through Regulatory Re-
form on OMB’s request for comments on Federal Regulatory Reform, March 31, 2009, available
at http://www.reginfo.gov/public/jsp/EO/fedRegReview/publicComments.jsp

4 The authors recognized in these comments that OIRA has statutory responsibilities that it
must follow. They wrote, ‘‘Other statutory responsibilities, such as those in the Unfunded Man-
dates Reform Act, need to be followed. But even those regulatory review requirements are sig-
nificantly smaller in scope than OIRA’s current approach to regulatory review.’’

sions on the substance of a rule or the regulatory priorities within an agency.
This would create a new type of relationship between OIRA and the agencies,
respecting the delegation of congressional rule-making decision-making author-
ity to the agencies.2

This position highlights the important role OIRA could play in overseeing the reg-
ulatory big picture and helping agencies to do their work more effectively and effi-
ciently. It also acknowledges OIRA’s responsibility to help agencies establish policy
priorities, just as OMB does in budgetary matters, and to hold agencies accountable.
But it recognizes that regulatory agencies are very different and have statutes that
require very different things of them. OIRA cannot, and should not, have the exper-
tise that resides in the agencies, and therefore, should not be making decisions
about the content of individual rules.

The authors reiterated this position on the agency-OIRA relationship in comments
submitted to OMB on a new regulatory executive order that President Obama is ex-
pected to issue. It is time for a different relationship, one ‘‘that places greater pri-
ority on agency expertise and statutory authority for decision-making.’’ 3

In the comments and in the report, the authors recommended that OIRA return
to its statutory mission under the Paperwork Reduction Act (PRA). OIRA was cre-
ated to manage federal information resources and to approve agency information
collection requests.4 If OIRA was more focused on helping agencies manage more
effectively information important to regulatory decision-making, the relationship be-
tween the agencies and OIRA could be substantially more cooperative and produc-
tive than the current relationship. The authors concluded their comments on a new
executive order with this note:

In conclusion, a healthy relationship between rule-making agencies and OIRA
is critical to a well-functioning regulatory system that adequately responds to
public need. We believe this relationship would be improved if OIRA engaged
less in rule-by-rule review and instead focused on assisting agencies in gath-
ering the opinions of other agencies and contributing to regulatory priority set-
ting. The Obama Administration has an opportunity to redefine federal regu-
latory policy for the better—not just for itself, but for future administrations.

III. Restoring Scientific Integrity
Timely and accurate information is essential to setting regulatory policy. The in-

formation considered in the regulatory process is a function of legislative direction
and agency processes designed to meet the problem an agency addresses. These
processes must generate independent and credible information. To generate this
high quality information, agencies must have access to the most reliable information
available from the scientific community. Both the process and the information in the
process need to be free from political interference.

The report’s nine recommendations in this area focused on restoring scientific in-
tegrity to the process. ‘‘Agency experts, federal advisory committees, peer reviewers,
and other experts involved in the design, conduct, and analysis of government re-
search and regulations should be free from interference from political appointees
within the agency and within White House offices. They should be free from political
harassment and censorship and free to disclose information considered relevant to
the recommendations they forward to policy-makers.’’ (p. 30)

The recommendations emphasized two points: 1) how the public can hold govern-
ment officials accountable for their actions, and 2) ways to ensure that information
used in policy decisions is independent and the best available. President Obama has
taken a valuable first step in issuing a memorandum to agency heads regarding the
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5 Memorandum for the Heads of Executive Departments and Agencies, Subject: Scientific In-
tegrity, March 9, 2009, available at http://fdsys.gpo.gov/fdsys/pkg/DCPD-200900137/pdf/
DCPD-200900137.pdf

6 The example the authors cite is the interagency review process, recently amended by OIRA,
for toxicological assessments performed by the Environmental Protection Agency for its Inte-
grated Risk Information System (IRIS). The revised process allows agencies such as the Depart-
ment of Defense to have multiple opportunities to stop IRIS assessments of certain chemicals.

importance of scientific integrity, thus meeting the first of the report’s recommenda-
tions in this area.5

The memo’s first paragraph reads:
Science and the scientific process must inform and guide decisions of my Ad-
ministration on a wide range of issues, including improvement of public health,
protection of the environment, increased efficiency in the use of energy and
other resources, mitigation of the threat of climate change, and protection of na-
tional security.

It goes on to call on political officials to refrain from suppressing information,
making information developed and used by agencies transparent, and selecting pro-
fessionals for executive branch positions based on their scientific and technical
qualifications. Lastly, the memo assigns to the director of the White House Office
of Science and Technology Policy the responsibility for creating a process to result
in recommendations for guaranteeing scientific integrity in the executive branch.

Advancing the Public Interest addressed many of these issues in some detail. For
example, the report recommended strengthening federal advisory committees and
conflict of interest procedures for those serving on the committees. These commit-
tees are essential mechanisms for providing expert advice and analysis. The political
independence of the committees has often been compromised, calling into question
the independence of the advice they provide to agencies.

Restoring scientific integrity requires increased transparency. The report rec-
ommended that agencies disclose scientific, technical, economic, and social analyses
used in the regulatory process. Making this information available for public scrutiny
and replication enhances the quality and integrity of the information used and the
policy decisions that flow from the process. Creating policies by which agency sci-
entists can discuss their scientific findings with the public, their colleagues, and the
media is part of this emphasis on transparency in the report. These recommenda-
tions should be read in the context of the other transparency recommendations in
the report, including making information considered in the process part of the rule-
making docket. (See the transparency section below.)

Finally, secretive interagency reviews and vetoes of other agency actions should
end. If agencies are impacted by the work of an agency mandated to address a prob-
lem, the agencies should make their interests and the potential impacts known to
the primary agency and OIRA in an open and transparent process. When conflicts
arise, OIRA could mediate these conflicts. This conflict resolution role is an appro-
priate one for OIRA to play when the actions of one agency potentially impact an-
other. Other agencies should not be able to terminate or hinder actions through in-
appropriate interagency review. OIRA should not provide impacted agencies with
the multiple opportunities to delay or alter scientific assessments and processes be-
hind closed doors.6 Interagency reviews and expressions of concern should be pub-
licly disclosed.

IV. Restoring Resources to Federal Agencies
By far the biggest problem facing regulatory agencies is the dire need for financial

and human resources. Agencies are experiencing a drain of expert scientists, engi-
neers, and trained inspectors at the same time they are facing increased regulatory
responsibilities and new challenges. Budgets have not kept pace or have been cut.
As we have seen with both the financial crisis and the surge in imported goods, the
dangers to the public are real and can be serious. The report noted, ‘‘Federal agen-
cies responsible for regulating these financial and consumer products, and for regu-
lating public health risks from environmental hazards, are plagued by declining re-
sources and authority, making it more difficult to ensure the safety and soundness
of consumer products.’’ (p. 39)

In the 100-day recommendations to both the new President and the 111th Con-
gress, Advancing the Public Interest called for an increase in funding for regulatory
implementation and enforcement. The authors recognized that agency resources
cannot be restored all at once, but wrote that there should be a multi-year efforts
to bring agencies to the point where they can meet their organizational missions.
Congress and the President should provide agencies the resources to help identify
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data gaps, build or restore information collection programs, and enhance enforce-
ment programs. The recommendations called for helping the agencies build com-
prehensive compliance initiatives and develop modern enforcement tools for deter-
rence.

In summarizing the implementation and enforcement recommendations, the au-
thors wrote:

Effective implementation of many financial, public health, worker and consumer
safety, and environmental quality regulations require a complex mix of Federal,
State, and local government actions, as well as third party involvement. This
mix relies substantially on the leadership of federal agencies: setting priorities,
providing technical and financial assistance, and ultimately enforcing compli-
ance with regulations. Without sufficient financial and human resources, clear
enforcement goals, and sound evaluation tools, the problems identified and ad-
dressed in law cannot effectively be solved. (p. 41)

V. Regulatory Transparency
The report cited three reasons why transparency is critical to ensuring a well-

functioning regulatory process: transparency improves the legitimacy of regulations,
increasing acceptance within both the public and the regulated community; it serves
as a check on misconduct by exposing decisions to the public; and it improves both
the quality and quantity of public participation.

All of the transparency recommendations are based on the notion that govern-
ment should adopt a presumption of openness. The authors believed that the public
has a right to know how regulatory decisions are made.

It should be noted that while the report goes to great lengths to avoid recom-
mending the imposition of new requirements on agency employees, the authors be-
lieved imposing transparency requirements to be a worthy exception. While they
were mindful of the increased workload associated with new disclosure require-
ments, they also recognized that advances in technology have made disclosure easier
and that the government should embrace those advances to mitigate the burden and
increase and improve public accessibility. The report stated, ‘‘The Internet age has
also redefined the concept of government transparency: Information should be avail-
able online in a timely fashion and in searchable formats to be considered truly
transparent in modern society.’’ (p. 45)

The report recommended that agency rule-making dockets be expanded to include
more relevant information and that dockets be more accessible to the public. In ad-
dition, agencies should include in their dockets ‘‘all studies in their possession re-
lated to a rule-making, regardless of whether the study was used to inform the pol-
icy option the agency chose.’’ (p. 47)

The report called on the Obama Administration to make Regulations.gov, the cen-
tral location for online access to rule-making dockets, more user-friendly by expand-
ing search capabilities and other features. The report also recommended that these
dockets be opened and made available online as soon as possible, preferably before
the agency publishes a notice of proposed rule-making.

Within those dockets, the report recommended expanding disclosure of commu-
nications made by or to federal officials during the rule-making process. Keeping
these communications hidden, as officials have generally done, often obscures the
true rationale behind a decision or the true decision-maker. Accordingly, the report
recommended improving disclosure along three common paths of communications:

Æ ‘‘Agencies should disclose online all written communications among federal of-
ficials from different agencies, including the White House, regarding rules
under development or under review’’ including draft proposed and draft final
rules sent to the White House for review, if such review continues; (p. 47)

Æ ‘‘Agencies should disclose online all substantive communications, written or
oral, between any White House office and any non-governmental entity re-
garding rules under development or under review;’’ and (p. 48)

Æ ‘‘Agencies should disclose online all substantive communications between the
agency and non-governmental entities regarding regulations.’’ (p. 49)

The report also recommended a series of reforms about how the Freedom of Infor-
mation Act should be interpreted and implemented. The authors recognized, ‘‘Al-
though FOIA’s reach extends beyond rule-making and into other areas of govern-
ment information, improved access to a broad class of records can contribute to a
better public understanding of how government works, including rule-making.’’ (p.
50)

Leading the FOIA recommendations was a call for the Administration to interpret
FOIA liberally and to make government information public whenever possible. To
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accomplish this goal, the report recommended President Obama instruct his attor-
ney general to repeal the Ashcroft memo of Oct. 12, 2001, which urged agencies to
exercise caution when disclosing government information, and replace it with a
memo that promotes a climate of disclosure and openness. The authors chose this
recommendation as one of seven that should be implemented in the first 100 days
of the Obama Administration.

VI. Improving the Timeliness and Responsiveness of the Rule-making Proc-
ess

Delay in writing new rules is one of the most obvious and serious flaws inherent
in the current rule-making process. The authors agreed that any reform agenda
must include a serious effort to reduce delay.

A common complaint is that the regulatory process is burdened with too many an-
alytical requirements, some of which may add little value to regulations or their un-
derlying rationale. These requirements are set out in various laws, executive orders,
and cross-cutting administrative policies (often formulated by White House offices).

The report did not evaluate each of these requirements but called for a broad as-
sessment of regulatory process requirements. ‘‘Although many people have different
opinions about which of these requirements are burdens and which are necessities,
we agreed that serious reform should start by considering the removal of all such
requirements from the process and then the addition of requirements deemed essen-
tial to efficient, effective, and timely rule-making,’’ the report noted. (pp. 14–15)

Accordingly, the report recommended that President Obama establish a blue-rib-
bon commission to analyze all the potential sources of delay in the rule-making
process. The President should use the results of the commission’s study to consoli-
date executive-imposed requirements and urge Congress to consider repealing any
statutory requirements deemed unnecessary or counterproductive. The report rec-
ommended that President Obama establish this commission within the first 100
days of his Administration.

In other cases, the points of delay are less easily identifiable. Agency leaders may
lack the political will to complete regulations in a timely manner, or institutional
barriers may slow the process within an agency.

Scientific uncertainty is one issue that has been used to push rule-makings into
an analytical maze. Claims, whether real or manufactured, that the evidence under-
lying a policy option is not certain enough to warrant action can force agencies into
a loop of reanalysis and research. Meanwhile, the public may continue to be harmed
by poorly regulated products and practices.

To address this problem, the report called on federal officials to ‘‘stop using claims
of uncertainty to delay or avoid regulation.’’ The report cited three reasons in sup-
port:

Æ ‘‘Pushing for certainty may result in completely stopping regulation in policy
areas that rely on scientific information;’’

Æ Waiting for some level of certainty may not be required by law, especially
those laws that emphasize the prevention of harm; and

Æ Because ‘‘regulation is not an irreversible course of policy [. . .] As evidence
grows, standards can be made more or less stringent if necessary.’’ (p. 25)

VII. Cost-benefit analysis
The role of cost-benefit analysis in regulatory decision-making is consistently one

of the most controversial issues in modern debates over the rule-making process.
The authors chose not to endorse or foreclose cost-benefit analysis either as it is cur-
rently used or any variation thereof. However, the authors agreed that agencies
should maintain flexibility over how they conduct cost-benefit analysis, and rebuked
one-size-fits-all requirements like those found in OMB’s Circular A–4.

Instead, the authors recommended six principles for the practice of cost-benefit
analysis, should it be used:

a. Cost-benefit analysis should only be used in ways consistent with the values
expressed in statutory or judicial provisions;

b. Cost-benefit analysis is an analytical tool and should not be determinative
in regulatory decision-making unless specifically required by statute (i.e., it
should be a source of information, not a decisional standard);

c. Information and assumptions used in cost-benefit analysis should be trans-
parent and allow for the analysis to be replicated. The analysis should in-
clude statements of uncertainty about the assumptions;

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00030 Fmt 6633 Sfmt 6621 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



23

7 Memorandum for Heads of Executive Departments and Agencies from the Attorney General
on the Freedom of Information Act, March 19, 2009, available at http://www.usdoj.gov/ag/foia-
memo-march2009.pdf

d. Cost-benefit analysis should disclose both quantitative and qualitative as-
pects—and utilize both when interpreting results;

e. Cost-benefit analysis should include an explicit statement about who benefits
and who bears the costs; and

f. While it may be appropriate to have methodological questions about cost-ben-
efit analyses conducted by federal agencies, the White House or other regu-
latory reviewing agencies should never manipulate or alter results. (p. 24)

Most importantly, the authors recognized that the statutes underlying regulations
should be the preeminent criteria for decision-making and should not be usurped
by any form of regulatory analysis unless mandated by statute.

VIII. Conclusion
Federal regulations are critical to implementing public policies and protecting the

health and safety of the public and the quality of our natural resources. Producing
effective and efficient regulations is an essential governmental function. The process
by which regulations are promulgated has been increasingly burdened with analyt-
ical and procedural hurdles. The result is that it takes years for most major regula-
tions to be completed; it now takes a decade for some agencies to produce these pro-
tections. It is neither an open nor accessible process meaning the public is largely
shut out of participating in meaningful ways.

As we have seen too often recently, the current regulatory process no longer ade-
quately protects the public. Most students of the process agree that it is in need
of serious repair. The Advancing the Public Interest through Regulatory Reform
project was designed to address problems that exist in the current process and rec-
ommend changes to Congress and a new presidential administration. The authors
of the report believed that it was necessary to address these problems and that the
arrival of a new administration and Congress provided a great opportunity to reform
the regulatory process.

The Obama Administration and Congress have taken the first steps on some of
the recommendations outlined above. For example:

Æ the FY 2009 omnibus spending bill contains significant budget increases for
the Consumer Product Safety Commission and the Food and Drug Adminis-
trations;

Æ the President has initiated a process to revise a new executive order and, for
the first time, has created a process that considers both agencies’ opinions
and public opinion;

Æ on March 9, 2009, the President issued a memo on the importance of main-
taining scientific integrity throughout the Executive branch and the Adminis-
tration is taking public comment on ways to implement the principles in the
memo; and

Æ on his first full day in office, the President issued a memo on FOIA instruct-
ing the Attorney General to include a presumption of openness regarding in-
formation disclosure. On March 19, Attorney General Holder issued a memo
consistent with the President’s direction. Holder wrote, ‘‘I strongly encourage
agencies to make discretionary disclosures of information,’’ adding, ‘‘An agen-
cy should not withhold records merely because it can demonstrate, as a tech-
nical matter, that the records fall within the scope of a FOIA exemption.’’ 7

Thank you for the opportunity to appear before the Subcommittee today as you
continue to address these important issues. I’m happy to answer your questions.

Reference
Bass, Bird, et al. Advancing the Public Interest Through Regulatory Reform: Rec-

ommendations for President-Elect Obama and the 111th Congress. Washington,
D.C. OMB Watch, November 2008. Website: http://www.reginfo.gov/public/
jsp/EO/fedRegReview/regulatoryreformrecs.pdf. Available as of May 27, 2009.
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BIOGRAPHY FOR RICK MELBERTH

Rick Melberth joined OMB Watch in November 2006 as the Director of Federal
Regulatory Policy, the program which works to protect and improve the govern-
ment’s ability to develop and enforce safeguards for public health, safety, environ-
ment, and civil rights. He directs all activities related to policy advocacy, analysis,
research, monitoring, and public education. Dr. Melberth comes to OMB Watch from
Vermont Law School where he was Director of Internal Planning and formerly the
Associate Director of the Environmental Law Center. He helped design the cur-
riculum and taught courses in the Master’s program.

Melberth has written several pieces about decision-making in government and en-
vironmental issues during his academic career and while working as an independent
consultant and policy analyst. He also worked in the solid waste management field
as the manager of a solid waste division and a program to implement a waste-to-
energy facility in county government in Ohio. This led to the opportunity to co-au-
thor a book for local governmental officials, Decision-making in Local Government:
The Resource Recovery Alternative.

Melberth completed his doctorate in public administration and public policy at the
University of Cincinnati in 1982. His Master of Environmental Science (M.En) and
AB in political science are from Miami University.

Chair MILLER. Thank you, Dr. Melberth. That was very close to
five minutes.

Ms. Smith DeWaal.
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STATEMENT OF MS. CAROLINE SMITH DEWAAL, DIRECTOR,
FOOD SAFETY PROGRAM, CENTER FOR SCIENCE IN THE
PUBLIC INTEREST
Ms. SMITH DEWAAL. Thank you. I will see if I can do the same.
Thank you very much for inviting me to testify, Chair Miller, and

also Ranking Member Broun. It is a privilege. I haven’t been yet
before this subcommittee. My name is Caroline Smith DeWaal. I
direct the Food Safety Program for the Center for Science in the
Public Interest. Our organization was founded nearly 40 years ago
and focuses primarily on nutrition and food safety. We accept no
government or industry funding so our views can be very, very
independent.

As one of the contributors to advancing the public interest
through regulatory reform, I was privileged to work with a group
of diverse regulatory experts in identifying the failures of, and the
fixes to, the regulatory system, and we commend President Obama
on his revocation of the Executive Order 13422 earlier this year.
But much more remains to be done, much of it centered on reform-
ing the regulatory review process at the Office of Management and
Budget’s OIRA.

My written testimony has identified and illustrated a number of
problems with OIRA’s review of regulations. The meat and poultry
HACCP regulations showed how science is not well advanced and
public health improvements can be thwarted when regulations are
tied up in multi-year regulatory reviews. This case showed that the
burden of review has really provided incentives for federal agencies
to find creative ways to avoid going through the OMB process.

The proposed egg regulation, which has been in the works for 10
years and is supported by two separate scientific risk assessments,
illustrated the problem inherent in unlimited reviews that add
years to the development of a regulation. It also illustrated that
scientific uncertainty cannot overcome the confusion of having mul-
tiple agencies in charge of food safety.

The bioterrorism rules that came about after Congress enacted
the Bioterrorism Act of 2002 showed that OMB reviews can open
the door to industry to lobby for changes to regulations without the
transparency requirements required by law for the federal agencies
under the Administrative Procedures Act. This allows OMB to over-
ride policy decisions best left to the agencies.

These problems did not originate in the Bush Administration,
nor will they necessarily disappear just by having different people
in charge. Fundamental changes are needed to reduce the breadth
of oversight and the time lags that result. When it comes to food
safety, the goal must be a rapid-paced and flexible regulatory struc-
ture that can accommodate constantly changing science and even,
on occasion, imperfect science. As regulations and policies evolve,
regulators must be allowed to bring new science to bear in pre-
venting food-borne illnesses and outbreaks.

Unfortunately, the review process has become a barrier to agen-
cies’ efforts to rapidly translate new science into better regulation
for protecting public health. OMB, through its lengthy reviews, has
diminished the role of science in crafting federal regulations. CSPI
recommends that a new Executive Order rewrite the OMB man-
date for OIRA to accomplish the following.
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1 Pan American Health Organization, HACCP: Essential Tool for Food Safety, 2001.
2 Letter to Mabel Echols, Office of Management and Budget, from Kirsten Stade, Program

Manager, Integrity in Science, and Illene Ringel Heller, Senior Staff Attorney, CSPI, Re: Re-
quest for Public Comment on Improving the Process and Principles Governing Regulations; 74
Fed. Reg. 8819, Feb. 26, 2009 (March 19, 2009).

They should update the definition for significant rules to narrow
the number of regulations requiring prior approval by OIRA and to
limit the review to economic issues raised in the proposed rules.
They should give OIRA a rapid timeframe for review that ensures
that agencies can produce timely federal agencies to protect public
health and social welfare. They should require OIRA to defer to
federal agencies on the scientific and technical questions and OIRA
should operate with transparency that is comparable to that re-
quired by the federal agencies.

The real costs of regulatory delay are felt by everyday Americans
when they experience an avoidable food-borne illness from peanut
butter or peppers, from salad makings or spices. The food industry
can do better, but it needs a level playing field and that’s what reg-
ulations provide. Our nation’s food safety program can also im-
prove, but not without reform of the OMB process as well. Thank
you.

[The prepared statement of Ms. Smith DeWaal follows:]

PREPARED STATEMENT OF CAROLINE SMITH DEWAAL

Good morning Mr. Chairman, Ranking Member Broun and Members of the Sub-
committee on Investigations and Oversight. My name is Caroline Smith DeWaal,
and I am the Director of Food Safety for the Center for Science in the Public Inter-
est (CSPI). Founded nearly 40 years ago, CSPI is a nonprofit health advocacy and
education organization focused on nutrition and food safety. We are supported prin-
cipally by the 950,000 subscribers to our Nutrition Action HealthLetter and by foun-
dation grants. We accept no government or industry funding.

Thank you for inviting me to provide testimony today on the role of science in
regulatory reform. As my expertise is food safety, I have not had an opportunity to
testify before this subcommittee before, largely because issues I am commonly called
on to testify on reside within the jurisdiction of the Energy and Commerce and the
Agriculture Committees. But food safety owes a debt to one of the signature agen-
cies under the Science and Technology Committee’s jurisdiction. The premier proc-
ess control system, known as Hazard Analysis and Critical Control Points (HACCP),
was developed in the 1960s by Pillsbury for the National Aeronautics and Space Ad-
ministration (NASA).1 NASA had an understandable concern over astronauts con-
tracting food-borne illnesses in the confines of a space capsule at zero gravity. Today
this space-age program is being used widely to reduce the risks from contaminated
food and improve food safety for all Americans, not just astronauts.

Advancing the Public Interest Through Regulatory Reform
As one of the contributors to ‘‘Advancing the Public Interest Through Regulatory

Reform,’’ I was privileged to work with a group of diverse regulatory experts on
identifying failures and fixes to the regulatory system. In my testimony, I will ad-
dress some of the issues discussed in that report, together with other issues that
we have identified based on long experience working on food safety regulations dur-
ing the Clinton and Bush presidencies. I will provide case studies of how the fail-
ures in our regulatory review system can place the publics’ health at risk.

We commend President Obama’s revocation of Executive Order (E.O.) 13422 on
January 30, 2009.2 The rescinded order contained a number of flawed provisions
that greatly diminished the deference that should be given to agency experts and
scientists in rule-making decisions. This is a start to implementing the rec-
ommendations in ‘‘Advancing the Public Interest Through Regulatory Reform.’’

But more remains to be done, much of it centered on reforming the regulatory re-
view process at the Office of Information and Regulatory Affairs (OIRA) in the Of-
fice of Management and Budget (OMB). The process and principles governing the
review of agency regulations give OIRA undue discretion to override policy decisions
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3 Gary D. Bass, et. al, Advancing the Public Interest Through Regulatory Reform, OMB Watch,
Nov. 2008.

4 The Paperwork Reduction Act of 1980 gives OIRA authority to review and approve informa-
tion collection by federal agencies. 44 U.S.C. § 3501 et seq.

5 The very broad definition of ‘‘significant’’ allows OMB to review almost any rule that it
chooses. President Ronald Reagan established the $100 million threshold for determining a pro-
posed regulation is ‘‘major’’ in 1981. E.O. 12291, Feb. 17, 1981.

6 OIRA issues prompt letters to suggest areas in which agencies could improve regulation.

that are based on sound science and the exhaustive work of federal agency experts.3
The new Administration’s commitment to ensuring the integrity of the administra-
tive process is a welcome change.

I have worked with both the Food and Drug Administration (FDA) and the U.S.
Department of Agriculture (USDA) on identifying effective regulatory approaches to
address food safety problems since the early 1990’s and have met periodically with
the OIRA staff during their consideration of federal regulations, usually at the re-
quest of the agencies. Over this period, I have seen the regulatory process extend
to a multi-year process—often taking five or more years to complete a single regula-
tion. I have also observed the agencies shy away from using regulations at all, and
opting for alternative approaches that either don’t involve or lessen OIRA review.
I will discuss this more during the case studies presented later in my testimony.

If you look at OIRA’s function like that of a regulatory agency, the OIRA staff
perform a ‘‘prior approval’’ function for most federal actions, even those like vol-
untary surveys or consumer focus group research.4 This type of data gathering is
often important to help agencies set the parameters for improving their regulatory
approach. Conversely, without doing the necessary research and consultation, the
agencies may adopt less effective regulatory approaches. Yet the requirement for re-
view by OIRA of even voluntary surveys can trigger long delays. For documents sub-
mitted to OMB as a courtesy, agencies have told me that they factor in a 90-day
‘‘wait time’’ for a response.

Cost-benefit analysis has played an overly significant role in rule-making, an ex-
ercise heavily weighted towards the estimation of industry costs. In fact, it can be-
come ‘‘mission impossible’’ for an agency to prove prospectively the benefits that
might accrue from a regulation. Instead, federal agencies should be encouraged to
identify well-defined public health goals and develop metrics to measure the effec-
tiveness of regulations over time, rather than requiring them to prove with a high
degree of confidence that preventative measures will work before initiating the rule-
making process.

In order to increase OIRA’s effectiveness and minimize the long-standing delays
in the regulatory process, any new executive order on regulatory review should be
based on a more narrowly focused role for OIRA in regulatory review, one better
suited to its economic expertise. Instead of performing an open-ended review of
every ‘‘significant’’ regulation with an economic cost or benefit of $100 million (a fig-
ure not updated for decades),5 OIRA should issue guidance to the agencies and then
audit agencies’ compliance with the guidance, focusing primarily on rules with high
costs and low benefits. This would allow agencies to develop regulations more easily
and quickly and avoid the burden of OIRA review of each action. OIRA audits that
disclosed problems with the cost/benefit analysis in specific regulations could be dis-
cussed with the agency chiefs and if needed, technical amendments to regulations
could be used to make modifications.

A new executive order should update the definition for ‘‘significant’’ rules to nar-
row the number of regulations requiring prior approval and limit OIRA’s review to
the economic issues raised in the proposed rules. As OIRA is staffed by economists,
it should avoid a scientific and technical review of regulations. Such questions
should be deferred to the expertise of the federal agencies. Finally, OIRA should
have a rapid time frame for review that balances thoughtful review with the need
to produce timely federal agency actions, particularly to protect public health and
social welfare.

Recent history has well documented that, as a nation, we are suffering more from
the lack of appropriate regulation than from too much regulation. Perhaps if OIRA
is freed up from this burdensome review of the minutia of agency action, its skilled
economists could focus more on the gaps in regulation, such as those that led to
major disasters in the financial sector, as well as the continuing crises in health
care and food safety, among others.6 Identifying regulatory gaps or analyzing regu-
latory approaches in other nations to ensure that our systems are not falling behind
could ensure that future crises are averted.

To whatever extent that OIRA retains a role in agency rule-making, it should op-
erate with greater transparency. Agencies must be instructed more forcefully to doc-
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7 Gov. Acct. Off. Rep. No. 03–929, Rulemaking: OMB’s Role in Reviews of Agencies’ Draft Rules
and the Transparency of Those Reviews, Sept. 2003.

8 See, FDA, Interim Safety and Risk Assessment of Melamine and its Analogues in Food for
Humans, Oct. 3, 2008; followed quickly by FDA, Update: Interim Safety and Risk Assessment
of Melamine and its Analogues in Food for Humans, Nov. 28, 2008, in response findings of mel-
amine and cyanuric acid in some U.S. manufactured infant formula.

ument any changes to their draft rules or pre-rule framework made at OIRA’s sug-
gestion at whatever point in the rule-making process those changes occurred. In
2003, the Government Accountability Office (GAO) found that the documentation re-
quired by E.O. 12866 was present for only about one quarter of the regulations it
reviewed.7 Documentation of all communications should clearly indicate which regu-
lation is the subject of those communications, as well as the name and affiliations
of all parties to the communication.

A complete public docket, which is updated regularly and documents when and
by whom all suggestions to modify a rule are made, will be a strong deterrent to
the kinds of political and corporate interference in agency rule-making that have too
often prevailed during the previous Administration and which are documented in
the case study below.

At its worst, OIRA today is considered a ‘‘black box’’ for regulation, where non-
experts review rules and meet with outside parties, often the very industries cov-
ered by the regulations, to discuss changes. Public health improvements should not
be delayed by a lengthy regulatory oversight process that attempts to second guess
agency experts and gives the regulated industries an ‘‘off the record’’ opportunity to
get provisions changed at OMB.

Role of Science in Public Policy: Food Safety Case Studies
New challenges, such as emerging pathogens or chemical hazards, and new tech-

nologies to address them are a fact of life for modern food production. Regulatory
systems must be capable of providing the flexibility to allow the rapid recognition
of emerging hazards and the rapid implementation of tools to address them. Let me
discuss the theory that underpins efforts to modernize today’s food safety regulatory
system, which is an antiquated system built on a 1906 legal foundation.

Process control systems managed by the food industry and regularly reviewed by
government regulators are at the heart of a modern food safety system. Such sys-
tems are designed to be flexible and to adapt to change. The food industry designs
and validates its own safety system and monitors its implementation at the proc-
essor level. The government sets performance standards and inspects plants to en-
sure the systems are designed and managed properly.

Performance standards provide a metric for measuring the success of a facility’s
food safety controls and allow government inspectors to standardize their evaluation
of plants producing similar products. Performance standards can utilize a specific
chemical or pathogen limit or a performance measure, such as a standard microbial
or ‘‘log’’ reduction. The agency sets the target level, and companies have flexibility
in deciding how to reach it. Performance standards allow companies to innovate
within the parameters set by the government. Government agencies should regu-
larly update their standards to reflect current conditions. Such a system allows both
the food industry and the government programs to achieve continuous improvement.

The government sometimes must rapidly establish a performance standard for an
emerging hazard. For example, the findings of melamine in infant formula in China
and in some products in global trade provided the immediate need for FDA to set
a standard for that chemical in formula quickly, a sensitive issue as this is the sin-
gle source of nutrition for many infants, who are a high-risk group.8 Clearly the reg-
ulatory system must accommodate these circumstances, but the system we have
today forces many agencies to operate outside of the rule-making process in order
to set food safety standards.

Unfortunately today more than 10 years into the HACCP era, performance stand-
ards are not used effectively. The ones that were developed have become out-dated,
and agencies are reticent to develop new ones due to the changing science and the
lengthy nature of the regulatory review process. One of the biggest limitations to
more effective and responsive regulation is imperfect data. Decision-makers often
lack the baseline information required to develop new or improve older performance
standards. These gaps in data can delay, or even derail, meaningful regulatory ef-
forts. The regulatory system must accommodate these circumstances where mean-
ingful regulatory action must be progressed even in the absence of perfect data.

When it comes to food safety, the goal must be a rapid-paced and flexible regu-
latory structure that can accommodate constantly changing science and even imper-
fect science. As regulations and policy evolve, regulators must be allowed to bring
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9 Salmonella Verification Sample Result Reporting: Agency Policy and Use in Public Health
Protection, 71 Fed. Reg. 9772, (Feb. 27, 2006).

10 Transcript, USDA, Public Health Based Inspection in Slaughter to Address Campylobacter,
Salmonella, and Other Public Health Concerns (August 7, 2007) at http://www.fsis.usda.gov/
PDF/Transcript¥080707¥Slaughter¥Inspection.pdf

11 Salmonella Verification Sampling Program: Response to Comments and New Agency Poli-
cies, 73 Fed. Reg. 4767 (Jan. 28, 2008).

12 Salmonella is estimated to cause 1.3 million illnesses and 500 deaths each year. Salmonella
Enteritidis is the most common serotype, according to the Centers for Disease Control and Pre-

Continued

new science to bear in preventing food-borne illness outbreaks. Unfortunately, the
regulatory review process has become a moribund, time-consuming and daunting
barrier to agencies’ efforts to rapidly translate new science into better regulation for
protecting the health of the public.

Case Study: Meat and Poultry HACCP
Cumbersome Review Process Means Performance Standards Not Updated;

Agency Finds Creative Solutions
An important illustration of the modern food safety system discussed above is

USDA’s application of HACCP systems for meat and poultry plants. The agency
adopted the program by regulation in 1996 and within three years it was in use
in every meat and poultry facility in the United States. The agency also utilized per-
formance standards based on the frequency of Salmonella in the different species
and ground products; these standards have been in use since the program started.
Under this program, the agency periodically runs a series of tests for Salmonella
in individual facilities to evaluate their performance against the standard for that
sector of the industry.

The performance standards were established on the basis of a series of baseline
studies documenting Salmonella and other pathogens and indicator organisms on
meat in the early-to-mid 1990’s. By the time the program was fully implemented
(1999), the standards were already largely out-of-date. In fact, to even approach the
‘‘limit,’’ many companies would have to double the amount of Salmonella in their
products.

In 2006, the agency came up with a creative solution to the obsolete standards
adopted in the 1996 Pathogen Reduction regulation. The agency published a notice
in the Federal Register announcing that it would place meat plants into one of three
categories depending on their Salmonella testing results.9 Companies would be
placed in category I if their results were 50 percent or less of the published Sal-
monella performance standard. Companies with results between 50 percent and 100
percent of the Salmonella performance standard would be placed in Category II.
And those plants with results in excess of the Salmonella performance standard
were placed in Category III, and faced increased enforcement and compliance checks
by USDA.

In August 2007, the Under Secretary of Food Safety at USDA announced that the
agency would publish the names of plants in Category II and III on the Internet.10

The release of plant names started in March 2008. While this new approach was
published in the Federal Register, and the agency solicited public comment, it was
not a federal regulation because it required no specific action of the industry.11 This
allowed the agency to move from the concept phase to implementation in about one
and a half years. If the agency had chosen to update the performance standards,
assuming the data was available to do that, it would likely have taken anywhere
from three to seven years from the concept to implementation. So this solution,
which effectively reduced the performance standard by 50 percent through the use
of a ‘‘name and shame’’ strategy rather than a more classic regulatory enforcement,
was implemented much faster simply by avoiding a full OIRA review.

Case Study: Shell Egg Rule
Multiple Risk Assessments and 10 Years is Still Not Sufficient to Achieve

Needed Regulations
The efforts to finalize a regulation to control Salmonella Enteritidis (SE) in shell

eggs shows that even when sound science supports regulation and cost-benefit anal-
ysis favors action, the lack of a clear food safety agency that is ‘‘in charge’’ may
allow OMB to throw up roadblocks to implementation. Thus OMB can block a regu-
lation that might prevent thousands of illnesses and possibly hundreds of deaths
each year,12 just because it can’t decide which federal agency should manage the
problem.
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vention. CDC, Preliminary FoodNet Data on Incidence of Infection with Pathogens Transmitted
Commonly Through Food—10 States, 2008, MMWR Weekly, April 10, 2009, 58(13); 333–337.

13 FSIS, Salmonella Enteritridis Risk Assessment: Shell Eggs and Egg Products, June 12,
1998.

14 Id.
15 Salmonella Enteritidis in Eggs; Advanced Notice of Proposed Rule-making, 63 Fed. Reg.

27502 (May 19, 1998).
16 Press Release, USDA & FDA, Clinton Administration Announces Ambitious New Plan to

Improve Egg Safety, Reduce Salmonella Illnesses (Dec. 11, 1999) at http://www.usda.gov/
news/releases/1999/12/0483

17 Prevention of Salmonella Enteritidis in Shell Eggs During Production; Proposed Rule, 69
Fed. Reg. 56824 (Sept. 22, 2004).

18 FSIS, Risk Assessments of Salmonella Enteritidis in Shell Eggs and Salmonella spp. in Egg
Products, Oct. 2005 (Assessing risk of SE contamination in processed eggs for the purpose of
establishing science-based performance standards).

19 FDA, Foods, FY 2008 Budget Justification Documents located at http://www.fda.gov/oc/
oms/ofm/budget/2008/1-BudgetNarrativeCFSAN.pdf

20 FDA, Food Protection Plan, Nov. 2007 (Proposing to issue a final regulation on Salmonella
in shell eggs by Spring 2008).

21 Joan Murphy, FDA Withdraws Salmonella Enteriditis Shell Egg Rule From OMB Review,
Food and Chemical News, Dec. 1, 2008.

In 1997, on the basis of a pilot study conducted in Pennsylvania that showed that
on-farm controls could greatly reduce the incidence of SE in eggs and laying flocks,
CSPI petitioned the government to require egg producers to implement on-farm
process control programs. The approach supported by CSPI’s petition was also rec-
ommended in the first SE risk assessment. In 1996, after watching an increasing
incidence of SE in eggs, the Food Safety Inspection Service (FSIS) and FDA initi-
ated a risk assessment to assess the interventions needed to reduce the risk of ill-
nesses from SE.13 Published by FSIS in 1998, it provided further support for the
need for on-farm controls to address SE in live hens, thereby reducing the incidence
of illnesses from SE.14

FDA and FSIS issued a joint advanced notice of proposed rule-making in 199815

and the issue even merited a Presidential announcement in 1999 by President Bill
Clinton, which clearly indicated FDA would take the lead on the food safety regula-
tion.16 But after that, the issue sat under the Bush Administration while it re-de-
bated internally which agency should handle this issue. FDA did not publish a pro-
posed rule until 2004.17 At approximately the same time, FSIS released a second
risk assessment further documenting the need for regulatory action.18 After accept-
ing comments in 2004, and in a second extended comment period in 2005, the rule
continued to languish. It was not sent to OIRA for final review until 2008.

FDA had cited its intention to finish the Shell Egg rule in numerous documents
including the budget19 and the Food Protection Plan.20 But it could never seem to
get it finalized at OMB. What happened at OIRA once the rule was forwarded to
OMB is anyone’s guess, though we know OIRA met with industry and consumer
groups on the rule in August 2008. All we know is that on Nov. 19, 2008, FDA with-
drew a well-vetted final rule citing the need to address comments received during
interagency review.21 Because OIRA’s comments were made through an interagency
exchange, the public has no way of challenging the decision to withdraw the rule.

So the rule fully supported by science-based risk assessments as being needed to
protect public health from an avoidable problem in shell eggs is back at FDA with
the start of the Obama Administration, no change from 10 years ago when Presi-
dent Clinton made it the topic of a Presidential radio address.

Case Study: Bioterrorism Act
Interference in Agency Determinations Results in Weak Regulations

In June 2002, Congress passed the Public Health Security and Bioterrorism Pre-
paredness and Response Act to improve the ability of the United States to prevent,
prepare for, and respond to bioterrorism and other public health emergencies. The
Act gave FDA four new authorities: FDA could detain potentially contaminated
foods; register foreign and domestic food facilities; require record keeping in the food
industry; and give prior notice of food imports. Congress set an 18-month time
frame for FDA to adopt regulations under the new law.

FDA did publish four proposed rules between February and May 2003, with inten-
tions to push forward to get the regulations finalized to meet the deadlines in the
Act. But things slowed when the rules arrived at OMB.

Documents reviewed by CSPI showed that during the comment periods, OMB
hosted a steady stream of meetings with over 30 food industry representatives who
we believe were seeking to influence the final outcome on four proposed anti-bioter-
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22 According to participant lists on OMB’s web site, agency officials met with officials from
Kraft, ConAgra, Procter & Gamble, the Food Marketing Institute, the Grocery Manufacturers
of America, the National Food Processors Association, and the National Coalition of Food Im-
porting Associations, as well as several food packaging and transportation groups. In response
to a Freedom of Information Act (FOIA) request, CSPI obtained additional information, includ-
ing handouts and meeting agendas supplied by the industry representatives. There was no evi-
dence that OMB met with any independent food-safety experts or consumer groups during this
time. http://www.cspinet.org/new/200409291.html

23 A similar meeting of industry representatives at the agency level would require, at a min-
imum, a taped transcript.

24 Prior Notice of Imported Food Under the Public Health Security and Bioterrorism Prepared-
ness and Response Act of 2002; Draft Compliance Policy Guide; ‘‘Sec. 110.310 Prior Notice of
Imported Food Under the Public Health Security and Bioterrorism Preparedness and Response
Act of 2002;’’ Availability; Final Rule and Notice, 73 Fed. Reg. 66294, (Nov. 7, 2008).

25 Julie Schmit, Tracing Tainted Produce Isn’t Easy; Salmonella Case Highlights Complex Dis-
tribution System, USA Today, Aug. 14, 2008, at 1B; See, HHS Office of Inspector General Rep.
No. OEI–02–06–00210, Traceability in the Food Supply Chain, March 2009 (revealing poor com-
pliance by industry and recommending stronger traceability laws).

rorism rules.22 While these meetings provide an opportunity for OIRA staff to ask
questions of outside experts, they are not formally within the notice and comment
rule-making process under the Administrative Procedure Act (APA).23 Therefore, the
meetings produce few of the hallmarks of transparency that are part of the APA
process. OIRA lists participants at the meetings and publishes documents it receives
on its web site, but does not follow a public comment process, make a transcript
or provide any response to comments it receives. And these meetings with industry
seemed to have an impact.

Because FDA does not have inspectors at every port of entry, the purpose of the
prior-notice requirement for shipments of imported food was to allow the FDA to
dispatch its inspectors to check the riskiest incoming food shipments. FDA proposed
a rule on prior notice of food imports that required importers to notify the Agency
by noon on the day before a food shipment arrives. However, in July and September
2003, OMB held four meetings with the food industry on this proposed regulation.
The regulation that emerged in October 2003 had significantly shorter notice re-
quirements—just two hours notice for trucks, four hours for trains or planes, and
eight hours for ships transporting food. Additionally, under the interim final rule
importers are permitted to make last minute changes to their notifications. The
final rule on prior notice that was required to be completed in late 2003, is slated
to go into effect next week, nearly six years past its Congressionally-mandated ‘‘due
date.’’ 24

These time frames were clearly not adequate to meet the intention of the statute.
FDA could not move inspectors to ports to check high-risk products identified under
the shortened notice requirements. While they could potentially hold suspect prod-
ucts on site until an FDA inspector could get there, it clearly undercut the intent
and efficacy of the new law.

In another of the proposed rules, FDA sought to require companies to keep
records on food shipments and ingredients. Known as ‘‘one up/one down,’’ this
traceability provision was intended to allow FDA to quickly track food back to its
source in an emergency.

During consideration of this regulation, OMB held meetings with 14 food industry
representatives, including three meetings in February and March 2004. The indus-
try agenda for one meeting included such topics as ‘‘Lot code tracking is unneces-
sary and costly,’’ and ‘‘Four-hour record-keeping retrieval—Unreasonable and unnec-
essary.’’ The impact: The lot code tracking provision was revised to exempt trans-
porters and distributors and the record retrieval provisions were changed in the
final rule from four hours to 24 hours. These changes significantly weakened the
final record-keeping provisions, and may have contributed to the long investigative
delays in recent outbreaks linked to Salmonella in the United States.25

As the Bioterrorism Act specified that the regulation be finalized within 18
months, the first deadline expired in December 2003. Though FDA announced that
it would finalize the rule by the end of March 2004, the final rule was instead pub-
lished nine months beyond that target date, in December 2004. Compliance with the
rule was not required until June 2005 for large companies. Small businesses (fewer
than 500 employees) had an additional year to comply.

The two other regulations were finalized as required by the law. In October 2003,
FDA issued a final rule requiring domestic food processors and importers to register
with the agency. In June 2004, it finalized a rule covering administrative detention
procedures for food.
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Conclusion
This testimony has identified and illustrated a number of problems with the OIRA

review of regulations. The meat and poultry HACCP regulation showed how science
is not well advanced and public health improvements can be thwarted when regula-
tions are tied up in a multi-year regulatory review process. The case showed that
OIRA’s burdensome review has provided incentives for the agencies to find creative
ways to avoid going through the OMB process. For meat and poultry products, it
means that USDA has kept outdated performance standards in place by using
newer guidance benchmarked to the old performance standards.

The proposed egg regulation illustrated the problem inherent in unlimited reviews
that can add years to the development of regulations. It also illustrates the confu-
sion of having multiple agencies in charge of food safety.

The bioterrorism rules showed that OIRA reviews can open the door for industry
to lobby for changes to regulations without the transparency requirements of the
APA and also how OIRA can override policy decisions best left to the agencies. We
have also heard from agencies about the long delays inherent in trying to do a vol-
untary survey and how agencies are sometimes asked to predict future benefits with
specificity before a rule can progress.

These problems did not originate in the Bush Administration, nor will they nec-
essarily disappear just by having different people in charge. Fundamental changes
are needed to reduce the breadth of oversight and the time lags that result from
such broad oversight.

The role of science in the regulatory process is very important; however, for the
reasons discussed above, OIRA review has diminished the role of science in crafting
federal regulations. CSPI recommends that a new executive order rewrite the OIRA
mandate to give it more targeted review along with responsibility for identifying
gaps in regulatory oversight. A new executive order should update the definition for
‘‘significant’’ rules to narrow the number of regulations requiring prior approval and
limit OIRA’s review to the economic issues raised in the proposed rules. As OIRA
is staffed by economists, they should defer to the federal agencies on scientific and
technical questions. OIRA should have a rapid time frame for review that balances
thoughtful review with the need to produce timely federal agency actions, particu-
larly to protect public health and social welfare. Finally, to whatever extent that
OIRA retains a role in agency rule-making, it should operate with greater trans-
parency. Agencies must be instructed more forcefully to document any changes to
their draft rules or pre-rule framework made at OIRA’s suggestion at whatever
point in the rule-making process those changes occurred.

The real costs of regulatory delay are felt by everyday American’s when they expe-
rience an avoidable food borne illness. The food industry can improve, but it needs
a level playing field to do it. Our nation’s food safety program can and will improve,
I am confident. But it won’t happen without reform of the OIRA review process as
well.
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Chair MILLER. Thank you, Ms. Smith DeWaal.
Mr. Warren.
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STATEMENT OF MR. WESLEY P. WARREN, DIRECTOR OF
PROGRAMS, NATURAL RESOURCES DEFENSE COUNCIL

Mr. WARREN. Thank you, Chair Miller and Dr. Broun. I appre-
ciate the opportunity to testify today. I am Wesley Warren, Direc-
tor of Programs at the Natural Resources Defense Council. NRDC
is an environmental organization composed of legal and scientific
experts who represent over a million members and activists across
the country who are interested in environmental protection.

Just for the record, I would like to note for Chair Miller that I
hail from North Carolina, still have family in Raleigh and flew out
of the Greensboro Airport just last night on business returning to
Washington. So I send my regards from the state.

Chair MILLER. Please feel free to mention my name to your rel-
atives in Raleigh.

Mr. WARREN. I will be sure to do that.
So I have detailed comments and recommendations in the testi-

mony submitted for the record but which I won’t repeat. Instead,
I would like to take a moment to speak to the Committee to say
what I think is at stake in these issues and for these hearings.

The role of science in public policy is really critical and it is crit-
ical that we restore its integrity. That means we produce the best
quality science and then we put that science to the best possible
use. The OMB has a tremendously important role in this process
to ensure that scientific standards have been followed, but it is not
the role of OIRA to substitute its scientific judgment for the judg-
ment of the expert agencies or to dictate what scientific practices
should be. That instead should be determined by independent sci-
entific bodies like the National Academy of Science and other sci-
entific experts who generate standing scientific practices.

Why does this matter in terms of the use of policy? Regulatory
policy is environmental policy. If you look at the Bush Administra-
tion report on the cost and benefits of federal regulations, you will
see that environmental benefits, although there is a big range of
the estimates of those benefits, on the upper end of the range have
an astonishing $593 billion of benefits to the economy over a 10-
year period. This was the Bush Administration OMB. And that on
the upper end of the range is 90 percent of all the benefits of social
regulations that exist. Why is that? The reason is because of the
tremendous number of lives that can be saved from reducing pollu-
tion, especially air pollution, and the value that society puts on
that life. So when you take a body of information such as this,
which is generated through risk assessments by the agencies, the
question is, how do you put that to use in policy-making. And what
you want to do is insulate the application of that kind of informa-
tion from political manipulation.

Unfortunately, we discovered under the Bush Administration
that it was very prone to manipulation. When the OMB would in-
volve itself in a process, it would often add additional decisional
criteria than those contained in the underlying statute that Con-
gress had enacted, sometimes an unreasonable cost-benefit test,
and one of the reasons they—one of the ways that they set out to
really tilt the scales on cost-benefit analysis was to lower the esti-
mated value that we would put on a human life. This had an ex-
traordinary impact on what the estimated benefits might be from
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regulations, and in extreme cases they would say, for example, it
was dubbed the ‘‘senior death discount’’ that if older people died
from air pollution because they didn’t have as many years left to
live, that that life wasn’t worth protecting as much and would in
the extreme case reduce the value of that life from what the stand-
ard value of human life is, which is $6.1 million, according to EPA,
to as low as $130,000, depending upon how many years left a per-
son might have to live. This has an astonishing impact on what
federal policy might be regarding environmental protection.

So our recommendation is that it is very important now to make
sure that OIRA doesn’t substitute its expertise on science for that
of the expert agencies and doesn’t impose itself in a decision-mak-
ing process to add criteria that Congress did not include itself, and
as a result I will read our recommendation for OIRA, which is that
the government should establish written, publicly available per-
formance requirements and milestones for OIRA review of agency
actions to ensure efficient and timely completion of its duties, and
there should be an accountability mechanism including trans-
parency to ensure that these performance standards are met.
Thank you very much.

[The prepared statement of Mr. Warren follows:]

PREPARED STATEMENT OF WESLEY P. WARREN

Good morning and thank you for the opportunity to testify on The Role of Science
in Regulatory Reform. My name is Wesley Warren, and I am the Director of Pro-
grams for the Natural Resources Defense Council (NRDC). NRDC is a national, non-
profit organization of scientists, lawyers and environmental specialists dedicated to
protecting public health and the environment. Prior to joining NRDC I served in the
White House as Chief of Staff at the Council on Environmental Quality and as Asso-
ciate Director for Natural Resources, Energy and Science at the Office of Manage-
ment and Budget. I previously worked on the professional staff of the House Science
and Energy and Commerce Committees.

The role of science in regulatory reform is an important and timely topic and I
commend the Subcommittee for making it an area of focus early in the 111th Con-
gress. As Members of this committee know, science is at the very core of the work
many of our agencies do to fulfill their missions, particularly when those missions
involve protecting public health and the environment. How scientific analysis is con-
ducted by those experts within federal agencies, and how science fares in relation
to other considerations taken in the regulatory process, can make enormous dif-
ferences in whether laws passed by Congress are implemented as intended, and how
effectively those laws protect the public. It is not an overstatement to say that these
questions and how they are resolved can make the difference between life and
death, or life and health, for many Americans.

Too often in recent years, proposed agency actions based upon the solid scientific
work of agency experts that would have improved protection of public health and
the environment have been blocked, delayed, watered down or otherwise weakened
based upon ideological-imposed criteria that were never authorized by Congress. An
important source of this diversion and delay of public health protections has been
the Office of Management and Budget (OMB), and specifically the Office of Informa-
tion and Regulatory Affairs (OIRA).

Under Executive Order 12866, which succeeds previous Executive Orders, OMB
is given substantial authority to review agency actions including rule-making, guid-
ance, and even propounding information requests. OMB has frequently used this au-
thority, particularly (but not exclusively) in recent years, to interfere with agency
efforts to carry out their science-based missions, and to impose consideration of
other factors never sanctioned by Congress. Moreover, OMB has frequently used
methods to influence regulatory outcomes that run counter to principles of open gov-
ernment and transparency.

This subcommittee held a hearing last summer that considered some examples of
these problems, including OMB’s revised process for overseeing and interfering with
EPA’s development of hazard assessments for toxic chemicals through its IRIS pro-
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gram. My NRDC colleague Dr. Linda Greer testified before the Subcommittee on
that issue.

Less than a year later, these types of problems are receiving renewed scrutiny,
prompted in part by the new Administration’s request for public comments on
whether and how to amend E.O. 12866. NRDC responded to the Administration’s
call for comments on how to improve the way our regulatory process functions.
Below I provide an overview of the issues raised by the potential revision or replace-
ment of the Executive Order, followed by a summary of the recommendations NRDC
submitted to the Administration. I will then outline in some detail the basis for
those recommendations.

I. OVERVIEW
On February 26th, the Office of Management and Budget (‘‘OMB’’) placed a notice

in the Federal Register that it would be making recommendations for a new Execu-
tive Order of federal regulatory review. NRDC submitted comments pursuant to
that notice as OMB requested submissions on eight specific areas: the relationship
between the Office of Information and Regulatory Affairs (‘‘OIRA’’) and the agencies;
disclosure and transparency; encouraging public participation in agency regulatory
process; the role of cost-benefit analysis; the role of distributional considerations,
fairness and concern for the interest of future generations; methods of ensuring that
regulatory review does not produce undue delay; the role of the behavioral sciences
in formulating regulatory policy; and the best tools for achieving public goals
through the regulatory process.

In some ways the most significant issue area is the last area listed by OMB for
requested comments, namely, identifying the best tools for achieving public goals
through the regulatory process. The most important aspect of this issue has to do
with the philosophy of government to be used by the Administration.

The previous Administration had an ideological view of the role of government in
the economy which held that, on the face of it, government involvement in regu-
lating economic behavior was necessarily undesirable. An extension of this view was
that regulatory policy should have review procedures that would work presump-
tively against approving regulatory actions. The assumption behind this approach
is that since government action so often does more harm than good, then it is better
to prevent more regulation as a matter of course and to only allow those that pass
an overwhelming burden of proof.

As current events indicate, this ideological view is ill-founded conceptually and
poorly documented empirically. In contrast, sound public policy should embrace the
concept that it is just as undesirable to under-regulate bad market behavior as it
is to interfere needlessly with a well-functioning marketplace. Getting the amount
of regulation ‘‘just right’’ should be the goal of public policy, with a presumption that
having enough of the right kind of regulation was a sought after outcome.

In environmental policy specifically there is considerable amount of empirical evi-
dence that points to the approaches that are most likely to achieve the right amount
of regulation. It should be noted that past reports by OMB have amply documented
a highly favorable ratio of benefits to costs resulting from environmental regula-
tions. However, it should also be emphasized that using a cost-benefit test is one
of the worst methods on which to rely for environmental decision-making.

As my testimony will discuss later in more detail, cost-benefit analysis (CBA) is
an analytical tool that intellectually is designed to prevent too much regulation, and
which as a result ends up professing much too little. This highly pronounced asym-
metry of results is very undesirable from a public policy perspective and argues both
for reforms in CBA procedures and for limitations on its use.

Fortunately the public record abounds with successful alternatives to the use of
CBA as the decision-making criteria in environmental policy. In contrast to environ-
mental statutes that rely on cost-benefit or risk assessment requirements, the most
successful statutes are those that rely on health-based or technology-based stand-
ards. The goals of the latter statutes are much more obtainable and the burdens
of proof are much more achievable than the former.

In addition, the precautionary principle acts as an ally to environmental policy
and a philosophic alternative to CBA. The precautionary principle formalizes the
common sense notion that it’s better to be safe than sorry. This approach in effect
shifts the burden of proof to those who may engage in undesirable social actions to
prove that they are acceptable. This shift acts as an antidote to CBA’s overly con-
servative intellectual framework that is preoccupied with preventing too much regu-
lation. Again the empirical record is filled with statutes that have successfully taken
a precautionary approach to public policy to provide a level of protection for society
that is much more likely to be just right.

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00047 Fmt 6633 Sfmt 6621 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



40

1 For example, see American Rivers et. al., Transition to Green: Leading the Way to a Healthy
Environment, a Green Economy and a Sustainable Future, pp. 2-11–2-20, available at http://
www.saveourenvironment.org/assets/transition-to-green-full-report.pdf; see also Richard L.
Revesz & Michael A. Livermore, Fixing Regulatory Review: Recommendations for the Next Ad-
ministration, Institute for Policy Integrity, Report No. 2 (New York University School of Law,
Dec. 2008); Gary Bass et. al., OMB Watch, Advancing the Public Interest Through Regulatory
Reform (2008), available at www.ombwatch.org/regulatoryreformrecs.pdf

As for the issue concerning the relationship between OIRA and the agencies, it
is the view of NRDC that OIRA in particular and the Executive Office of the Presi-
dent (EOP) more generally should respect the statutory authority of the federal
agencies and their issue expertise during the rule-making process. That means that
OIRA should focus its attention on ensuring compliance with statutory require-
ments, enhancing the efficiency of agency actions, and providing interagency coordi-
nation rather than micromanaging the content of agency decision-making in respect
to specific policies.

NRDC also strongly supports the principles of transparency and disclosure in gov-
ernment. They provide an essential guarantee to the public that decision-making is
conducted through the proper channels and informs the public of the true basis of
government actions. Executive branch input on proposed agency regulations should
be included in the Administrative record for judicial review of final agency rules,
except where prohibited by law. Because such input is considered by the agency de-
cision-maker, it is properly considered part of the ‘‘whole record’’ for judicial review
pursuant to the Administrative Procedure Act, 5 U.S.C. § 706.

Equally important in a democracy is the role of public participation in the deci-
sion-making process. This is one of the most critical means by which the people af-
fected by governmental decisions can make sure that their opinions are adequately
taken into account by policy-makers.

Although details vary, many other recent commentaries generally agree with the
views stated herein on the proper role of OIRA, the need to improve the use of cost-
benefit analysis, and the virtues of greater disclosure, transparency and public par-
ticipation.1

II. SUMMARY OF RECOMMENDATIONS
1. Sound public policy should embrace the concept that it is just as undesirable

to under regulate bad market behavior as it is to interfere needlessly with a
well-functioning marketplace. Getting the amount of regulation ‘‘just right’’
should be the goal of public policy, with a presumption that having enough of
the right kind of regulation was a sought after outcome.

2. It is the view of NRDC that OIRA in particular and the Executive Office of the
President (EOP) more generally should respect the statutory authority of the
federal agencies and their issue expertise during the rule-making process.

3. NRDC also strongly supports the principles of transparency and disclosure in
government. Executive branch input on proposed agency regulations should be
included in the administrative record for judicial review of final agency rules,
except where prohibited by law. Because such input is considered by the agency
decision-maker, it is properly considered part of the ‘‘whole record’’ for judicial
review pursuant to the Administrative Procedure Act, 5 U.S.C. § 706.

4. NRDC strongly supports increased public participation in the decision-making
process, an important component to democracy.

5. NRDC strongly recommends that CBA not replace or supplement the decisional
criteria of the underlying statutory authority, and that to the extent it is used
as an informational tool, the Administration should work to reduce its serious
flaws.

6. NRDC has requested that OMB conduct a review of past estimates of the costs
of environmental compliance and compare them to actual costs, and then devise
a methodology protocol for adjusting static cost estimates by more accurately
adjusting for costs. Additional research can refine this concept over time, but
the inclusion of a standard concept for making this adjustment could help to ad-
dress the overstatement of costs that tends to systematically occur even in gov-
ernment estimates.

7. NRDC has requested that OMB lead a policy process to examine the inherent
under-counting of benefits in cost-benefit analysis and to develop a methodology
protocol by which decision-makers can systematically compensate for this defi-
ciency in their use of the tool for informational purposes.
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2 See Lisa Heinzerling and Frank Ackerman, Pricing the Priceless: Cost-Benefit Analysis of En-
vironmental Protection (Georgetown Law Institute, 2002).

3 Id., p. 30.

8. In the interest of both sound regulatory processes and healthful environmental
outcomes, NRDC has suggested that OMB review all the Bush Administration
changes to Circular A–4 and consider completely repealing all the changes made
to the Clinton Best Practices document, especially those related to discount
rates, the value of statistical life-years, and false thresholds for analysis. OMB
should also raise the current quantitative threshold for a major rule from $100
million and limit review to rules that cost more than this level without regard
to qualitative criteria such as novel legal and policy issues.

9. NRDC has asked the Obama OMB to remove the use of these alternative prac-
tices from use and the record of analysis, as the whole purpose of these alter-
native analyses is to put benefit calculations step-by-step on a downward path
in part by creating uncertainty about the results of the main analysis.

10. Any new executive order on federal regulatory review should reinforce the Ad-
ministration’s commitment to addressing distributional considerations, espe-
cially those that affect minorities, low-income populations, future generations
and children. These considerations are particularly important for environmental
regulation. NRDC also recommends committed implementation of Executive
Order 12898, addressing environmental justice in minority populations and low-
income populations, and Executive Order 13045, protecting children from envi-
ronmental health risks and safety risks.

11. OMB should establish written, publicly available performance requirements and
milestones for OIRA review of agency actions to ensure efficient and timely com-
pletion of duties, and there should be an accountability mechanism to ensure
that OIRA meets these performance standards. As noted in these comments,
these performance requirements should more closely and transparently docu-
ment exchanges among OIRA, the agencies and outside parties, and should fol-
low a formal process that has clear and reasonable deadlines and a manageable
appeals process.

III. GENERAL ISSUES CONCERNING COST-BENEFIT ANALYSIS
CBA can be a useful tool for helping to organize information in the regulatory re-

view process. In some fields, where the costs and benefits are fairly well known and
are both of a strictly monetary nature, CBA may even serve as the suitable decision-
making test. However, in many areas of social regulation including environmental
policy, the flaws of CBA are so serious that they make it inappropriate to use as
the decisional criteria. Therefore, NRDC strongly recommends that CBA not replace
or supplement the decisional criteria of the underlying statutory authority, and to
the extent it is used as an informational tool, that the Administration work to re-
duce its serious flaws.

The limitations on the use of cost-benefit analysis are extensive and in fact quite
well known.2 Of greatest concern is the extent to which CBA has inherent biases
that overstate costs and undervalue benefits. OMB should be commended for invit-
ing input on the key question that should be considered in the use of cost-benefit
analysis: namely, what if anything can be done to compensate for its limitations and
biases?

a. Overstatement of Costs
On the cost side, the most serious source of overstatement of costs is the overly

static assumption about technology in government projections that overlooks the
ability of innovation to lower costs over time. Again and again, dire predictions by
industry about the effects of environmental protection on the economy have been
shown after the fact to be greatly inflated. The eventual cost of the acid rain control
program required by the Clean Air Act Amendments of 1990 is a well-documented
case in point, as it fell far below the estimates of either industry or government.3

The prowess of technology to lower costs over time is really driven by the effi-
ciency of a market economy in responding to a new constraint, in this case a regu-
latory requirement that internalizes an externality. It is at least ironic that many
advocates of the use of cost-benefit tests as decisional criteria in decision-making
also have great faith in the reliance on free market behavior; and yet they have lit-
tle regard for efficient, cost-minimizing progress by the market to respond to these
internalized externalities.
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4 Office of Information and Regulatory Affairs, Office of Management and Budget, 2008 Report
to Congress on the Benefits and Costs of Federal Regulations, and Unfunded Mandates on State,
Local, and Tribal Entities, 2008, p. 4 (hereafter the OMB 2008 report). These were analyses of
major rules, or rules that generated costs or benefits of at least $100 million. All amounts are
stated in 2001 dollars.

5 Id., pp. iii–5.

To the extent that CBA will continue to be produced for decision-makers, it needs
to move to a more systematic treatment of the role of technology in lowering costs
over time. Therefore, NRDC has requested that OMB conduct a review of past esti-
mates of the costs of environmental compliance and compare them to actual costs,
and then devise a methodology protocol for adjusting static cost estimates by more
accurately adjusting for costs. Additional research can refine this concept over time,
but the inclusion of a standard concept for making this adjustment could help to
address the overstatement of costs that tends to systematically occur in government
estimates.

b. Undervaluing Benefits
One of the most troubling aspects of cost-benefit analysis is not simply its tend-

ency to misstate costs and benefits, but to systematically overstate the costs while
understating the benefits. This bias stems from the fact that in the search for a ‘‘net
benefits’’ answer to the cost-benefit test the ruling practice is to first quantify all
costs and benefits, and then to reduce them to a common denominator in the form
of dollars. Therefore any term that does not lead itself to quantification, and then
monetization, tends to fall out of the equation entirely.

Because the costs of regulations are usually the expense of compliance, costs do
not generally suffer from the same ‘‘dropping out’’ effect in the net benefits equation,
whereas benefits by their nature are often difficult to quantify, much less monetize.
Even when we cannot precisely state certain kinds of benefits in monetary terms,
we know the value to society is not nothing. The Administration must undertake
an effort to rigorously correct this deficiency as noted below.

There are numerous reasons why the many different kinds of benefits that exist
are difficult to either quantify or monetize. This difficulty is serious in estimating
the benefits of reducing pollution, but it especially skews our ability to sensibly esti-
mate the benefits of protecting natural resources. Values like preventing the deg-
radation to landscapes, extinction of species, or loss of wilderness are notoriously
problematic when it comes to assigning dollar values to them. It may be a fun-
damentally flawed concept to even try in some cases. However, to the extent that
CBA is going to be performed, OMB must develop a better approach for presenting
these benefits in the analysis.

Therefore, NRDC has requested that OMB lead a policy process to examine the
inherent under-counting of benefits in cost-benefit analysis and to develop a method-
ology protocol by which decision-makers can systematically compensate for this defi-
ciency in their use of the tool for informational purposes.

c. Implications for Environmental Policy
Past annual OMB reports to Congress regarding federal regulations have docu-

mented the overwhelming social benefits of environmental regulations compared to
the costs. It is noteworthy that even the Bush OMB reports showed this result even
though the techniques used to measure benefits have clearly failed to capture them
all through proper quantification. The most recent OMB annual report on the costs
and benefits of regulations showed once again that environmental benefits by them-
selves accounted for most of the benefits of social regulations over the last decade.
Therefore, it is essential to understand that regulatory review policy is first and
foremost environmental policy.

OMB generally divides the regulations it analyzes into three substantive areas:
social regulations, tax compliance and economic regulations. Environmental regula-
tions, including those issued by the EPA, fall under social regulations, which in FY
2007 accounted for 45 percent of all the regulation analyzed by OMB.

OMB analyzed 93 regulations over the ten-year period from October 1997 to Sep-
tember 2007, 40 of which came from EPA.4 Of the EPA rules OMB analyzed 27 im-
plemented by the Office of Air and Radiation and 10 rules from the Office of Water.
The monetized benefits of these rules ranged between $83,298 and $529,567 million,
with costs ranging from $32,252 and $35,058 million. The majority of large esti-
mated benefits for EPA rules are accounted for the reduction in public exposure to
a single air pollutant—fine particulate matter. Overall, OMB estimated that the 97
analyzed regulations in this ten year period garnered between $122,190 and
$655,556 million in benefits, compared to $46,219 and $53,894 million in costs.5
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6 Id., pp. 7–11.
7 Id., pp. 7–8.
8 Office of Management and Budget, Economic Analysis of Federal Regulations Under Execu-

tive Order 12866, January 11, 1996; and Jacob J. Lew, Office of Management and Budget,
Guidelines to Standardize Measures of Costs and Benefits and the Format of Accounting State-
ment, March 2000.

9 Office of Information and Regulatory Affairs, Office of Management and Budget, 2003 Report
to Congress on the Benefits and Costs of Federal Regulations, and Unfunded Mandates on State,
Local, and Tribal Entities, 2003 (hereafter the OMB 2003 report), pp. 150–153.

10 Id., p. 147.

For the most recent fiscal year, ranging from October 2006 to September 2007,
OMB analyzed the benefits and costs of 40 major final rules. Of these, 18 final rules
were categorized as ‘social regulations,’ with benefits estimated to range between
$122,190 and $655,556 million, and costs ranging from $46,219 and $53,894 million.
EPA continues to be responsible for the majority of estimated benefits and costs
generated by federal regulation, as shown by the three rules promulgated by the
EPA. The benefits of the EPA rules range from $21,143 and $170,391 million, with
costs estimated between $7,475 and $7,584 million. There were three other environ-
mental regulations promulgated, although two issued by the Department of Interior
(DOI) were not monetized and therefore not included. The remaining rule, man-
dating energy efficiency standards for electric distribution transformers by the De-
partment of Energy (DOE), has estimated benefits of $490 to $865 million, and costs
of $381 to $428 million.6

Thus, the Environmental Protection Agency (EPA) by itself accounts for as much
as 90 percent of the benefits all social regulations from a span of agencies that in-
cludes the Departments of Agriculture, Education, Energy, Health and Human
Services, Housing and Urban Development, Justice, Labor, and Transportation. In
absolute terms the upper end of the range of estimated benefits to society from EPA
regulations over this 10-year period is an impressive $593 billion. Furthermore,
even by the OMB report’s admission, these EPA regulations in the aggregate yield
a highly favorable ratio of benefits to costs. Even using the high-end estimate of
costs, the ratio of benefits to costs ranges from over 2:1 to an astonishing 17:1.

Keeping in mind that even the lower end of this range is highly beneficial, what
explains the large size of this range? The 2008 OMB report points to five factors,
but one of the most disturbing is uncertainty about the value to be placed on saving
lives.7 Indeed the greatest contribution by EPA to total social benefits is derived
specifically from air pollution controls that reduce such premature mortality. This
point is notable not only because of the philosophic importance of preserving life,
but also because it underscores the significance of getting the methodology right for
estimating the value of protecting it. It also helps to explain the motivation of the
Bush Administration in devising new methods for lowering the value attributable
to preventing premature mortality, so that it could justify its repeated attempts to
weaken air pollution regulations.

d. Bush Administration’s Undermining of CBA
The Bush Administration took a multi-faceted approach to warping the use of

cost-benefit analysis. Here NRDC would like to highlight two examples which the
Administration should consider correcting as part of its review of the regulatory
process. One example is the set of ‘‘best practices’’ that the OMB instructs agencies
to follow in its calculations of the benefits of regulations (e.g., Circular A–4). The
other is distorted estimates of the benefits of air pollution regulations that the Bush
Administration left on the books.

In 2003 the Bush OMB revised Clinton Administration regulatory review proce-
dures set out pursuant to Executive Order (‘‘E.O.’’) 12866. The Clinton procedures
were set out in detail in a 1996 OMB document that described best practices for
agencies to follow in their calculations of the costs and benefits of regulations, and
an OMB 2000 guidance issued to agencies concerning how to implement these prac-
tices.8 The Bush Administration’s changes were quite subtle but significant.

Three changes in particular represent the worst changes of the best practices:

• First, OIRA changed the way in which the discount rate is applied for pur-
poses of discounting streams of future benefits.9

• Second, OIRA gave greater emphasis to the Value of a Statistical Life-Year
(VSLY) as the measure of the benefit of reducing the risk of loss of life, as
opposed to the standard Value of a Statistical Life (VSL).10
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11 Id., p. 157.
12 To rebut fully the first claim above that the Bush changes were not much different from

the Clinton policy, one must carefully compare the Bush language to Clinton language that it
revised, since changes in context at times altered the meaning of key passages in certain sec-
tions. Also, to understand the implications of the Bush changes for environmental regulatory
review, one must contrast the revised OMB directives with the existing EPA guidelines on eco-
nomic analysis from September 2000. (See EPA, Guidelines for Preparing Economic Analyses
(Sept. 2000) ). The EPA guidelines are an outstanding summary of currently accepted ap-
proaches to economic analysis. Following a review of the revised guidelines, EPA’s Environ-
mental Economics Advisory Committee of the Science Advisory Board described the guidelines
as ‘‘excellent’’ and concluded that the guidelines ‘‘succeed in reflecting methods and practices
that enjoy widespread acceptance in the environmental economics profession.’’

13 OMB 2003 Report, Circular A–4, passim.
14 OMB, Economic Analysis of Federal Regulations Under Executive Order 12866, Section

III.A.3.a. (1996), and OMB, Special Case: Intergenerational Analysis, Section A.5.b (2000).
15 See supra note 12, Section 6.3.1.5, p. 48.

• Third, OIRA imposed without justification a completely new set of statistical
requirements for rules with impact above a $1 billion threshold.11

In making changes to the Clinton Administration’s Best Practices guidance, the
Bush OMB made two claims in its defense: (1) the changes are not really any dif-
ferent than the policies of the Clinton Administration; and (2) OMB policies are just
suggestions and agencies are free to do what they want. If valid, these two argu-
ments taken together would completely obviate the point of making any changes in
the first place. The reality was that the changes were specifically meant at least
in part to undermine the effectiveness of environmental policy.12

The Bush Administration’s Circular A–4 demonstrates once again how dramati-
cally the environmental polices and the regulatory approaches of the Bush Adminis-
tration were entwined. In Circular A–4, of the 35 examples given of how to do a
regulatory review procedure or why the procedure is necessary to do, 32 were in the
field of environmental policy, and 25 of those were EPA-specific.13

Therefore, in the interest of both sound regulatory processes and healthful envi-
ronmental outcomes, NRDC has suggested to this Administration that OMB review
all the Bush Administration changes in Circular A–4 and consider completely re-
pealing all the changes made to the Clinton Best Practices document.

1. The Rate of Discounting Future Benefits
Before the Bush Administration, OMB policy on intra-generational benefit

streams regarding the use of a discount rate recommended a seven percent rate
based on its claim that seven percent is close to the average before-tax rate of re-
turn to capital in the U.S.14 This directive was plainly out of line with more recent
actual rate of return experience and was in need of an update. Even now the 10-
year Treasury rate hovers stubbornly below three percent.

The fix of the Bush OIRA, however, was wholly inadequate to the task; it directed
agencies to provide net benefits estimates using both the out-of-date seven percent
rate and added to it a new three percent discount rate. However, in the past agen-
cies were never really barred from looking at rates other than seven percent as long
as they also included an analysis with OMB’s seven percent number. As EPA’s 2000
guidelines for preparing economic analysis notes after recommending the use of a
consumptive rate of interest: ‘‘EPA economic analyses therefore should provide esti-
mates of the present values of costs and benefits using both a two to three percent
rate and OMB’s guidance on discounting [using a seven percent rate].’’ 15

Thus, the Bush revision had the effect of further enshrining the dictate that the
flawed seven percent rate must be included in agency analysis. Also it puts an im-
plied floor on the lower discount that can be used at three percent, even though one
could argue that at times even that rate is too high. OMB should instead take a
hard look at what a more reasonable discount rate should be, and allow agencies
much greater flexibility in choice of a suitable discount rate for the specific policy
under review.

NRDC and many others have profound ethical, pragmatic, policy, and legal con-
cerns about OMB’s approach to discounting the value of future lives lost. In par-
ticular, OMB should revise the way in which it views the practice of discounting
the value of lives that are lost in the future from exposures to hazards in the
present. The discounting of future lives (especially if insupportably high discount
rates such as seven percent are applied) amounts to an incredible vanishing act
where the calculations of such values are concerned.

Not surprisingly, a substantial body of research related to the social rate of time
preferences supports the view that individuals discount the value of future lives by
a rate far below the seven percent rate set by OMB in Circular A–94. In fact, given
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16 See supra note 14, Section III.A.3.c; and OMB 2000, A.5.b. Special Case: Intergenerational
Analysis.

17 See supra note 14, Section 6.3.2.4, p. 52.
18 For a discussion of the implications of discounting on decision-making on climate policy see

Richard Newell and William Pizer, Discounting the Benefits of Climate Change Mitigation: How
Much do Uncertain Rates Increase Valuations? (The Pew Center on Global Climate Change, De-
cember 2001).

the low level of interest rates for the last several years, it would be surprising if
up-to-date research on social time preference did not provide a robust endorsement
of the view that the discount rate for the loss of future lives should be extremely
small if not zero. Therefore, as a way of helping to correct the systematic biases in
cost-benefit analysis, NRDC has requested that OMB recommend the use of a dis-
count rate of zero for the value of future lives until the technical and ethical issues
related to this practice are satisfactorily resolved.

For issues that have especially long time horizons that are inter-generational in
nature, Circular A–4 has suggested a different approach. While still requiring the
use of the three percent and seven percent rates as in the case of intra-generational
benefits, Circular A–4 would allow rates as low as one percent in certain cases. Al-
though this approach is better than simply limiting the analysis to three percent
and seven percent rates, it again falls short of the mark that OMB should set for
this analysis. Indeed, it may be worse than current agency practice.

The OMB 1996 best practices document and its 2000 guidelines are somewhat cir-
cumspect on the issue of the correct discount rate for inter-generational analysis
and allow agencies some leeway. Specifically, these documents allow the agency ei-
ther to use the same discount rate analysis that it would use for intra-generational
benefits while addressing equity issues separately, or to use ‘‘a special social rate
of time preference.’’ 16 In implementing this advice, the EPA guidance document has
recommended that analyses should include a ‘‘no discounting’’ scenario by displaying
a stream of costs and benefits over time (which EPA notes is not the same as a dis-
count rate of zero). It also recommends the inclusion of other scenarios beyond the
seven percent and three percent rates, namely, those ‘‘in the interval one-half to
three percent as prescribed in optimal growth models.’’ 17

Over long time horizons, even the relatively low discount rate of one percent can
drive the net present value estimate of benefits down to almost nothing. This statis-
tical obliteration of the value of protecting future lives becomes exaggerated in the
extreme when policies with extended timelines like nuclear waste disposal or cli-
mate change are involved. The inevitable but insupportable conclusion seems to be
that anything the present generation does that adversely effects future generations
is acceptable because the value of the benefit to future lives does not amount to
much.18

2. Shift from Value of a Statistical Life to Life-Years
One of the standard ways for agencies to measure the benefit from reducing the

risk of premature mortality is the use of the Value of a Statistical Life (VSL). The
estimate for the VSL can be calculated using a number of different kinds of willing-
ness-to-pay surveys, such as those that rely on labor market (i.e., wage-risk) studies
or contingent valuation. The standard use of VSL has itself been subject to the criti-
cism that it underestimates the benefit of reducing the risk of mortality because of
income, age, and occupational biases that are built into some of the kinds of studies
used to construct a value for it.

An alternative to the use of VSL is the concept of the Value of a Statistical Life-
Year (VSLY). VSLY in effect measures the benefit of reducing the risk of premature
death based on the number of years a hypothetical person has to live, instead of
assigning an average VSL to everyone.

VSLY deserves particular attention because it is one of the most controversial pro-
posed changes to the guidelines. Under VSLY, all else being equal, the older a tar-
get population is, the lower the calculated benefit of protecting them. Therefore, pro-
tections for the elderly would be subjected to a special devaluation under this tech-
nique. VSLY also serves as the basis for another technique for lowering the value
of life, the Quality Adjusted Life Year (QALY). Once one establishes VSLY as a
method for calculating the value of reducing the risk of mortality, then one can take
the additional step of adjusting the calculation of the value of remaining life-years
by their ‘‘quality.’’ Again, since the quality of life of the elderly can be said to be
less than younger people, the life of the elderly can be lowered again.

The discussion of the value of a human life and which measure for it is appro-
priate is at times troubling and often analytically slippery. The troubling aspect
comes from the fact that it is an issue that is not economic in nature but rather
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19 See Anna Alberini, Maureen Cropper, Alan Krupnick, and Nathalie B. Simon, Resources for
the Future, Discussion Paper 02–19, April 2002.

philosophic. NRDC holds the view that all life is precious and therefore deserves
equal protection under the law. This view by itself is a sufficient argument against
using VSLY or QALY analysis and NRDC has urged the Administration to adopt
this view.

Nonetheless, the value of life as it relates to age is a subject matter of economic
study, and therefore it is imperative that the right kind of economic analysis be
brought to bear on it. Because the analytical framework for this discussion is so
slippery, it is critical to ask the question in the right way so that the thinking about
it is also correct.

The supporters of VSLY like to frame the question around a true if partial notion
that generally speaking one would rather die later rather than sooner. This notion
is so common-sensical that it is the basis of an old joke, in which the robber tells
his victim that it’s either his money or his life, to which the victim says, ‘‘Take my
life, I’m saving my money for my old age.’’

The proposition that one would rather die later than sooner is valid as far as it
goes, but one can also stretch it too far. It’s true that society has an interest in en-
suring that social investments will get younger people to an older age. It’s not true
that the premise of this conclusion is that the lives of younger people are more valu-
able to save because they have more years left in them. That incorrect premise leads
to following a fair question about when you would rather die with a false one, name-
ly: if you could only save a single person, should it be an older person or a younger
person?

There are many wrong premises to this second question as posed, one of which
is that society cannot afford to make the investments needed to extend the life of
both younger and older people. But the main faulty premise comes about by not ask-
ing the right second question after the question about whether you would die sooner
or later. The proper follow up question to ask is: now that it’s later, are you more
willing to die than you were before?

It should not be surprising that the answer that most often comes back to this
question is, ‘‘Not really.’’ The fact that there is a smaller amount of years left in
your supply seems not to have reduced the demand you still have for continuing to
use the ones you have left. In some ways it has made the value much higher of each
scarce remaining year.

One way economists look at the issue is to consider the social rate of time pref-
erence. Reliable empirical data in this field do not support the premise of either
QALY or VSLY. One study by some of the leading experts on this subject concluded
quite simply that the data do not support discounting the value of life based on the
numbers of years someone has remaining to live.19

Yes, society has an interest in helping younger people to live longer, so they can
‘‘enjoy their money in their old age.’’ However, since individuals continue to want
to die later rather than sooner even as they age, it is fundamentally wrong-headed
to assume that society can only afford to invest in saving either the young or the
old. Once we save the lives of the young, we should not allow ourselves to fall victim
to the other side of the robber’s choice, telling them as they approach their old-age,
there’s no more money left to invest in saving them.

3. False Thresholds
E.O. 12866 already requires a regulatory impact analysis (RIA) for major rules

above $100 million a year or under certain qualitative conditions. There are several
problems with these criteria.

• First, while it is reasonable to have a threshold figure for what is a major
rule, the $100 million figure has become out of date and needs to be revised
upward based on changes to inflation since the time of the data used to set
the original threshold level. A procedure should also be put into place that
will automatically allow this figure to rise according to an established price
index.

• Second, it is sufficient for the minimum threshold to be limited to costs alone.
After all, if the costs are below $100 million and the benefits are above, what
difference does it matter how much higher the benefits are above that level?

• Third, the qualitative criteria should be deleted since they are overly vague
and put almost no constraints on the potential reach of the review process,
whether it makes sense or not. The qualitative criteria that a review can be
necessitated by novel legal or policy issues is especially troublesome, and
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20 See supra note 8, p. 158.
21 See supra note 12, Section 5.5.1, pp. 27–28.
22 See supra note 8, p. 156.
23 OMB Draft 2003 Report to Congress on the Costs and benefits of Federal Regulations, 68

Fed. Reg. 5,492, 5,524 (Feb. 3, 2003).
24 For more information on this issue see Dr. Frank Ackerman, Uses and Abuses of Economic

Analysis in Setting Stormwater Regulations, December 18, 2002.

gives OIRA an almost unlimited reach into agency processes in a way not con-
templated by Congress. Maximum Available Control Technology proposals are
often caught in this net even if they do not exceed $100 million a year in costs
and are quite beneficial in their result.

In addition to the threshold for regulatory review contained in E.O. 12866, the
Bush Administration required a whole new form of uncertainty analysis for rules
costing more than $1 billion a year, even though RIAs under E.O. 12866 already
had to address issues of uncertainty in that analysis.20 This new requirement ap-
pears completely arbitrary and serves simply to clog the regulatory process.

No reason was ever given by OMB for why the existing analysis requirement
would be deficient for rules of a larger size. Moreover, no justification was given for
hinging a formal analysis on the level of cost as opposed to level of cost combined
with the ratio of benefits to costs. It is a form of false precision and a waste of re-
sources to do a formal analysis of the exact distribution of the range of uncertainties
if you already know the benefits are going to exceed the cost at any level. Finally,
no justification was provided for the $1 billion figure being the correct threshold,
although it is likely that environmental regulations would be disproportionately im-
pacted by this requirement and therefore it is reasonable to conclude that was the
motive.

EPA already had a method for addressing uncertainty analysis. As EPA noted in
its 2000 guidelines: ‘‘If, however, the implications of uncertainty are not adequately
captured in the initial assessment then a more sophisticated analysis should be un-
dertaken . . .. However, these methods can be difficult to implement, often requir-
ing more data than are available to the analyst.’’ 21 Instead of relying on an arbi-
trary figure to determine whether a higher standard for analysis should apply (e.g.,
the $1 billion threshold), EPA applied a more reasonable approach by determining
first whether the initial assessment passed a test of adequacy in capturing the im-
plications of uncertainty. Where the benefits far exceed the costs and the data are
lacking for additional formal analysis, EPA could reasonably decide that the initial
assessment was more than adequate.

The effect of the Bush Administration change is to threaten rule-makings with
delay by sending the agency back to collect data that may not be available, even
if the available data are sufficient to determine the results of the rule would be posi-
tive. As OMB ominously notes in its guidelines, ‘‘For example when the uncertainty
is due to a lack of data, you might consider deferring the decision, as an explicit
regulatory alternative, pending further study to obtain sufficient data.’’ 22

The connection to the potential for tying up environmental controls is not acci-
dental. In its 2003 proposal to change the Clinton guidelines, the Bush OMB explic-
itly pointed to analysis of air pollution regulations as an example of the problem
with uncertainty about future emissions, changes in air quality, resulting health ef-
fects, and the ‘‘economic and social value of the change in health outcomes.’’ In re-
ality, it was never made clear what other type of rules would even meet this thresh-
old test for extra uncertainty analysis.23

The Bush Administration’s decision to single out regulations for unfavorable treat-
ment simply on the basis of the size of costs, seems to have been an attempt by
the Bush White House to justify after the fact a policy it already had in place. In
at least one significant case, EPA’s rule to control polluted runoff from construction
and development sites, the Bush OMB deleted the most effective and beneficial pro-
vision of the rule drafted by EPA simply based on the size of the costs of the provi-
sion. The Bush Administration took this indefensible action despite the fact that
this action had no basis in the statute as part of its decisional criteria and that even
so the provision would have clearly passed any reasonable cost-benefit test.24 Fur-
thermore some rules like this one may have total costs that seem large in dollars,
but that are in fact quite small in comparison to the total size of the industry.

Thus the implication of uncertainty requirements in the hands of a hostile OMB
is that arbitrary procedures can be institutionalized as a reason for blocking rules
regardless of statutory directives or overall benefits to society. The Obama OMB
should avoid new uncertainty concepts that could lead to such results by raising the
current $100 million threshold and eliminating the formal uncertainty requirement
for rules that exceed $1 billion in costs.
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25 For references in this section see: EPA, Technical Addendum: Methodologies for the Benefit
Analysis of the Clear Skies Initiative (September 2002); and EPA, Final Regulatory Support Doc-
ument, Final Rule for Cleaner Large Industrial Spark-Ignition Engines, Recreational Marine
Diesel Engines, and Recreational Vehicles, 67 FR 217 (November 8, 2002).

26 See supra note 9.

4. Faulty ‘‘Alternative Analysis’’ Left on the Books
It is instructive to consider the implications of the Bush Administration’s changes

to the regulatory review process in the context of specific applications during admin-
istration policy reviews. Once again, air pollution controls offer a keen illustration
of the point of what can happen when the government manipulates the price tag
put on human life.

In the fall of 2002 the Bush OIRA insisted that EPA begin to include an ‘‘alter-
native analysis’’ in its environmental reviews that employed some new techniques
to drive down the calculation of benefits. In these alternative analyses, when the
entire range of techniques was employed, the estimated benefits of controlling air
pollution astonishingly dropped by over an order of magnitude. Three cases in which
EPA used a variation of this alternative analysis include the technical justification
for the Clear Skies Initiative (CSI), the off-road engine rule (a.k.a. the snowmobile
rule), and the off-road diesel rule.25

Requiring an alternative analysis by the agency could be a valuable exercise if
it were done with the intention of providing a more balanced range of information
to policy-makers. Such an effort would be directed to correcting the existing biases
of CBA, in this case the underestimation of benefits. There are many ways in which
OIRA could direct its efforts to correcting these biases, as has been suggested in
prior comments submitted to OIRA by NRDC and others.

Unfortunately, the Bush OIRA made no attempt to produce a set of techniques
or alternative analyses that would have the effect of raising estimates of benefits
by reducing built-in biases. In fact, OIRA does not even attempt to provide a sym-
metrical pair of alternative analyses, one that reduces the estimate of benefits in
the way OIRA would prefer and one that raises estimates of benefits by correcting
anti-benefit biases. Either of these approaches would produce a more complete range
of benefit estimates for policy-makers to consider than the Bush OIRA’s alternative
approach by itself. Of course, the best approach is to simply correct the bias toward
underestimation without including OIRA’s new analysis, and therefore provide the
most honest set of numbers to be used by policy-makers.

In the alternative analysis advocated by OIRA, EPA used three principal steps
to lower its own original benefit estimate. In each instance, the approach in the
original analysis is a far more reliable calculator of benefits than the alternative
analysis. We can see how this process will work over time by going through the al-
ternative analysis in the EPA air pollution proposals step-by-step.

In the first step of both the standard and the alternative analysis, EPA estimates
the value of reducing the risk of fatalities in terms of statistical lives. For the stand-
ard analysis, this estimate is based on 26 studies, 21 of which are labor market/
wage-risk studies and five of which are contingent valuation studies. The alter-
native analysis, however, only based its estimate on the contingent valuation stud-
ies, reducing the VSL almost in half from $6.1 million to $3.7 million. The second
step in the alternative analysis adjusts the VSL estimate even further downward
based on the fact that many of the people saved by the rule would be elderly, drop-
ping the value to $2.3 million for seniors. The last step shifted the entire analysis
from a VSL to a VSLY analysis, which in its worst case scenario can ultimately end
up with a valuation of $130,000.

One could also argue that there is no real harm in leaving these alternative anal-
yses and their techniques on the books, since EPA could always ultimately rely on
its main analysis. However, the whole purpose of these alternative analyses is to
put benefit calculations step-by-step on a downward path in part by creating uncer-
tainty about the results of the main analysis. In addition, it makes no sense to
waste staff time and resources performing unhelpful and misleading analyses.
Therefore, NRDC has asked that the Obama OMB remove the use of these alter-
native practices from use and the record of analysis. Indeed, the Bush OMB appar-
ently no longer considered its alternative analysis to be the ‘‘alternative,’’ but rather
equal or more reliable from their point of view. Proof of this attitude can be seen
in the 2003 OMB Annual Report to Congress in the section explaining OMB’s meth-
od for summing up the cost and benefits of regulations.26 In most cases, OMB sim-
ply accepted the calculations submitted by the agency. However, in the case of EPA
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27 In the report, OMB notes that it has revised the benefits from reductions in nitrogen oxide
(‘‘NOΧ’’) emissions to reflect a range of estimates from these recent EPA analyses. It then ac-
knowledges: ‘‘Because of the importance of this endpoint and the considerable uncertainty
among economists and policy-makers as to the appropriate way to value reductions in mortality
risks, EPA has developed alternative estimates for its ‘Clear Skies’ legislation that show the po-
tential importance of some of the underlying assumptions . . .. OMB has used this analysis to
identify an alternative estimate of the benefits from NOΧ reductions, . . . a difference in the
estimates of roughly a factor of five.’’ This is a huge reduction in the estimated level of benefits,
stated under the guise of uncertainty and submitted to Congress as if it is a figure that should
be considered with equal merit as the one relied on by the agency.

estimates concerning air pollution benefits OMB created a new lower figure for the
range of estimates using its new technique for lowering the value of life.27

Thus we can see how the regulatory review procedures adopted by the Bush Ad-
ministration were meant to set the stage for a more far reaching undermining of
environmental protection in general and air pollution controls in particular. It would
start by using the Bush OMB alternative analysis to lower benefits and then to
argue there is uncertainty about the regulations. Next, the regulation may be sub-
jected to a formal uncertainty analysis for which there would be insufficient data.
Then, the agency’s rule would be delayed until more data are collected, perhaps end-
lessly. The approach is an unbalanced trap even for rules that are quite beneficial,
with weaker environmental protections one of the results.

IV. ACTION IN THE FACE OF UNCERTAINTY
Because of the inherent biases of CBA, it is a defective tool to use in decision-

making on the environment. Regulations that are based on health or technology
standards are much more reasonable and effective approaches on which to rely for
decision-making.

One of the reasons opponents of regulatory protections often argue for the use of
CBA as the decisional criteria in rule-makings is because of its extensive and at
times oppressive requirements for information. The CBA technique lends itself read-
ily to the endless argument that more information is needed or that scientific under-
standing is imperfect. Special interests often try to commandeer the risk assessment
process to create an impenetrable labyrinth of procedures or political atmosphere of
uncertainty. Ultimately the success of the system requires that opponents of regula-
tion not be allowed to relentlessly demand an unobtainable level of knowledge as
a precondition for action.

a. Too Little Precaution, Too Much Time
The desire to have a high degree of certainty in regulatory decision-making prior

to taking action builds an overly conservative presumption into the system that is
very deep. This presumption is not necessarily reasonable on the face of it. It would
be admittedly expensive and inefficient for society to endure a regulatory burden
that was not supported by sufficiently positive results. Yet it could also be expensive
and inefficient for society not to adopt a level of regulation sufficient to reap all of
the positive results potentially available. After all, pollution externalities for exam-
ple impose a huge and inefficient cost on society in terms of public health and eco-
logical effects, some of which can be irreversible.

Judging from the information provided in past OMB reports on the costs and ben-
efits of regulations, we seem to be in little danger of erring on the side of too much
environmental regulation, given the extremely high ratio of benefits to costs that
have resulted from existing social regulations. Indeed, the conservative presumption
of the system has most likely denied society the benefits that would accompany ad-
ditional, well-designed regulations to address social externalities like environmental
degradation.

One of the principal ways in which the excessively biased nature of the system
can be partially offset is through the use of precaution in regulatory policy. The con-
cept of precaution recognizes that knowledge is never perfect, and yet there is often
a need to take action before certainty is complete. Precaution introduces into this
decision-making process the common sense notion that in some matters it is better
to be safe than sorry. The precautionary principle is a statement of the fact that
regulatory policy needs to explicitly incorporate a measure of precaution into the de-
cision-making structure in order to reduce risk to society, since that structure left
to itself is much more likely to have too little precaution and too much risk.

Another EOP office, the Council on Environmental Quality (CEQ), published a
ground-breaking monograph on the subject of risk analysis in 1989, Risk Analysis:
A Guide to Principles and Methods for Analyzing Health and Environmental
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28 Council On Environmental Quality, Risk Analysis: A Guide to Principles and Methods for
Analyzing Health and Environmental Risks, 1989, pp. 10–11.

29 See Office of Science and Technology Policy, Science, Risk, and Public Policy, March 1995,
p. 7.

30 Examples of Legislated Standards in Environmental Statutes:
Clean Air Act
§ 108 requires NAAQS for pollutants with ‘‘an adverse effect on public health or welfare,’’ mean-
ing proof of actual harm before agency action may be taken. Ethyl Corp v. EPA, 541 F.2d 1,
14 (D.C. Cir. 1976) (Wright, J.) In other words, demonstration of an effect is required; but dem-
onstrating the certainty of the effect is not, as the Ethyl case described below proves. The min-
imum level of certainty required to regulate a chemical was established by the Supreme Court
in the so-called Benzene decision. Industrial Union Department, AFL–CIO v. American Petro-
leum Institute, 448 U.S. 607 (1980). The Court held that a mere showing of harm is insufficient
cause to regulate a chemical, that the agency, in this case OSHA, must first demonstrate ‘‘sig-

Risks.28 In that publication, CEQ catalogued a long list of different ‘‘dimensions’’ of
risk, showing how different the nature of risk can be in different situations. These
dimensional traits include severity, potential for catastrophe, reversibility, impact
on future generations, voluntariness, and controllability. This catalogue shows that
it is not sufficient to focus simply on generic ways that precaution may be used in
risk assessment and management; rather it is necessary to start with an under-
standing of the different kinds of risk that need to be assessed or managed, and
then separately analyze the way in which precaution applies in each case.

The failure to appreciate that a one-size-fits-all approach to risk assessment and
management does not work well is one of the main ways in which risk policy goes
wrong. The Office of Science and Technology Policy (OSTP), yet another EOP office
historically active on risk management issues, noted in a 1995 white paper: ‘‘[E]ach
law establishes somewhat different criteria for making risk management decisions.
The extent to which such an analysis is permissible or productive in light of statu-
tory provisions must influence a decision to undertake a risk assessment. There are
advantages to having some degree of consistency in the statutory provisions that
guide risk reduction activities in the Federal Government . . .. However, the spe-
cific methods to be used in evaluating risks are best developed in agencies on a stat-
ute-by-statute basis so that the analytical approach is appropriate to the types of
risks addressed.’’ 29

Indeed, the Executive Office of the President (EOP), which includes OMB, CEQ,
and OSTP, generally lacks legal power to dictate risk-based decision-making to the
agencies. In most cases, such policy is properly rooted instead in the statutory re-
quirements of different agencies. When courts assess whether an agency has acted
lawfully, primary consideration is given to whether Congress has already expressed
the answer regarding the decision-making criteria through legislation. Agencies in-
terpret this as a mandate to regulate in protection of the public health—even when
there is less than absolute certainty as to the probability that a given harm will
occur.

Congress and agencies must constantly consider how much precaution to use in
regulation. Moreover Congress typically has remedied ineffective health and safety
statutes by increasing the amount of precaution in a statute. From decades of trial
and error, we have learned two important lessons: regulation that accommodates
uncertainty succeeds, and regulation dependent upon absolute proof of risk or a
rigid cost-benefit test fails to protect the public sensibly.

Congressional mandates to protect health in the face of uncertainty have been
consistently upheld in the Supreme Court. In both the Lead Industries Association
and American Trucking decisions, the Court held that the executive may not deviate
from the degree of public health protection mandated by congress when imple-
menting a regulation.

b. Case Studies
Many legitimate opportunities to protect public health and safety are hampered

by the requirements of too much proof of harm, too much balancing of environ-
mental risks with ‘‘other factors,’’ and too little requisite precaution. Examples in-
clude the regulation of hazardous air pollutants, lead and other toxics. Based on
these case studies, one can see that the alternative to reasonable regulation ends
up as inaction, delay, and irreparable harm to the public health and the environ-
ment.

As a result of this harsh history lesson, Congress has routinely mandated by stat-
ute the standard required for agencies to act under a particular law. Courts have
consistently held that a margin of safety adequate to the task of protecting the pub-
lic health as prescribed by Congress is one that enables an agency to regulate with-
out meeting an unreasonable threshold of certainty.30
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nificant’’ risk, and then demonstrate that the proposed alternative would cause a significant risk
reduction.
Whitman v. American Trucking Associations, 531 U.S. 437, 465 (2001) (Scalia, J.): ‘‘The lan-
guage, as one scholar has noted, ‘‘is absolute.’’ D. Currie, Air Pollution: Federal Law and Anal-
ysis 4–15 (1981). The EPA, ‘‘based on’’ the information about health effects contained in the
technical ‘‘criteria’’ documents compiled under § 108(a)(2), 42 U.S.C. § 7408(a)(2), is to identify
the maximum airborne concentration of a pollutant that the public health can tolerate, decrease
the concentration to provide an ‘‘adequate’’ margin of safety, and set the standard at that level.’’
‘‘Did Congress pass the Clean Air and Clean Water Acts out of concern that pollution hurts the
economy, or out of a fundamental concern for the health of the citizenry?’’ Rancho Viejo v. Nor-
ton, 2003 WL 1699326 (2003) (Garland, J.).
See also:
§ 109(b)(1) (codified at 42 USC § 7409): ‘‘National primary ambient air quality standards . . .
the attainment and maintenance of which in the judgment of the Administrator, based on such
criteria and allowing an adequate margin of safety, are requisite to protect the public health.’’
§ 109(b)(2): ‘‘Any national secondary ambient air quality standard . . . shall specify a level of
air quality the attainment and maintenance of which . . . is requisite to protect the public wel-
fare from any known or anticipated adverse effects associated with the presence of such air pol-
lutant in the ambient air.’’
Occupational Safety and Health Act § 6(b)(5): requires agency to ‘‘set the standard which
most adequately assures, to the extent feasible, on the basis of the best available evidence, that
no employee will suffer any impairment of health.’’
Industrial Union Dept., AFL–CIO v. American Petroleum Institute, 448 U.S. 607, 646 (1980):
‘‘Congress was concerned, not with absolute safety, but with the elimination of significant
harm.’’
Safe Drinking Water Act
§300g-1(b)(4)(A): ‘‘Each maximum contaminant level goal established under this subsection
shall be set at the level at which no known or anticipated adverse effects on the health of per-
sons occur and which allows an adequate margin of safety.
Natural Resources Defense Council, Inc. v. E.P.A., 824 F.2d 1211, 1216 (D.C. Cir. 1987): ‘‘The
Drinking Water Act, by contrast, directs the Administrator to establish a recommended level for
‘‘each contaminant which, in his judgment . . . may have any adverse effect on the health of
persons.’’ 42 U.S.C. § 300g-1(b)(1)(B) (emphasis added). This language is inconsistent with a re-
quirement that the Administrator make a threshold finding of significant risk.’’

31 Background on lead in gasoline taken from Peter Montague, Precautionary Action Not
Taken: Corporate Structure And the Case Study of Tetraethyl Lead In the U.S.A., in Carolyn
Raffensperger and Joel Tickner, Eds., Protecting Public Health and the Environment: Imple-
menting the Precautionary Principle, at pp. 294–303 (Washington, D.C.: Island Press, 1999).

In this section, NRDC gives examples as case studies on how to and how not to
regulate social risks.

1. Air Toxics: Congress Learns Its Lesson
Before the 1990 amendments to the Clean Air Act, EPA was charged by Congress

with creating National Emission Standards for Hazardous Air Pollutants
(NESHAPs) for the air pollutants listed within the Toxic Release Inventory. Due to
the uncertainty about the amount of toxic exposure required to produce harm, EPA
assumed the exposure standard to be zero. But EPA was highly reluctant to justify
action regarding a zero risk exposure based on risk analysis. As of 1990, only eight
of 650 toxic materials had been successfully regulated—this despite reams of data
supporting their toxicities. With an unreasonable burden of proof put in place re-
garding certainty, NESHAPs was a plain failure in practice.

As a result of the agencies’ inability to meet its congressional mandate, Congress
was compelled to act. Congress took notice of the slow rate of progress, identified
the inability to regulate in the face of uncertainty as the problem, and instead man-
dated toxic standards be generated using technology-forcing requirements. Since the
1990 amendments, 46 air toxics standards have been set for 82 different types of
major industrial sources.

The NESHAPs story ends with a happy ending: Congress realized that more ac-
tion was necessary and responded appropriately. But note that once again it was
beyond the scope of EPA (or, for that matter, OMB) to alter the degree of precaution
mandated by the statute—only Congress could alter the legislated level of risk and
uncertainty.

2. Lead: When Agencies Resist Precautionary Regulation
In contrast, neither Congress nor executive agencies were able to regulate envi-

ronmental exposures to lead before nearly a century of debilitating exposure had
taken its toll. The use of lead in gasoline is therefore the single best example of the
need for government regulation in the face of uncertainty.31
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32 NRDC v. Train, 545 F.2d 320 (2d Cir. 1976).
33 Ethyl Corp v. EPA, 541 F.2d 1 (D.C. Cir. 1976).
34 Id., at 28.
35 Id., at 7.
36 Lead Industries Association v. EPA., 647 F.2d 1130 (D.C. Cir. 1980).
37 Id., at 1153.
38 GAO Report, Toxic Substances Control Reform, p. 3 (Feb. 26, 2009).
39 Id.
40 Id., at 10.
41 947 F.2d 1201 (5th Cir. 1991).
42 There is extensive independent research that demonstrates asbestos’s high toll on public

health and safety. A Rand study estimated that the industry liability costs alone could reach
$200 billion. The human costs are considerable. Between 1985 and 2009, 225,000 people are esti-
mated to prematurely lose their lives due to asbestos-related cancers.

Lead in gasoline was hazardous from the get-go: within a year of first producing
leaded gasoline in 1923, eighty percent of workers at DuPont’s New Jersey factory
were poisoned, resulting in more than three hundred cases of death or severe nerve
damage. Although lead production was temporarily halted in 1925 due to over-
whelming opposition from the scientific community, production of lead gasoline re-
sumed the following year after the Surgeon General declined to restrict its use, cit-
ing the need for more definite proof.

A half-century later, even after lead was regulated as a hazardous fuel additive
because lead was ‘‘reasonably anticipated to endanger the public health or welfare,’’
EPA nevertheless resisted classifying lead as an air pollutant until NRDC success-
fully sued to compel its phase-out.32 Now, lead is accepted by the agency as a sig-
nificant environmental threat, including especially to the health of children.

Regulation of lead provided the watershed legal challenge to uncertainty in envi-
ronmental regulation. This challenge culminated in two separate appeals by the
lead industry to the D.C. Circuit, each attempting to require EPA to provide more
definite causality before lead could be regulated.33

In Ethyl Corp. v. EPA, Judge Skelly Wright warned that effective regulation
would be ‘‘impossible’’ if courts demanded a ‘‘rigorous step-by-step proof of cause and
effect.’’ As a result, agencies may now regulate in the face of uncertainty if they use
‘‘available evidence to make rational assessments’’ concerning potential risks.34 The
threshold question was NOT what quantity of lead caused the harm, nor what per-
centage of that quantity was from gasoline, but whether the lead posed a ‘‘signifi-
cant risk of harm’’ to the public health.35

The requirement to follow statutory mandates for precautionary regulation found
further support in Lead Industries Association v. EPA.36 Here, Judge Wright again
agreed with EPA that setting a standard under the Clean Air Act with ‘‘an absence
of adverse effects’’ does not require showing that ‘‘the effects on which the standards
are clearly harmful or clearly adverse’’ (emphasis in original).37

3. Toxics: Failing to Protect Public Health
In theory, the Toxic Substances Control Act (‘‘TSCA’’) authorizes the EPA to ob-

tain information on the risks of industrial chemicals and to regulate usage of those
chemicals that the agency determines present an unreasonable risk to public health
and safety. However, EPA has yet to achieve either of these goals due to a severe
lack of regulatory authority to carry out these tasks. There have been approximately
83,000 chemicals currently listed in EPA’s TSCA inventory since its implementation
in 1979.38 About 21,000 of these chemicals are new to TSCA’s Chemical Substances
Inventory since 1976.39 Of these, 67 percent do not have any test data on file re-
garding the safety and health effects of the chemical, and 85 percent do not have
any data relating to the chemical’s effects on public health. EPA has used its au-
thority to test chemicals for unreasonable risk less than 200 times due to the cum-
bersome process of rule-making required to commence testing.

While the agency has the authority to regulate chemicals under Section 6 of
TSCA, the ‘unreasonable risk’ threshold that the agency must meet is extremely
high. The cost-benefit analysis required to meet this standard is extensive, with sub-
stantial evidence involved to justify regulation and withstand judicial review. As a
result, EPA has only issued regulations to limit the use or production of five exist-
ing chemicals to date out of 83,000.40 This failure to regulate dangerous substances
is most pronounced in EPA’s effort to regulate and ban asbestos, a known deadly
chemical. In Corrosion Proof Fittings v. EPA,41 the Court ruled that EPA did not
have sufficient evidence to out-right ban the use of asbestos and therefore did not
meet its burden in demonstrating that banning the substance was the least burden-
some regulatory action. This was after ten years of data gathering by the agency.42
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43 59 Fed. Reg. 7,629 (Feb. 16, 1994).
44 See, e.g., ‘‘Prevention of Significant Deterioration, Non-attainment New Source Review, and

Title V: Treatment of Certain Ethanol Production Facilities Under the ‘Major Emitting Facility’
Definition,’’ 72 Fed. Reg. 24,060, 24,077 (May 1, 2007).

45 71 Fed. Reg. 76,603 (Dec. 21, 2006).
46 EPA Response to Comments (EPA Doc. ID EPA–HQ–OAR–2005–0475–0164).
47 Id.
48 Section 112(f)(2)(A) of the Clean Air Act states that if, upon completion of an eight-year re-

view, the existing MACT standards for a carcinogenic pollutant do not reduce lifetime cancer
risks to less than one-in-one million, then EPA ‘‘shall promulgate standards’’ under § 112(f) for
sources emitting that pollutant. 42 U.S.C. § 7412(f)(2)(A). EPA’s risk analysis found that haz-
ardous organic emissions from one facility resulted in a lifetime cancer risk of 340-in-one mil-
lion. SOCMI Residual Risk Assessment (EPA Doc. ID EPA–HQ–OAR–2005–0475–0108) at A–
15, N–3, N–4.

In order to remedy these shortcomings, a timetable should be established for all
manufacturers to provide chemical data to EPA and other relevant agencies for
proper risk assessment. What’s more, the burden of proof needs to be shifted so that
chemical manufacturers are required to prove the safety of substances, rather than
requiring EPA to prove a substance poses an unreasonable risk. Furthermore, the
regulatory hurdles EPA faces before being able to take action to address unsafe sub-
stances are too high, and must be lowered to allow EPA to protect public health and
the environment from unsafe chemicals.

V. DISTRIBUTIONAL CONSIDERATIONS, FAIRNESS AND FUTURE GEN-
ERATIONS

Science should play a critical role in reinforcing the Administration’s commitment
to addressing distributional considerations, especially those that affect minorities,
low-income populations, future generations and children. Such considerations are
particularly important for environmental regulation. E.O. 12898,43 adopted in 1994,
directs each agency, to the greatest extent practicable and permitted by law, to
make environmental justice part of their mission by identifying and addressing dis-
proportionately high and adverse human health or environmental effects of their
programs, policies, and activities on minority populations and low-income popu-
lations in the United States. Unfortunately, despite the executive policy on environ-
mental justice set forth in this order, it has not been implemented in any meaning-
ful way in recent years.

Under the Bush Administration, the EPA paid only superficial attention to the
directive of E.O. 12898. For example, in promulgating regulations pursuant to the
Clean Air Act, EPA frequently failed to undertake any actual analysis of environ-
mental justice implications and typically just adopted one or two sentences, often
boilerplate language, disavowing any distributional impact.44

In other cases, such as EPA’s 2006 rule-making for the National Emission Stand-
ards for Organic Hazardous Air Pollutants from the Synthetic Organic Chemical
Manufacturing Industry (also called the ‘‘HON Rule’’),45 EPA simply ignored signifi-
cant evidence of environmental justice concerns. In that rule-making EPA opined:
‘‘The fact that low-income and minority citizens may represent a larger percentage
of the population exposed to HON HAP emissions compared to their percentage
within the overall U.S. population does not in itself indicate that there is an envi-
ronmental justice concern.’’ 46 In declining to impose stricter emissions limitations
on chemical manufacturing facilities—facilities that are heavily clustered alongside
other industrial facilities in minority and lower-income communities such as New
Orleans and the Houston Shipping Channel—EPA relied primarily on ‘‘consider-
ation of the additional costs of further control.’’ 47 EPA’s decision to ignore scientific,
health-based considerations and its attendant failure to adopt additional controls
has left poor and minority communities located near the fence lines of chemical
manufacturing facilities exposed to cancer risks 300 hundred times greater than the
acceptable risk level identified by Congress for toxic air pollution.48 The new Admin-
istration should make a greater commitment, across all agencies, to comply with
E.O. 12898 as well as principles of reasoned rule-making and sound science.

Science should similarly be the animating force behind the Administration’s con-
cern for the interests of future generations, including today’s children. Children face
different and more severe health and safety risks than adults:

‘‘A growing body of scientific knowledge demonstrates that children may suffer
disproportionately from environmental health risks and safety risks. These
risks arise because: children’s neurological, immunological, digestive, and other
bodily systems are still developing; children eat more food, drink more fluids,
and breathe more air in proportion to their body weight than adults; children’s

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00061 Fmt 6633 Sfmt 6621 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



54

49 E.O. 13045, 62 Fed. Reg. 19,885 (Apr. 23, 1997).
50 Id.
51 Id.
52 Id., Section 5, 62 Fed. Reg. 19,887.
53 Id., Section 5, 62 Fed. Reg. 19,887.
54 See, e.g., HON Rule, 71 Fed. Reg. at 76,613. In the HON Rule, EPA found that the rule

did not present a disproportionate risk to children despite the agency’s admission that some of
the chemicals of concern regulated by the rule are potentially carcinogenic by a mutagenic mode
of action, necessarily a concern for children.

size and weight may diminish their protection from standard safety features;
and children’s behavior patterns may make them more susceptible to accidents
because they are less able to protect themselves.’’ 49

With respect to environmental and safety regulations, an existing E.O.50 provides
some guidance. E.O. 13045 declares that ‘‘each federal agency: (a) shall make it a
high priority to identify and assess environmental health risks and safety risks that
may disproportionately affect children; and (b) shall ensure that its policies, pro-
grams, activities, and standards address disproportionate risks to children that re-
sult from environmental health risks or safety risks.’’ 51 For regulatory actions that
are ‘‘economically significant,’’ as defined under E.O. 12866, and that pertain to an
environmental health or safety risk that an agency has reason to believe may have
a disproportionate effect on children:

‘‘the issuing agency shall provide to OIRA the following information developed
as part of the agency’s decision-making process, unless prohibited by law: (a)
an evaluation of the environmental health or safety effects of the planned regu-
lation on children; and (b) an explanation of why the planned regulation is pref-
erable to other potentially effective and reasonably feasible alternatives consid-
ered by the agency.’’ 52

Unfortunately, in the same way that agencies have failed in recent years to ac-
count fully for the impacts of regulatory action and inaction upon minority and low-
income communities, during the Bush Administration they likewise failed to account
for the unique vulnerability of children.53 For example, EPA has previously denied
that E.O. 13045 applies to its rule-makings by arguing that a rule does not pose
special risk to children, despite contradictory evidence.54 In light of such recent fail-
ures, there is a pressing need for the new Administration to make a greater commit-
ment to the scientific procedures and decision-making guidelines outlined in E.O.
13045.

VI. TRANSPARENCY AND OTHER PROCESS IMPROVEMENTS
NRDC also strongly supports the principles of transparency and disclosure in gov-

ernment. They provide an essential guarantee to the public that decision-making is
being conducted through the proper channels and informs the public of the true
basis of government actions. Executive branch input on proposed agency regulations
should be included in the administrative record for judicial review of final agency
rules, except where prohibited by law. Because such input is considered by the agen-
cy decision-maker, it is properly considered part of the ‘‘whole record’’ for judicial
review pursuant to the Administrative Procedure Act, 5 U.S.C. § 706.

Under historic and ongoing OIRA practices, OIRA desk officers and other officials
exercise outsized influence over agency rule-makings and other activities that either
never become transparent to the public, or become transparent in rare cir-
cumstances where a statute (like the Clean Air Act, see CAA 307(d)(4)(B)(ii) ) re-
quires OIRA written comments to be disclosed. Even in those latter circumstances,
however, the OIRA influence and comments (on proposed or final rules) are made
public only when a proposed or final rule is signed, severely limiting and under-
mining the public’s ability to learn about the OIRA influence in a timely and effec-
tive fashion.

Under the prior Administration, OIRA even managed to circumvent the minimal
transparency safeguards built into the rare statute like the Clean Air Act that re-
quired documentation of OMB written comments. The surreptitious nature of this
conduct makes it difficult to prove, which is precisely the problem, but plenty of reli-
able if anecdotal information exists of such practices. Rather than provide written
comments on EPA rule-makings to the agency, OIRA would insist that their com-
ments be accepted on phone calls or during in-person meetings. In at least one situ-
ation OIRA staff reportedly insisted that an EPA political appointee transcribe writ-
ten edits and notes on a draft Clean Air Act rule-making during a phone call. It
is impossible to see these steps as anything other than circumvention of statutory
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transparency requirements. These are precisely the types of practices that we have
urged this Administration to abandon.

Another objectionable practice by OIRA in the recent past involved an informal,
pre-review ‘‘review’’ process, in which OIRA staff pressured EPA officials to adopt
OIRA-preferred provisions even before the rule entered the official review. The ad-
verse consequences of this procedure were that (1) OIRA could maintain that it did
not make changes during the formal OMB review process (they had already been
made); (2) any OIRA staff written comments made during the pre-review period
were not included in the administrative rule-making records or the certified record
for judicial review, meaning there was no transparency or accountability to the pub-
lic; and (3) OIRA staff did not consider themselves bound by the deadlines governing
OMB’s formal review, and these informal reviews sometimes led to rules or pro-
posals being delayed for far longer than the formal review period deadlines would
have allowed.

These practices permit OIRA staff to exert hidden and potentially undue influence
over EPA rules during these informal review periods and delay important public
health and environmental measures. These informal reviews sometimes led OMB’s
subsequent formal reviews to be mere formalities that lasted no more than a few
days after the formal review began; the real work and influence had been accom-
plished during the improper informal reviews, during which OIRA had already won
the changes to the rules it was seeking, so the formal review amounted to rubber
stamping a pre-negotiated outcome.

Under the prior Administration, OMB would routinely engage in informal reviews
of EPA rules—quaintly dubbed ‘‘consultations’’—outside of the strictures and dead-
lines provided under E.O. 12866. In some cases, these informal OIRA ‘‘consulta-
tions’’ delayed the EPA rule far beyond the time period provided for under the exec-
utive order, delaying the rule’s important health benefits. For example, EPA’s rule
governing ‘‘PM2.5 De Minimis Emission Levels for General Conformity Applica-
bility,’’ EPA–HQOAR–2004–0491, underwent an informal OIRA consultation for
over six months before the rule was re-submitted to OIRA for formal review under
E.O. 12866 on July 6, 2006, OMB completed its formal Executive order review on
July 7, 2006, making quite clear that the formal review process was a charade and
OMB had effectively substituted a drawn out, unaccountable, non-transparent, and
informal ‘‘consultation’’ for the formal review process and strictures.

It is also worth noting that a significant number of the rules subject to informal
OIRA ‘‘consultation’’ fell well below the $100 million threshold in E.O. 12866. In-
deed, it is our understanding that OIRA has long insisted on reviewing every EPA
MACT rule, regardless of whether those rules met the quantitative or qualitative
significance criteria in E.O. 12866.

Then there are the numerous instances in which OIRA simply granted itself
lengthy and nearly open-ended extensions to formally review EPA rules. See, e.g.,
EPA–HQOAR–2005–0163 (EPA rule-making proposal sent to OMB for formal re-
view on August 18, 2006, OMB review formally extended on November 16, 2006,
and OMB review completed on April 19, 2007). In addition, there are examples of
OIRA conducting lengthy informal ‘‘consultations,’’ followed by lengthy extensions of
its formal review period. See, e.g., EPA–HQ–OAR–2001–0004 (EPA rule provided to
OIRA for informal ‘‘consultation’’ on April 11, 2005, submitted for formal review on
September 8, 2006, formal review extended on December 7, 2006, and OMB formal
review completed on February 28, 2007); see also EPA–HQ–OAR–0173.

These documented abuses just cover EPA rules adopted under the Clean Air Act,
but we have every reason to believe these same abuses have been practiced by OMB
with respect to other EPA rule-makings and actions carried out by other federal
agencies. We have urged OMB to abandon these abuses of Executive Order 12866,
and to adopt new practices that will provide the expected timely and formal review
of agency rules—without resorting to non-transparent and abused informal con-
sultations.

In general terms OMB should establish written, publicly available performance
requirements and milestones for OIRA review of agency actions to ensure efficient
and timely completion of duties, and there should be an accountability mechanism
to ensure that OIRA meets these performance standards. More specifically, these
performance requirements should include the following:

• Provide all comments on draft rule-making proposals and draft final rules
and other agency actions (e.g., guidance) in writing, and make those writings
available to the public in real time either on the OMB web site or in the pub-
licly available electronic rule-making record for the underlying agency ac-
tion(s);
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• Avoid to the greatest extent possible oral comments on draft proposals and
final rules and other actions that could be seen as an attempt to circumvent
the written comment condition above or ‘‘fingerprinting’’ requirements in stat-
utes like the Clean Air Act;

• Allow officials only at the branch chief level or higher to take actions that
have the effect of delaying or blocking the agency action past the formal re-
view period, and then only by making written comments on draft proposals
and final rules and other actions. This would remedy or lessen the potential
for abuse in which OIRA desk officers exercise effective veto power over agen-
cy actions by refusing to release those actions.

• Make the comments and identities of all agencies and departments during the
interagency review process on a given agency’s rule, publicly available and
available to the agency in question in real time. This will provide greater in-
formation to the public policy process and offer greater accountability for all
of the parties involved.

• Hew to the review deadlines in the Executive Order, and only seek extensions
where strictly necessary. If and when the formal OMB review period expires,
there should be a presumption that OMB review is complete unless formal
written objections are lodged at the branch chief level or above, and those
written objections are again made available in real time to the agency and
the public. If OMB does need to seek an extension, there should be only one
such extension and it should be of limited, specified duration. Both of these
conditions are needed to reform the current practices which can unjustifiably
hold up agency actions by allowing OIRA to either fail to provide written rea-
sons for refusing to release an agency action, or grant itself open-ended exten-
sions.

• Establish an appeals process in situations in which OMB objections to an
agency action may be appealed by the agency. This appeal process should be
less draconian than the current process calling for elevation to the Vice Presi-
dent’s office, since that process discourages appeals and creates undue lever-
age on the part of OMB. As part of this alternative it could be helpful to in-
volve formally other EOP offices with special expertise and responsibility over
the subjects and source of disagreement, e.g., the Council for Environmental
Quality for disputes between OMB and EPA and the other environmental and
natural resource agencies.

• Finally, we have urged OIRA to provide better detailed summaries of its
meetings with outside stakeholders, whomever they might be, rather than the
cursory meeting summaries that OIRA currently provides, in which the meet-
ing participants are listed along with only the briefest mention of the subject
of the meeting. Members of the public (or fellow agencies for that matter)
would benefit from a more meaningful explication of the discussion of issues
affecting them.

CONCLUSION
Thank you again for the opportunity to testify before the Subcommittee. We look

forward to working with the Subcommittee and Full Committee, as well as the Ad-
ministration, to ensure that efforts to protect public health and the environment
based upon agency expertise are successful. I would be happy to answer any ques-
tions you may have.
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Chair MILLER. Thank you Mr. Warren.
Dr. Coglianese.

STATEMENT OF DR. CARY COGLIANESE, ASSOCIATE DEAN
FOR ACADEMIC AFFAIRS, EDWARD B. SHILS PROFESSOR OF
LAW, PROFESSOR OF POLITICAL SCIENCE; DIRECTOR, PENN
PROGRAM ON REGULATION, UNIVERSITY OF PENNSYLVANIA
Dr. COGLIANESE. Thank you very much, Chair Miller, Ranking

Member Broun and other Members of the Subcommittee. I am
pleased to be here and I would like to talk in my remarks about
the relationship between science and regulatory policy and specifi-
cally about what science can and what science cannot do when it
comes to justifying good regulatory policy.

Now, regulatory policy—good regulatory policy solves problems,
it aims to solve problems, and to do that and do it well, regulatory
decision-makers need to understand the problems that they are
aiming to solve as well as be able to assess how different solutions
to that problem might fare against decision-making criteria that
are applicable. And to understand both the problems and the rel-
ative strengths and weaknesses of different solutions, regulators
need to rely on science, and by that, I mean the systematic inquiry
about how the world works. That is needed to help us understand
what is causing problems. If we don’t understand that, it is harder
to solve them. Science can help in identifying possible solutions. If
there are multiple causes of a problem, then science can lead pol-
icy-makers to think about different solutions aimed at the different
causal pathways. And of course, science can also be very important
in assessing the impacts or projecting the likely impacts of dif-
ferent policy options.

So, science plays an important and vital role in regulatory policy,
but it cannot do everything. First, it cannot provide the criteria for
decision-making. Science explains the world. It provides assess-
ments of empirical reality of what is, but doesn’t provide normative
judgments, doesn’t help tell us how to balance between different
criteria, whether they might be effectiveness, efficiency, equity or
other policy considerations.

So science describes. It does not prescribe. However, sometimes
regulatory agencies tend to blur that distinction and sometimes
purport to make decisions where science has told us to go. ‘‘We
have listened to the science. We are doing what science tells us to
do.’’ When they are doing that, they are making a claim that just
conceptually can’t be sustained.

In 1996, the National Research Council explained in a report
that ‘‘science alone can never be an adequate basis for a risk deci-
sion because decisions are ultimately public policy choices.’’ A legal
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2 For treatments of policy decision-making, see David Weimer & Aidan R. Vining, Policy Anal-
ysis: Concepts and Practice (4th ed. 2004), and Eugene Bardach, A Practical Guide for Policy
Analysis: The Eightfold Path to More Effective Problem Solving (2008).

3 The Supreme Court has defined science as ‘‘″a process for proposing and refining theoretical
explanations about the world.’’ Daubert v. Merrell Dow Pharmaceuticals, Inc., 509 U.S. 579, 590
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scholar, Wendy Wagner, has sometimes referred to the over-
emphasis on science as a science charade. I have in my own re-
search chronicled in detail the EPA’s rule-makings in the 1990s
and they have done it again in 2006, revising air quality standards
and claiming to have done so because that is where science has led
them. Science again is important, but it is not, and shouldn’t be
used as, a cloak for policy decision-making because in doing so the
public is not aware of the real reasons justifying the fundamental
policy choices. So in addition, sometimes the lack of transparency
about the fundamental policy choices being made and the reasoning
behind them could lead agencies to make inconsistent or sub-opti-
mal decisions.

Congress has some options to try to address this problem of a
science charade. They could take a look at various laws that create
incentives for agencies to claim science is doing more than it can
do. They could also look at legislative requirements to compel agen-
cies to clearly demarcate what science is telling them and what the
public policy reasoning is.

Many observers have rightfully called for enhancing the sound-
ness of the scientific basis of agency decision-making, but just as
there is always room for improving the quality of the science that
regulatory agencies repair to, there are also opportunities to en-
hance the quality of agencies’ policy reasoning, especially in those
instances where agencies misleadingly suggest that science has de-
termined their decisions.

[The prepared statement of Dr. Coglianese follows:]

PREPARED STATEMENT OF CARY COGLIANESE

Mr. Chairman, Ranking Member Broun, and Members of the Subcommittee, I am
pleased to appear before you today to discuss the role of science in setting regu-
latory standards. In my testimony, I will seek to offer some conceptual clarity about
the contribution of science to the making of regulatory policy, explaining what
science can and cannot be expected to accomplish in regulatory decision-making.

Good regulation aims to—and does—solve problems.1 Making sound decisions
about regulation therefore calls for an understanding of the problem a regulator
seeks to solve. What is the scope and severity of the problem? Is the problem grow-
ing worse? What are the causes of the problem? These kinds of questions call for
accurate and relevant information about the current state of the world as well as
evidence confirming theories about cause-effect relationships.

In addition to understanding the problem, regulatory decision-making calls for a
consideration of solutions.2 What are the possible ways the problem might be solved
(or at least the situation improved)? Against which criteria ought alternative solu-
tions be judged (including the option of doing nothing)? How does each alternative
fare when assessed against the chosen criteria? On the basis of answers to these
kinds of questions, the regulator can make an informed decision about what ought
to be done—namely, whether to regulate and, if so, exactly how to do so.

To understand problems and their potential solutions, regulatory decision-making
depends on science in several ways. By science, I mean, in general terms, systematic
inquiry aimed at generating evidence about and explanations of how the world oper-
ates.3 Science is needed, first, to measure, track, and explain the cause of prob-
lems—although importantly it does not tell us why something is properly considered
a problem in the first place. Second, by helping understand what causes a problem,
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4 Cary Coglianese & Gary Marchant, ‘‘Shifting Sands: The Limits of Science in Setting Risk
Standards,’’ University of Pennsylvania Law Review 152: 1255, 1274 (2004).

5 National Research Council, National Academy of Sciences, Risk Assessment in the Federal
Government: Managing the Process 18–19 (1983).

6 National Research Council, Understanding Risk: Informing Decisions in a Democratic Society
26 (1996).

7 Wendy E. Wagner, ‘‘The Science Charade in Toxic Risk Regulation,’’ Columbia Law Review
95: 1613, 1650–51 (1995). See also Thomas O. McGarity & Wendy E. Wagner, Bending Science:
How Special Interests Corrupt Public Health Research 21 (2008) (‘‘In today’s legal climate,
science has become the most respected and therefore the most powerful influence on domestic
health and environmental policy-making.’’).

8 Coglianese & Marchant, supra note 4.
9 Id. at 1273 (quoting then-Administrator Carol Browner).
10 EPA, Fact Sheet Final Revisions to the National Ambient Air Quality Standards For Par-

ticle Pollution (Particulate Matter), http://www.epa.gov/air/particlepollution/pdfs/
20060921¥factsheet.pdf (Sept. 21, 2006) (last accesses 4/28/09).

science may help inform the process of generating ideas about possible solutions—
namely interventions that address different causal pathways to the problem. Fi-
nally, science can also quite usefully inform assessments of how different solutions
will fare in terms of at least certain types of policy criteria. For example, scientific
knowledge about swine flu viruses is clearly essential in assessing the effectiveness
in preventing disease transmission of alternative solutions like washing hands
versus avoiding pork products.

Science cannot, though, tell a regulator which criteria should be used to evaluate
possible alternatives, nor how to balance or make trade-offs between different cri-
teria, whether effectiveness, efficiency, equity, or other policy considerations. Science
also cannot make or direct the ultimate choice about what solution should be se-
lected from the alternatives considered. The ultimate choice of whether, how, and
how stringently to regulate is a normative or policy judgment: ‘‘Science describes;
it does not prescribe.’’ 4

Regulators may sometimes be justified to take action before scientists can con-
clude that they understand well a problem’s causes or can predict with a high de-
gree of confidence how all possible solutions might fare. At other times, scientists
may be able to specify the contours surrounding a problem with a great deal of con-
fidence, but regulators may nevertheless be justified to allow that problem to per-
sist—if other weightier (or at least equally weighty) policy considerations so dictate.
Solving one problem could, after all, only create other problems. In the context of
regulatory policy, science’s role—or what President Barack Obama in his Inaugura-
tion Address called its ‘‘rightful place’’—is to provide a necessary but not sufficient
input into policy decisions.

Members of the scientific community have long emphasized the need to clarify the
role science can and cannot play. As early as 1983, in its well-known Red Book re-
port, the National Research Council (NRC) called for maintaining a clear conceptual
distinction between scientific judgments and policy judgments in risk regulation.
The NRC distinguished between risk assessment, which it considered to encompass
predominantly scientific analysis, and risk management, which it said entails con-
sideration of ‘‘political, social, economic, and engineering information . . . to select
the appropriate regulatory response.’’ 5 In another report issued in 1996, the NRC
explained still more bluntly that ‘‘science alone can never be an adequate basis for
a risk decision’’ because such ‘‘decisions are, ultimately, public policy choices.’’ 6

Regulatory agencies have not always acknowledged that their decisions are ulti-
mately policy choices, albeit ones informed by science. Legal scholar Wendy Wagner
has characterized as pervasive a practice she has called the ‘‘science charade,’’ with
regulators confronting ‘‘multiple political, legal, and institutional incentives to cloak
policy judgments in the garb of science.’’ 7 Professor Gary Marchant and I have
chronicled in detail one such charade undertaken by the U.S. Environmental Protec-
tion Agency (EPA), when it amended its major ambient air quality standards for
ozone and particulate matter in the late 1990s.8 In explaining its amendments, the
EPA Administrator at the time made repeated claims to the effect that ‘‘science
must prevail in determining the level of protection the public will be guaranteed.’’ 9

When the EPA revised its particulate standard nearly a decade later, in 2006, the
agency again exaggerated the role of science, arguing that it ‘‘based this decision
on an assessment of a significantly expanded body of scientific information’’ and
‘‘[t]he assessment concluded that the standard should be strengthened.’’ 10 Yet
science is about understanding or predicting what is, not about concluding or justi-
fying what a standard should be.

Policy decisions can be based on a variety of principles. For example, in the realm
of environmental or health and safety regulation, agencies can set standards that
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11 For a discussion of rationales for, and some limitations of, these various principles, see
Coglianese & Marchant, supra note 4, at 1325–1340. Professors Matthew Adler and Eric Posner
have offered a recent book-length justification of the cost-benefit principle. Matthew D. Adler
& Eric A. Posner’s New Foundations of Cost-Benefit Analysis (2006). For a recent exchange
about their book, see Amy Sinden, Douglas A. Kysar, and David Driesen, ‘‘Cost-Benefit Analysis:
New Foundations on Shifting Sand,’’ Regulation & Governance 3:48 (2009), and Matthew Adler
& Eric A. Posner, ‘‘New Foundations of Cost-Benefit Analysis: A Reply to Professors Sinden,
Kysar, and Driesen,’’ Regulation & Governance 3:72 (2009).

12 Whitman v. American Trucking Association, Inc., 531 U.S. 457 (2001).
13 Coglianese & Marchant, supra note 4.
14 Id. at 1355–56.
15 Wendy Wagner & Rena Steinzor, Rescuing Science from Politics: Regulation and the Distor-

tion of Scientific Research 4 (2006).
16 See Coglianese & Marchant, supra note 4, at 1290–1323.
17 Peter Huber, Galileo’s Revenge: Junk Science in the Courtroom (1991).
18 McGarity & Wagner, supra note 7.

seek to: (1) eliminate all unacceptable risks (the acceptable risk principle), (2) elimi-
nate risk until the costs of doing so reach an unacceptable level (the feasibility prin-
ciple), or (3) balance the benefits and costs of risk reduction (the efficiency or cost-
benefit principle). Each of these principles deserves their own justification.11 But the
point here is that despite the availability of these and other policy principles, regu-
latory agencies like EPA face incentives and constraints that at times lead them to
retreat behind a false veil of science.

One such constraint takes the form of authorizing statutes that preclude or dis-
courage agencies from relying on meaningful policy principles. For example, the
courts and EPA have interpreted Section 109 of the Clean Air Act to prevent the
agency from considering costs in setting ambient air quality standards—so instead
the agency purports to rely on science to set a standard at a level that is ‘‘not lower
or higher than is necessary’’ to protect public health.12 EPA must cloak its air qual-
ity standard-setting in the ‘‘garb of science,’’ without being able to provide a coher-
ent policy justification for why it selects particular standards at the levels it does
(and not at levels lower or higher).13

When regulators purport to rely on science as the sole basis for their policy
choices, the real reasons justifying their choices remain hidden from public view.
For example, when EPA rejected the most stringent proposed standards in its ozone
and particulate rule-makings, citizens never received an adequate policy explanation
for why the agency effectively decided to tolerate some residual, known health ef-
fects. Nor did citizens receive a coherent policy reason for why, in rejecting the least
stringent option, the agency effectively accepted potential job losses or increases in
citizens’ utility bills owing to compliance costs.14

In addition to detracting from transparency and accountability, when agencies ex-
aggerate the role of science they may create other perverse effects. Wendy Wagner
and Rena Steinzor have suggested that ‘‘[t]he more emphasis that regulators place
on science, the greater the affected parties’ incentives to do what they can to control
its content and production’’—which on Wagner and Steinzor’s account includes the
veritable harassment of independent scientists by organized interests that do not
like the scientists’ findings.15 More globally, in terms of public policy outcomes, if
agencies avoid confronting the policy choices inherent in making regulation, they
may be much more likely to make inconsistent or sub-optimal decisions.16

Legislators have options to consider that could reduce agencies’ incentives to re-
treat behind science. Congress could reconsider and rewrite statutory provisions
that the courts have construed in a way that effectively forces agencies into mis-
representing the role of science, such as with Section 109 of the Clean Air Act. It
could consider options for enhancing oversight of policy reasoning by the White
House Office of Information and Regulatory Affairs or the courts, or it could impose
requirements or make requests of its own that agencies clearly demarcate the role
science has played in their decisions and the role played by policy reasoning.

Many observers of the regulatory process have properly sought to enhance ‘‘sound
science’’ in agency decision-making—or to avoid what is variously considered ‘‘junk
science’’ 17 or ‘‘bent science.’’ 18 But just as there is always room for improving the
quality of the science that regulatory agencies must necessarily and properly rely
upon, there are also opportunities to enhance the quality of agencies’ policy rea-
soning, especially in those instances where they misleadingly suggest that science
has determined their decisions.
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Chair MILLER. Ms. Steinzor.

STATEMENT OF MS. RENA STEINZOR, JACOB A. FRANCE RE-
SEARCH PROFESSOR OF LAW, UNIVERSITY OF MARYLAND
SCHOOL OF LAW

Ms. STEINZOR. Thank you, Chair Miller and Members of the Sub-
committee.

My testimony today makes three crucial points. First, the Obama
Administration and Congress should define a new mission for the
regulatory czar and his staff at OIRA. The American people need
more, not less, regulation on every front, from mortgage lending to
workplace hazards. The regulatory czar’s mission should be to res-
cue struggling regulatory agencies by helping them to obtain more
resources and stronger legal authority.

Second, I could not agree more with Rick Melberth’s point that
OIRA should stop reviewing individual regulatory proposals.

Third, OIRA must stay out of science policy. As you said, Mr.
Chair, OIRA is a small office comprised of approximately 40 to 50
professionals, the vast majority of whom are economists. OIRA is
not competent to propose science policy in the regulatory arena and
should abandon this role.

Regulatory reform has long been code for the unfounded allega-
tion that agencies have run amok and are galloping across the tun-
dra regulating without common sense at an unaffordable cost to in-
dustry. That charge is no more credible than the allegations made
shortly before the current economic crisis that an overweening Se-
curities and Exchange Commission was thwarting financial institu-
tions from bringing prosperity to the world. Rather than chiding
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regulators for their alleged excesses, OIRA should be helping agen-
cies like the Consumer Products Safety Commission, the EPA, the
Food and Drug Administration, the National Highway Traffic Safe-
ty Administration and the Occupational Safety and Health Admin-
istration to produce smarter, better government. These agencies
are responsible for the air we breathe and the water we drink.
They police hazards in the workplace, the sale of dangerous prod-
ucts, the purity of our food and the safety of our drugs over the
counter and prescription, and yet all together these agencies ac-
count for less than .8 percent of the total federal budget. In con-
stant dollars, their budgets are the same as they were in mid-
1980s. OIRA must use its influence to rescue these agencies by en-
suring that they have adequate resources, political support and
legal authority to take decisive and timely actions against real
threats from smog to peanut butter, from toppling cranes to lead-
coated toys.

Under John Graham, OIRA embarked on two fundamentally mis-
guided projects to change the way regulatory science is analyzed
and used. The first involved the peer review of studies used by fed-
eral agencies to make decisions and the second, tried to mandate
a one-size-fits-all risk assessment policy for the entire government.
The documents were so poorly informed and extreme that they pro-
voked a backlash of opposition from the scientific community, the
public interest community and this committee. Given this unfortu-
nate track record, OIRA under the Obama Administration must
confine its supervision of government to areas within its expertise,
leaving to experts such as White House Science Policy Advisor
John Holdren the difficult job of restoring the independence and in-
tegrity of science throughout the government.

When Barack Obama ran for President, he defined the role of
government as helping people when they cannot help themselves.
He said we don’t need bigger government or smaller government,
we need better government, we need a more competent govern-
ment, we need a government that upholds the values we hold in
common as Americans. To deliver real change, OIRA must embrace
this mandate and not the false premise that its most important
mission is to prevent regulatory agencies from intervening with
business. Thank you.

[The prepared statement of Ms. Steinzor follows:]

PREPARED STATEMENT OF RENA STEINZOR

Mr. Chairman, and Members of the Subcommittee, thank you for inviting me to
testify today. This hearing could not be more timely because the Senate hearing for
Cass Sunstein, President Obama’s choice to serve as ‘‘regulatory czar,’’ will be held
very soon and because the President has directed the Office of Management and
Budget’s (OMB) Office of Information and Regulatory Affairs (OIRA) to rewrite Ex-
ecutive Order 12866, which governs the structure of regulatory review. Mr.
Sunstein’s predecessor, John Graham, used OIRA to expand control over regulatory
policy to an unprecedented extent, delivering a body blow to the effectiveness of the
Nation’s regulatory system in the name of ‘‘reforming’’ it. Consistent with President
Obama’s strong plurality in what the pundits call a ‘‘change election,’’ Mr. Graham’s
discredited and destructive approach must be rejected and the role of regulatory
czar must be fundamentally redefined.

My testimony today makes three crucial points:
1. The Obama Administration and Congress should define a new mis-

sion for the regulatory czar. The term ‘‘regulatory reform’’ has become a
shorthand reference to the assertion that regulatory agencies—especially in
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the health and safety arena and most especially with respect to the Environ-
mental Protection Agency (EPA)—must have a heavy net thrown over them
to contain their excessive rules and overzealous staff. This approach was
never a good idea and, in any event, is outmoded. The American people need
more, not less regulation on every front, from mortgage lending to workplace
hazards. The regulatory czar’s mission should be to rescue struggling regu-
latory agencies by helping them to obtain more resources and stronger legal
authority.

2. OIRA should stop reviewing individual regulatory proposals. Empir-
ical studies reveal that OIRA has served for well over 30 years as a killing
ground for protective regulations. Except during the Clinton Administration,
OIRA’s threat to target any given regulatory proposal has chilled the devel-
opment of strong and effective regulation. OIRA has plenty of work to do for-
mulating regulatory policy and should leave the drafting of individual rule
regulatory impact analyses and the making of final decisions to agency ex-
perts, supervised by Obama political appointees.

3. OIRA must stay out of science policy. OIRA is a small office, comprised
of approximately 40–50 professionals, the vast majority of whom are econo-
mists. During the Graham era of kingdom-building, five or six of these posi-
tions were set aside to hire scientists, who proceeded to propose radical
changes in the way research would be used to make regulatory policy. OIRA
is not competent to propose science policy in the regulatory arena and should
abandon this role.

A New Mission for the Regulatory Czar and OIRA

Regulatory Killing Ground
The Reagan Administration introduced the requirement—continued by all subse-

quent presidents—that agencies must produce a cost-benefit analysis for every ‘‘sig-
nificant rule,’’ a term of art meaning requirements imposing more than $100 million
in compliance costs. President Reagan and his successors also prohibited agencies
from proposing or adopting rules until they are approved by economists at OIRA.
This requirement gives this small office an unwarranted choke-hold over regulatory
decisions.

Cost-benefit analyses are designed to provide a quantified—or numerical—esti-
mate of both the potential costs and benefits of a proposed rule. Potential costs in-
clude whatever money companies will be compelled to spend to implement the rem-
edies proposed in the rule, such as installation of pollution control equipment or ob-
taining and enforcing the use of hard hats and respirators for workers dealing with
hazardous conditions or materials. When a rule requires the use of an emerging
technology, prices fall as the market expands, lowering compliance costs. But these
dynamics are ignored and compliance costs are routinely overstated by industries
opposing the new rules, and agencies do a poor job of critically evaluating such
claims.

Potential benefits of a regulatory proposal include the harm that will be avoided
if the regulation is implemented. Economists also insist on quantifying these bene-
fits in monetary terms, an ostensibly straightforward approach that causes huge
problems in practice. ‘‘Monetizing’’ human suffering or the irrevocable loss of nat-
ural resources is controversial from an ethical perspective. And much of the harm
addressed by health and safety regulation is very difficult to reduce to numbers. An
equally important problem is that the economists also insist on treating these fig-
ures as if they were any other kind of financial investments. People expect to re-
ceive a ‘‘return’’ on investments of money that increase the value of the initial
amount over time. In essence, people get paid for allowing others—the banks or the
government—to use their money. The economists argue that if someone who is ex-
posed to a hazardous chemical today will not die of cancer for 25 more years, the
value of the life saved by a regulatory intervention should be quantified as if it was
such an investment. So the question becomes how much money would we need to
invest today, at a rate of return of either three or seven percent (numbers specified
by OIRA), to come up with $6.8 million (a common estimate of the value of saving
one life) in 30 years. This practice is known as ‘‘discounting.’’

Because cost-benefit number-crunching deals with such uncertainty, these anal-
yses can run to hundreds of pages of complex, dense, and highly technical data, pro-
jections, modeling, and mathematical formulas that deter any but the most deter-
mined stakeholders from challenging these analytical bottom lines. As troubling,
distilling the series of arbitrary assumptions that underlie such calculations into a
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small set of numbers leaves a misleading impression of objectivity when, in fact,
such analyses are notoriously susceptible to manipulation, making them ideal useful
political cover for decisions to weaken regulations.

Although this point is rejected by cost-benefit enthusiasts, retrospective examina-
tions of regulatory decision-making shows that the primary impact of such analyses
is to weaken the protection of health, safety, and the environment, not strengthen
it. Professor David Driesen undertook a comprehensive review of studies and reports
documenting the impact of OIRA review, concluding that the process slowed and re-
duced the stringency of environmental, safety, and health regulation in ‘‘dozens of
cases.’’ David M. Driesen, ‘‘Is Cost-Benefit Neutral?,’’ University of Colorado Law
Review 77 (2006): 335, 355. He examined 25 rules identified by a Government Ac-
countability Office (GAO) study as significantly affected by OIRA review in 2001–
2002. GAO–03–929, RULEMAKING: OMB’s Role in Reviews of Agencies Draft Rules
and the Transparency of Those Reviews (2003). He found that the OMB’s rec-
ommended changes would have reduced regulatory protections with respect to 24,
while the remaining change was neutral.

In a similar vein, Professors Lisa Bressman and Michael Vandenbergh inter-
viewed 35 top EPA political appointees during the first Bush and Clinton Adminis-
trations. Lisa Schultz Bressman & Michael P. Vandenbergh, ‘‘Inside the Administra-
tive State: A Critical Look at the Practice of Presidential Control,’’ Michigan Law
Review 105 (2006): 47, 50, 75. These respondents said that the OIRA review ‘‘regu-
larly skews rule-making in a deregulatory direction’’ and that OIRA staff use ‘‘cost-
benefit analysis to impose its own normative preference for deregulation.’’ Professor
Steven Croley’s work substantiates these conclusions. Steven Croley, ‘‘White House
Review of Agency Rulemaking: An Empirical Investigation,’’ University of Chicago
Law Review 70 (2003): 821, 877.

Lastly, Professors Lisa Heinzerling and Frank Ackerman applied traditional cost-
benefit analysis to three regulatory decisions made in the 1960’s and 1970’s that are
widely regarded today as unqualified successes. Frank Ackerman & Lisa
Heinzerling, ‘‘Applying Cost-Benefit to Past Decisions: Was Environmental Protec-
tion Ever a Good Idea?,’’ Admin. L. Rev. 57 (2005): 155. They concluded that the
use of this methodology would have resulted in the reversal of all three decisions:
lead would have stayed in gasoline instead of being removed; the Grand Canyon
would have been dammed to generate hydroelectric power; and workers would have
experienced uncontrolled exposure to vinyl chloride.

OIRA is staffed by approximately 40–50 economists who cannot possibly review
every regulatory proposal thoroughly. Nevertheless, the threat of OIRA review is
deeply disruptive of rule-making. Because agencies do not know which cost-benefit
analysis economists may find objectionable, they must gird up for battle over each
regulation they are developing. These elaborate preparations, and the subsequent
fights that do break out between OIRA and agency staff, slow rule-making substan-
tially.

Acute Regulatory Dysfunction
As the studies I just mentioned demonstrate, beginning with the first Reagan Ad-

ministration, OIRA has served mainly to suppress and delay regulation thought to
be excessive. This focus is hardly appropriate for the challenges confronting today’s
regulatory system. The allegation that these agencies have run amok, and are gal-
loping across the tundra regulating without common sense and at an unaffordable
cost to industry is no more credible than the argument made shortly before the cur-
rent economic crisis an overweening Securities and Exchange Commission was
thwarting financial institutions from bringing prosperity to the world. Instead, like
the SEC, regulatory agencies covering the full spectrum of safety, health, environ-
mental and financial protection of Americans are in a frighteningly dysfunctional
state that threatens the well-being of every American.

The place to start in rescuing this failed system is to announce a fundamental
re-orientation of the OIRA. Rather than chiding regulators for their alleged ex-
cesses, the OIRA should be helping agencies like the Consumer Product Safety Com-
mission (CPSC), the Environmental Protection Agency (EPA), the Food and Drug
Administration (FDA), the National Highway Traffic Safety Administration
(NHTSA), and the Occupational Safety and Health Administration (OSHA) to
produce smarter, better government. Rescuing these agencies by giving them ade-
quate resources to fulfill their statutory mandates, helping them to develop strong,
proactive agendas, and ensuring that they receive enhanced legal authority to take
decisive action should be the top priorities for the regulatory czar and his OIRA
staff.

This re-orientation of roles is urgent, as illustrated by the acute and dangerous
regulatory dysfunction that makes headlines every day. These incidents inflict real

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00072 Fmt 6633 Sfmt 6621 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



65

injury. They occur because these five agencies lack the resources and the political
will to carry out their vitally important statutory missions effectively. The ranks of
the civil service are decimated. The agencies are overburdened by mischievous Bush
Administration ‘‘midnight regulations’’ and illegal regulatory decisions now under
challenge in the courts. Congress has not reviewed or refreshed many of their au-
thorizing statutes in at least two decades. Their budget resources are a fraction of
what they need to fulfill mandates made infinitely more complex by the importation
of foreign products, food, and pollution.

In 2007, for example, CPSC oversaw the recall of millions of consumer products,
including Chinese-made toys that were slathered in lead paint and children’s art
sets that included little beads containing gamma hydroxybutyric acid (GHB), a pow-
erful substance commonly referred to as the ‘‘date rape drug. Some toddlers who
gummed or swallowed the beads had seizures and went into comas. As the media
reacted to these events, it became clear that 80 percent of the toys sold in America
are imported from abroad, primarily from China, which has no meaningful health
and safety regulation. The CPSC fields only 15 inspectors to screen such imports.
Just last month, Time Magazine broke a story about the import of Chinese dry wall
laced with sulfurous chemicals and used in thousands of homes in Florida, Texas,
Louisiana, and other states. Homeowners and renters who could not afford to live
anywhere else were exposed to fumes that caused severe adverse health effects from
headaches to respiratory failure. The CPSC was mentioned as an after-thought in
most news accounts, with state officials desperate to find a way to stop the imports
and extract an explanation from manufacturers. Congress wrote the Consumer
Product Safety Improvement Act in response to such scandals, but these new man-
dates remain underfunded and the statute never came to grips with the implications
of dangerous imports, instead asking the agency to report back on its recommenda-
tions for change in three years.

A few weeks ago, GAO issued a report warning that EPA’s capacity to deal with
new climate change regulations was fundamentally compromised. GAO also moved
EPA’s ineffective regulation of toxic chemicals to its list of highest priority problems
for government overall. As explained in a landmark series published by the Phila-
delphia Inquirer, Bush-era Clean Air Act regulations dealing with conventional pol-
lutants were routinely overturned by judicial panels that ironically included the
most conservative Bush appointees, indicating how far the Agency has strayed from
implementing the laws as Congress intended. See ‘‘Smoke and Mirrors: The Subver-
sion of EPA,’’ http://www.philly.com/inquirer/front¥page/20081207¥An¥Eroding
¥Mission¥at¥EPA.html. Regulation of mercury is in limbo, at least 15 years over-
due. The Bush Administration OMB persuaded the President to overturn the advice
of EPA’s senior political appointees recommending a more stringent standard for
ozone pollution, one that EPA’s top scientists said was absolutely necessary to limit
damage to crops, forests, and other natural resources. Clean Water Act protections
are mired in a ‘‘no win’’ debate between point and non-point sources, with federal
and state regulators lacking the fundamental tools they need to bring non-point pol-
lution under control. The EPA’s Integrated Risk Information System (IRIS) lacks in-
halation values—the highest levels of airborne toxics that can be tolerated without
adverse health effects—for many common hazardous air pollutants, and without
these values, effective regulation is impossible. EPA has years of work ahead of it
to correct these mistakes.

The FDA is struggling to come to grips with the resource imbalances and other
problems that produced the Vioxx scandal and related failures to protect the public.
It must completely revamp its efforts to police adverse effects in approved drugs.
Its overall reputation and the morale of its staff suffered a body blow during its con-
sideration of whether Plan B should be sold over-the-counter. All of these problems
will require careful and sustained attention if we are to have any hope of restoring
scientific integrity and independence to FDA new and existing drug oversight. Re-
cent revelations regarding the apparently criminal conduct of a peanut processing
company with facilities in Georgia and Texas reveal gaping holes in the food safety
protection net. The company shipped Salmonella-contaminated products that
sickened 20,000 and caused nine deaths, provoking a recall that cost billions of dol-
lars.

NHTSA has yet to deal effectively with the safety problems posed by Sport Utility
Vehicles. Although these hazards are to some extent alleviated by the decreasing
popularity of such vehicles, the economic downturn and falling price of petroleum
products may well blunt these trends. As Bush appointee Jeffrey Runge, a medical
doctor who was NHTSA Administrator during President George W. Bush’s first
term, told The New York Times, ‘‘The theory that I’m going to protect myself and
my family even if it costs other people’s lives has been the operative incentive for
the design of these new vehicles, and that’s just wrong.’’ The same article described
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the research of Michelle White, an economist at the University of California, San
Diego, whose calculations show that each accident where an SUV driver remains
unhurt means four fatalities for the smaller car’s occupants, pedestrians, bicyclists,
and motorcyclists. Danny Hakim, ‘‘A Regulator Takes Aim at Hazards of S.U.V.s,’’
New York Times, December 22, 2002, late edition, sec. 3.

OSHA is equally paralyzed on the regulatory front. As just one headline-grabbing
example, the existing standard for crane safety has not been updated since 1971.
OSHA staff prepared a consensus standard to update these requirements, but it has
been stuck in the Secretary’s office for many years. Beryllium, an extraordinarily
toxic metal used in a variety of industrial applications, is regulated under a 1949
OSHA standard that is ten times less protective than the standard that applies to
workers in facilities controlled by the Department of Energy, which updated its own
protections in 1999. In fact, OSHA has issued only two new standards to control
chemical exposures in the workplace over the last ten years. Descriptions of condi-
tions in meat and poultry packing plans by GAO and a superb series of reports in
the Charlotte Observer are hair-raising. GAO–05–96, Workplace Safety and Health:
Safety in the Meat and Poultry Industry, While Improving, Could be Further
Strengthened; Charlotte Observer, ‘‘The Cruelest Cuts, The human cost of bringing
poultry to your table,’’ http://www.charlotteobserver.com/poultry/. Yet this dan-
gerous industry remains largely unregulated because OSHA lacks both the political
will and the resources to attempt credible deterrence-based enforcement.

Solutions

OMB should revamp its Performance Assessment and Ratings Tool to focus
on funding gaps.

Rather than view the primary job of a ‘‘regulatory czar’’ as stopping excessive reg-
ulation, Cass Sunstein and his OIRA staff should define as revamping the regu-
latory system to ensure that agencies are able to fulfill their regulatory missions
in a vigorous, timely, effective, and wise manner. One critical place to start is for
OMB to revamp its Performance Assessment Rating Tool (PART) used to audit the
effectiveness of individual government programs to serve a much more crucial func-
tion: undertaking an analysis of the resource gap between how much it would cost
to implement all of an agency’ statutory mandates and the agency’s individual budg-
ets. Consider the following charts, tracking the budgets of the five health and safety
agencies in constant dollars since they were created through 2006:
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As these figures illustrate, with the exception of FDA, which enjoyed moderate
funding increases to accelerate its process for approving new drug applications,
these figures show that none of the agencies have received significant increases in
their budgets since roughly 1980, approximately a decade after they were created.
The EPA budget level set in 1984, which remains roughly the same amount in con-
stant dollars as it is today, preceded passage of a series of ambitious amendments
to every major environmental law, including the 1990 Clean Air Act Amendments.
During this time period:

• The United States population grew 34 percent, from 227 million in 1981 to
304 million in June 2008.

• In 1975, the OSHA was responsible for policing 3.9 million workplaces, which
employed 67.8 million workers; it had 2,405 inspectors to do the job. By 2006,
the number of workplaces had grown to 8.7 million, worker population to
133.8 million, and the number of OSHA inspectors had fallen to 2,165.

• Between 1987 and 2006, the number of prescriptions filled in the United
States came close to tripling, from 1.2 billion to 3.1 billion.

• In 1980, 155,796,000 motor vehicles were registered in the United States. By
2006, that number stood at 244,165,686.

The President should suspend OIRA review of individual rules.
A second crucial reform is to terminate OIRA’s responsibility for spot-checking in-

dividual regulatory impact analyses. As explained above, this review is far from
comprehensive because OIRA has such a small staff. Instead, under Republican
presidents, the historical purpose of such reviews was to intimidate agencies into
reducing the protectiveness of their own rules in anticipation of potential OIRA dis-
approval. Apparently, these Administrations did not have confidence that their ap-
pointees to head the agencies could exert enough control over career staffs to accom-
plish presidential goals. Ironically, this fear that agency administrators would ‘‘go
native’’ did not really materialize, especially under the Bush II Administration. Fur-
thermore, all of the agencies have ample expertise to prepare such documents,
under the supervision of political appointees who have expertise in the matter, and
OIRA review is duplicative.

Instead of bogging itself down in the micro-management of specific rule-making,
OIRA should spend its time doing work that no other unit of government is set up
to accomplish:

• Resolving interagency disputes over cross-cutting policies. OIRA
should play a central role in convening the principals of warring agencies to
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resolve disputes over regulatory policy. In this role, OIRA must avoid the pit-
fall of hauling one agency (e.g., EPA) before a panel of other agencies and de-
partments that it is assigned to regulate (e.g., the military) to answer for its
sins. Instead, OIRA should serve as a neutral broker, well-informed on the
legal constraints, especially the requirements of agency statutory mandates
that affect the resolution of the dispute, obtaining the assistance of Justice
Department experts as necessary.

• Conducting original research on cross-cutting regulatory issues. OIRA
should spend a significant part of its time exploring important research topics
of broad application. For example, as I mentioned earlier, limited research by
academics shows that regulatory costs are chronically over-estimated by in-
dustries attempting to avoid or weaken regulatory proposals. OIRA’s econo-
mists, who have at their disposal considerable retrospective data on the gov-
ernment’s experience with regulation, could assist greatly in the development
of more reliable methodologies for such estimates. Other cross-cutting issues
include the efficacy of deterrence-based enforcement, as opposed to compli-
ance counseling and the development of more meaningful ‘‘accountability
metrics’’ to ensure that agencies are performing their statutory missions effec-
tively.

OIRA and Science
At various bitter moments in the past, the present, and—I fear—the future, the

legal profession is subjected to impassioned attacks for attempting to dominate the
Nation’s civic affairs. More than once, we have heard the accusation that a piece
of legislation is a ‘‘lawyers’ full employment act’’ drafted for the primary purpose
of making sure that we attorneys always have jobs meddling in other people’s af-
fairs. Yet I am afraid that as appropriate as this taunt may be in certain contexts,
another profession—namely, economists—has provided the legal profession with se-
rious competition on the power-grabbing front.

Under John Graham, OIRA embarked on two fundamentally misguided projects
to change the way regulatory science is analyzed and used. The first involved the
peer review of studies used by federal agencies to make such decisions. The second
purported to announce a ‘‘one-size-fits-all’’ risk assessment policy for the entire gov-
ernment. These proposals were drafted by a tiny group of scientists hired by
Graham to expand his reach into science policy. The documents were so poorly in-
formed and extreme that they provoked a backlash of opposition from the scientific
community, the public interest community, and this Committee. A panel convened
by the National Research Council condemned the risk assessment bulletin in no un-
certain terms. National Research Council, Scientific Review of the Proposed Risk As-
sessment Bulletin from the Office of Management and Budget, available at http://
www.nap.edu/catalog.php?record¥id=11811. In the end, OIRA was compelled to
drastically revise the peer review bulletin, cutting back severely on its scope. It
withdrew the risk assessment guidance.

To give you some sense of these proposals, their flaws, and the trouble they
caused, I have attached three documents to this testimony: a May 5, 2006 letter
from Chairmen Bart Gordon, John Dingell, Henry Waxman, and James Oberstar to
Ralph Cicerone, the President of the National Academy of Sciences regarding the
risk assessment proposal; a May 23, 2006 article I wrote about the risk assessment
proposal for Risk Policy Alert; and the Center for Progressive Reform’s December
7, 2003 comments on the peer review proposal .

Given this unfortunate track record, it is vitally important that OIRA under the
Obama Administration confine its supervision of government to areas within its ex-
pertise, leaving to experts such as White House science policy adviser John Holdren
the difficult job of restoring the independence and integrity of regulatory and other
science policy issues throughout the government.

Conclusion
When Barack Obama ran for president, he defined the role of government as help-

ing people when they cannot help themselves:
Now, understand, I don’t believe that government can or should try to solve all
our problems. You don’t believe that either. But I do believe that government
should do that which we cannot do for ourselves—protect us from harm; provide
a decent education for all children—invest in new roads and new bridges, in
new science and technology .. . . Look, if we want get through this crisis, we
need to get beyond the old ideological debates and divides between the left and
the right. We don’t need bigger government or smaller government. We need
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better government. We need a more competent government. We need a govern-
ment that upholds the values we hold in common as Americans.

To deliver real change, OIRA must embrace this mandate, and not the false
premise that its most important mission is to prevent regulatory agencies from
interfering with business.

The Center for Progressive Reform (CPR) is an organization of 60 academics from
universities across the country specializing in the legal, economic, and scientific
issues that surround federal regulation to protect public health, natural resources,
and worker safety. One component of the Center’s mission is to circulate academic
papers, studies, and other analyses that promote public policy based on the multiple
social values that motivated the enactment of our nation’s health, safety and envi-
ronmental laws. We seek to inform the public about scholarship that envisions gov-
ernment as an arena where members of society choose and preserve their collective
values. We reject the idea that government’s only function is to increase the eco-
nomic efficiency of private markets. For more information, please see http://
progressivereform.org

ATTACHMENTS:
1. Congressional Letter to NAS President
2. CPR Comments on Peer Review Proposal

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00077 Fmt 6633 Sfmt 6621 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



70

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00078 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



71

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00079 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



72

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00080 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



73

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00081 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



74

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00082 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



75

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00083 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



76

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00084 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



77

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00085 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



78

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00086 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



79

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00087 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



80

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00088 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



81

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00089 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



82

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00090 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



83

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00091 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



84

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00092 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



85

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00093 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



86

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00094 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



87

VerDate 11-MAY-2000 18:18 Aug 17, 2009 Jkt 048738 PO 00000 Frm 00095 Fmt 6633 Sfmt 6602 C:\DWORK\I&O09\043009\48738.TXT SCIENCE1 PsN: SCIENCE1



88

BIOGRAPHY FOR RENA STEINZOR

Rena Steinzor is a Professor at the University of Maryland School of Law, where
she teaches courses in administrative law, risk assessment, critical issues in law
and science, contracts and legal method, and a survey of environmental law. She
has a secondary appointment at the University of Maryland Medical School.

During the course of her academic career, Professor Steinzor has written exten-
sively on efforts to reinvent environmental regulation in the United States, the use
and misuse of science in environmental policy-making, and the devolution of legal
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and administrative authority to the states. She edited A New Progressive Agenda
for Public Health and the Environment (Carolina Academic Press, 2005) with Pro-
fessor Christopher Schroeder of the Duke Law School. The book proposes an alter-
native set of values and principles that should guide efforts to reform environmental
law.

Steinzor worked with Professor Wendy Wagner of the University of Texas School
of Law, to edit a book of essays by prominent academics entitled Rescuing Science
from Politics (Cambridge University Press, 2005) writing an introduction and con-
clusion summarizing the issues and recommendations suggested by the book. Pro-
fessor Steinzor has completed work on a book entitled Mother Earth and Uncle Sam:
How Pollution and Hollow Government Hurt Our Kids, which was published by the
University of Texas Press in December 2007.

Professor Steinzor is the President of the Center for Progressive Reform (CPR)
(www.progressivereform.org), a virtual think tank comprised of some 45 member
scholars from universities across the United States. CPR is committed to developing
and sharing knowledge and information, with the ultimate aim of preserving the
fundamental value of the life and health of human beings and the natural environ-
ment. One component of CPR’s mission is to circulate academic papers, studies, and
other analyses that promote public policy based on the multiple social values that
motivated the enactment of our nation’s health, safety and environmental laws.
CPR seeks to inform the public about scholarship that envisions government as an
arena where members of society choose and preserve their collective values. CPR
rejects the idea that government’s only function is to increase the economic effi-
ciency of private markets.

Before joining the law school faculty, Professor Steinzor was the partner in charge
of the environmental practice at Spiegel & McDiarmid, a Washington D.C. law firm
specializing in the representation of State and local government entities in the en-
ergy and environmental areas. Prior to joining the firm, Professor Steinzor was
counsel to the Subcommittee on Commerce, Transportation & Tourism of the House
Energy & Commerce Committee, which was then chaired by James J. Florio (D–
NJ). She advised the Subcommittee during its consideration of the Superfund
Amendments and Reauthorization Act of 1986 and the Asbestos Hazard Emergency
Response Act of 1986. She also served as an attorney advisor to Commissioner Patri-
cia P. Bailey of the Federal Trade Commission and worked as a consumer protection
attorney at the FTC in various staff positions.

Professor Steinzor is a 1976 graduate of Columbia Law School and a 1971 grad-
uate of the University of Wisconsin.

DISCUSSION

Chair MILLER. Thank you, Ms. Steinzor.
We will now have rounds of questioning and I will begin by rec-

ognizing myself. With respect to the use of science in rule-making,
and actually Dr. Coglianese’s statement today was very similar to
what I said at our first hearing on this topic two years ago. I don’t
think scientists at agencies should be platonic guardians, wiser
than the rest of us, not motivated by unsavory political consider-
ations or economic considerations, but somehow pure and noble and
wise but that we needed to make sure that we had sound science,
honest science that informed our decisions. After we got sound
science, we still—there was still plenty of room for discussion and
decisions about alternatives. It is the difference between risk as-
sessment and risk management. Given that—I don’t remember the
exact number. I think that there was only one or two or maybe
three scientists, people who by academic background or by their
professional lives would be considered a scientist at OMB and they
were getting scientific assessments, scientific information from spe-
cialists in obscure areas from all over government.
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APPROPRIATE ROLES FOR OIRA

What should be the role of OIRA in reviewing scientific assess-
ments that come as part of the rule-making from the various agen-
cies of the Federal Government? We can go down the line. Dr.
Melberth?

Dr. MELBERTH. Well, I think a more appropriate role for OIRA
in that situation might be to ask questions about the process by
which that science was generated and to ensure that agencies have
adhered to the best practices as they put them in place. They may
very well articulate questions about the science that might be
raised from other agencies and somehow coordinate that discussion
among agencies. But I would agree with you, OIRA does not have
that expertise to be questioning an agency about the science that
is being proposed. There is a distinction between science and policy,
and OIRA can be in a situation to ensure that the process by which
the information that goes into policy is sound, but they are not the
ones that should be in a situation of being able to assess whether
or not that science is sound. That is not their job, it is not their
qualification.

Chair MILLER. Anyone else wish to be heard?
Ms. SMITH DEWAAL. I just want to make the point that science

is not stagnant and we need to progress regulations much more
quickly than they are today. The role of OIRA in reviewing risk as-
sessment should be limited to none: in terms of making sure the
risk assessment is there to support the regulation, but beyond that
they should have very little role.

Chair MILLER. Mr. Warren.
Mr. WARREN. Well, I think that the key is that there are dif-

ferent ways in which the White House could be involved in some
kind of review of an agency submission. What is key is, first of all,
they should not be putting any criteria forward for the decision
other than what is in the underlying statute. So some notion of a
risk assessment requirement that is not in the statute is really not
in their domain. They should also not substitute substantive judg-
ments for the substantive expertise of the agencies. They need to
defer to the agencies which really have the talent pool as well as
the responsibility to sort out conflicting scientific evidence. Their
role should be limited to whether they have properly observed the
requirements of the underlying statute in terms of using the gen-
erally accepted scientific practices. And in some ways it is better
for them to rely on the Office of Science and Technology Policy to
defer to them even in respect to that particular judgment because
that office really is more the repository of scientific expertise with-
in the White House.

Chair MILLER. Dr. Coglianese.
Dr. COGLIANESE. So science is all about open inquiry and tak-

ing—asking questions, taking a skeptical approach to things. I
don’t think you need to be a science expert to ask questions. The
expertise comes in answering them. But OIRA, which may not have
the same level of expertise, the head of an agency who may not be
a scientist, Members of Congress who may not be scientists, it
seems to me perfectly consistent with the scientific ethos as well
as sound public policy-making to have non-scientists who are in
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critical decision-making or advisory roles to be asking questions of
those who are the experts.

Chair MILLER. At the conclusion of those questions, can OIRA, if
they find themselves unpersuaded, substitute their scientific judg-
ment, again not about what the policy should be but what the facts
are for those scientists at agencies?

Dr. COGLIANESE. Well, I think as has been noted, OIRA doesn’t
have, as a relative matter, the staff to actually evaluate agency
science assessments thoroughly. One response to that could be to
somehow ban OIRA from engaging with scientific issues. Another
response could be, maybe there should be more scientists at OIRA
to give them that kind of capacity. Clearly, the law that Congress
passes delegates decision-making authority to the agencies. They
are the ultimate decision-makers. Their decisions will be based
upon a variety of inputs, scientific, policy considerations, economic
considerations, political considerations, conversations with the
White House, conversations with Congress, conversations with af-
fected parties.

Chair MILLER. I hope Dr. Broun and Ms. Dahlkemper would note
that the reason we have gone over five minutes is not my question
but the answers.

Ms. Steinzor.
Mr. BROUN. Take all the time you want, Mr. Chair.
Ms. STEINZOR. I will try and be really quick, Mr. Chair. I think

your question is a really interesting one and I would only point out
that what troubles some of us is not that OIRA has intruded itself
in science policy but that OIRA often ignores science, and I think
the best example of that would be the mercury rule-making where
OIRA had a report that had been assembled at considerable effort
by the National Research Council, the gold standard for scientific
agencies in our country, that ratified what the agency scientists
had said, and I never see anyone who opposes regulation ever men-
tion that that report exists including OIRA economists. So when
OIRA asks questions, too often what that sort of morphs into is the
economists pushing scientists and everybody else away from the
table and making the decision on very narrow economic grounds
that as Wesley Warren said doesn’t—is not consistent with the
statutes and their delegation. So I would only—the problem is not
that they ask questions, the problem is that they ignore science
when it is inconvenient. It goes back to a phrase coined by one of
my colleagues, Tom McGarrity: Your science is bad science and my
science is good science. That is unfortunately the posture too often.

Chair MILLER. My time has expired but I will be similarly indul-
gent to the other Members of the Committee. Dr. Broun.

SEPARATING POLICY FROM SCIENCE

Mr. BROUN. Thank you, Mr. Chair. I want to say to begin with,
I am a physician, I am a scientist. There are some Members of this
whole committee that are research scientists that would argue with
that statement, but I am an applied scientist and I started my po-
litical activism by coming to Washington to lobby about conserva-
tion and as a scientist I believe that science should be a very inte-
gral part of the decision-making process, but I also see problems.
Two of you mentioned peanut butter. We had an unfortunate inci-
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dent, a very unfortunate incident in America, a very sad incident
in America where a peanut butter plant in Blakely, Georgia—
where I used to live and practice medicine—provided peanut butter
to the world that was tainted with bacteria, though the regulatory
process was already in place to prevent that from happening. I also
see another very big danger in that we see within Members of this
Administration, high-up Members, all the way to the Secretary
level, that have embraced a scientific theory of human-induced
global warming and there are thousands of scientists that refute
that and say that there are minimal, if any, human effects on glob-
al warming. I am an adherent actually after looking at data that
that is probably true, but I am also as a scientist very open-mind-
ed. When I graduated from medical school, the things that I was
taught as being absolute, scientifically proven medical facts. Within
five years, we were teaching absolutely the opposite. That is the
reason continuing medical education is so important.

And herein lies a problem. You have scientists disagreeing on an
issue such as human-induced global warming, and what kind of
regulatory policy and actually legislative policy we are going to put
in place when on one hand you have people who are very ardent
supporters of one scientific theory when it is not proven scientif-
ically and then on the other hand we have things which were uni-
versally almost adhered to where scientists said the world was flat.
Now, we still have those same problems today, so how should
OIRA, how should the government, how should we as legislators
look at this to put in place policy that takes all stakeholders’
issues, thoughts, concerns to bear in developing regulatory author-
ity as well as legislative authority or legislative bills and how we
pass laws? So I am very eager to hear how we weigh all those
things and not just veil it in the idea that science should be the
answer to all of how we set these regulations, because it cannot be.
Science absolutely cannot be. So if you all could help us as a com-
mittee to see how are we going to make policy where OIRA looks
at all those factors. Dr. Coglianese, could you help me out?

Dr. COGLIANESE. Sure. Well, sometimes when you recognize that
science is separate from policy-making, even though it is integral
to it, you can begin to recognize that sometimes the best and the
most justified policy choices are ones that require action even in
the face of a tremendous amount of scientific uncertainty, so even
though we may not have full answers to all the relevant questions
that science could answer about climate change, it may be that pol-
icy is justified. It is also the case that sometimes we may have a
great deal of certainty about certain kinds of effects in the world
that we deem problematic, but the only way to address those would
be to create perhaps more problematic effects at some limit, and
this is the aspiration of approaching policy through cost-benefit
analysis, to try to take into account both the positive effects of ad-
dressing a problem and the negative effects that would come from
addressing that problem, and to try to achieve the policy that maxi-
mizes, as much as possible, the positive effects. Science is integral
to figuring out what those effects are, but at the end of the day,
won’t tell us exactly what the answer to the question of what we
should do must be.

Mr. BROUN. Thank you, Doctor.
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If I may, Mr. Chair, have one more witness?
Chair MILLER. You are less over your time limit than I was over

mine.
Mr. BROUN. Ms. Smith DeWaal.
Ms. SMITH DEWAAL. Thank you very much. I think that one of

the things we have to recognize is that the agencies right now are
actually hesitant to bring forward regulatory solutions. We have
observed this. You made the point about the peanut butter plant
in Georgia and that was a tragic event for many, many people in-
cluding many of the people who worked there. But the regulatory
process was not in place in that plant. The overall policy that we
have been operating under in the food safety arena is one devel-
oped for the astronauts really that does require companies them-
selves to identify hazards in their products, really to apply science
to their process, and to find ways to resolve it. That system was
not mandated for that peanut butter facility or any other. It is re-
quired only for a few types of food products in the United States,
even though it is generally understood by the industry that this is
the appropriate tool to use to manage food safety. So I just would
urge you that hesitation in even beginning the regulatory process
is something that we have observed with the food safety and the
two agencies that are principally involved in food safety, and sec-
ondly, that the standards that they try to use, what we call per-
formance standards, aren’t being modernized, aren’t being updated,
and that is where the science really comes in. So I think one ap-
proach that is being considered is whether the policy and the
science should somehow be decoupled so that the science can be up-
dated much more rapidly. Regulations today are taking about five
years to get through the process at OMB. It is really too long if you
are trying to protect public health.

Mr. BROUN. Thank you, Ms. Smith DeWaal. I want to disagree
with you, though, because the problem with the peanut butter
plant was that the regulations and the oversight to those regula-
tions just weren’t applied by our own state government and it was
tragic and unfortunately our Department of Agriculture just didn’t
do a good job on that. Thank you, Mr. Chair.

Chair MILLER. Ms. Dahlkemper.
Ms. DAHLKEMPER. Thank you, Mr. Chair.
Chair MILLER. For a generous five minutes.

POTENTIAL FIXES FOR OIRA

Ms. DAHLKEMPER. Thank you. I want to thank the panel for com-
ing today and speaking on this very important topic. Several of you
have expressed the opinion that the regulatory agencies whose
work is public health, public safety and the environment are
starved for resources and weakened in many other ways, so I am
asking what is the fix, how do we fix the situation, and as we look
at OIRA, how we can make them more a partner to make sure that
these very important goals are achieved? I am going to ask the en-
tire panel to kind of address this.

Dr. MELBERTH. The authors of our report indicated that was one
of the most critical issues that need to be addressed. I think the
most—the recommendation on which there was very little disagree-
ment, there was very little discussion, it was just a given from the
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very beginning was that agencies are underfunded and under-
staffed. There has been a great drain of science—of experts, of in-
spectors. The resource base for agencies needs to be restored, and
in order to do that, the authors urge that there be some kind of
assessment performed and OIRA may be the agency to be able to
do this regarding agencies’ statutory responsibility and the new
challenges that they are facing so they can get some idea of what
is necessary for the agencies to actually meet their missions, and
then OIRA should be in place, should take the responsibility for
trying to help agencies get that funding and work with the agen-
cies to get that funding. It should not be an office that works to
hinder agencies but to help agencies.

Ms. DAHLKEMPER. Ms. Smith DeWaal.
Ms. SMITH DEWAAL. Thank you very much. I think that we need

to empower the agencies to start regulating. We have seen the
costs of under-regulation in the financial sector. Those are very
plain. Let me tell you in food sector, the spinach industry has still
not recovered the market share it had prior to the 2006 outbreak.
We have seen every time one of these major food-borne illness out-
breaks occurs, it is hundreds of millions of dollars in lost profits,
lost revenue to those industries involved. So not only are there
costs to the consumers who get sick; the costs of hospitalization for
E. coli 015787 can run into the hundreds of thousands of dollars,
but it is a cost to industry as well. OIRA should be empowered to
look at where there is a lack of regulation. We know in the food
area, we have seen it is repeatedly with FDA, that they just don’t
have the tools. It is resources, it is staff but it is also a framework
for regulation that would help to prevent these illnesses. Thank
you.

Ms. DAHLKEMPER. Thank you.
Mr. Warren.
Mr. WARREN. Well, I want to endorse the comments from the

previous two panelists. I want to make a broad point and a specific
suggestion in response to your question. I think the broad point
goes back to Dr. Broun’s question which I think is a fundamental
question—How do you take action in the face of uncertainty? And
the fact of the matter is, we have great science in this country, but
I have never met a scientist who didn’t think that they could learn
some more by doing some more research in their particular area,
especially if they got a government grant. We are always learning
more, and that is a good thing, but we can’t wait then until we
know everything to act, because not acting has costs for society just
like overreacting does. So I think in this particular case, although
my background is in economics, I have a legal analogy, which is
government needs to act more like a civil trial, where the weight
of the evidence is used as opposed to a criminal trial with a much
higher standard because it is wanting to not have too little regula-
tion as well as not too much regulation. So my specific suggestion
where OIRA is concerned is, any time they put a requirement on
the agencies to do more analysis, they have to make the budgetary
resources available in order to do that, and remember, there is an-
other part of OMB, which is the part that I worked in, which is
the budget part, and they should really be united in terms of mak-
ing sure the resources are there to do the regulatory processes and
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the assessments that are required as well as overseeing the re-
quirements.

Ms. DAHLKEMPER. Thank you.
Dr. Coglianese.
Dr. COGLIANESE. Thank you very much. The kind of assessments

that Mr. Warren just mentioned and Dr. Melberth mentioned, I
mean, there are assessments that are required in the Government
Performance and Results Act and OMB on the budget side has put
in place a review process called PART that has been in place to as-
sess how agencies are doing. There are those processes in place. I
am not sure OIRA, given its staff size and its role on the manage-
ment, the M part of OMB being separate from the budget, is really
positioned well to address the resource demands that agencies
have.

As to your question about whether OIRA can be more of a part-
ner rather than, I gather, an opponent to regulatory agencies, I
think it is actually pretty hard to create that kind of partnership
relationship by just changing words in an executive order. So who
heads that agency, and the administration in which that agency
serves, is going to be very important. I will say lastly on this ques-
tion of being a partner, being an obstruction, there are at least—
there are four major social science studies to date that I am aware
of that have examined the extent to which OIRA contributes to
delay in the regulatory process, and the results across those studies
consistently have failed to find any systematic general pattern of
delay that is caused by OIRA. Some of these studies actually indi-
cate that rules that go up to OIRA are completed in a faster man-
ner than rules that don’t.

Ms. STEINZOR. I really appreciate your question and I have a
very specific recommendation. The Performance Assessment and
Rating Tool, the PART tool, is actually located in the management
section of OMB, not at OIRA. But it is not in the budget section,
it is in the management section. I think that the shortfalls in fund-
ing are so severe that they cripple any effort to perform on statu-
tory mandates and that it would be extremely useful if this PART
tool would be used to work with the agencies to line up all the
things they are required to do by statute and the amount of re-
sources they have and would compare what they would need to
complete all those mandates. This is the only way I think we will
ever be able to give you the tools—you, Congress—the tools to ei-
ther give them more money so they are not sued constantly for
missing deadlines and not putting rules out on time or repeal the
mandates, in which case I suspect we would have quite a lively de-
bate on some of the health and safety mandates.

One other thing I wanted to say is that my testimony cites stud-
ies, empirical studies that have been done that show that OIRA’s
overwhelming influence is to weaken regulatory protections. That
are several academics that have written studies that show that,
and I would urge the Committee to take a look at that. The rule-
making process takes a long time for a lot of reasons but the over-
whelming trend when OIRA gets its hands on something at least
in the past many years except perhaps during the Clinton Adminis-
tration has been to weaken the regulations.
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Ms. DAHLKEMPER. Thank you. I thank the panel for specific sug-
gestions. I appreciate that.

Thank you, Mr. Chair.

CREATING REACTIVE AND STREAMLINED REVIEW PROCESS

Chair MILLER. Thank you, Ms. Dahlkemper. I now recognize my-
self for a second round of questions. There is a Woody Allen movie,
I think the name is ‘‘Sleeper.’’ It is set several centuries into the
future and there is a scene in the movie where a character is dis-
traught and the Woody Allen character, the character played by
Woody Allen, hands the other character, the distraught character,
a cigarette and says here, smoke this cigarette, scientific research
has proven that tobacco is one of the best things for you. I think
we all recognize that science can change, does change. People in
politics, we have now made flip-flopping the cardinal political sin
and it is frequently said of politicians that they are frequently
wrong but never in doubt. Scientists are sometimes wrong but al-
ways in doubt. And we want to have a rule-making procedure that
recognizes the possibility that science is evolving but we need to
make decisions based upon the science that exists now.

The hearings that this committee held on the Executive Order
was not the only time that the role of OIRA came to our attention.
There is a statutory requirement to create in EPA what is called
the Integrated Risk Information System. It is simply supposed to
be a registry of chemicals that may have some health con-
sequences. It is not risk management. It is risk assessment, what
do we think these chemicals do to you, and it—there has been a
great deal of procedure involved in those determinations and it is
now down to two assessments a year when 600 new chemicals are
coming on to the market every year, coming into current—into
widespread commercial use every year, and chemicals like TCE and
formaldehyde have been tied up for 20 years in the assessment
process. Mr. Whittaker has a slide. This was one of my favorite mo-
ments in the last two years in the last Congress. This is the proce-
dure. These are actually diagrams prepared for EPA. This was the
procedure in effect from 2004 until April of 2008, and the last head
of OIRA, Susan Dudley, testified that one of the reasons for the
slow rate at which new chemicals made it into the IRIS list was
that this was too complicated so she developed a streamlined proce-
dure, which Mr. Whittaker can now show the streamlined proce-
dure. This was post April 10, 2008. Okay. Can we show again
quickly the complicated procedure, Mr. Whittaker? That was com-
plicated. Now show simplified. Yes, that was simplified. I cited
Woody Allen. There was also a Groucho Marx line, who are you
going to believe, me or your lying eyes?

One of President Obama’s directives to OMB in developing a new
Executive Order is come up with something more streamlined, that
doesn’t take as long. What can we do to make sure that—that
takes into account the right considerations but how can we struc-
ture OIRA’s participation that makes the review process timely,
that makes it happen when it needs to happen? Dr. Melberth.

Dr. MELBERTH. Well, I think the IRIS example is an excellent
one to use. One of the—this is an illustration of one of the ways
or one of the reasons why OIRA should not be involved in scientific
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information. You are absolutely right. The IRIS process is an as-
sessment. It is risk assessment. It is not at all management. This
is collecting critical information. It is removed from a policy deci-
sion about what do you do when you have this information, what
steps should we take now once we know how damaging a certain
chemical might be. This process, the quote—unquote, simplified
process that OIRA put in place with EPA’s help in 2008 changes
that process, so not only is it more complicated, but our under-
standing of it is, it actually gives certain agencies affected by the
potential policy outcome of a profile of a chemical the right to veto
whether or not that assessment gets finished, whether or not the
IRIS office and EPA actually does their work. So that is OIRA in-
terference in the generation of information, the generation of
science, not in the policy. That is not a policy-related decision. That
has nothing to do with Presidential priorities or consistent—achiev-
ing consistency with Presidential policies. It is merely scientific in-
formation. That is not an appropriate role for OIRA. That is the
kind of thing I think that an Executive Order could very clearly—
be worded clearly to separate OIRA from that kind of process, place
those kinds of responsibilities for reviewing those processes in some
other agency, but certainly not in OIRA.

Chair MILLER. We have been called for votes, 15 minutes. It
doesn’t take us that long to get there and they always hold it open
well beyond that. But could each of you give like a two-sentence
answer, anyone who wishes to be heard? You don’t have to be
heard on every question.

Ms. SMITH DEWAAL. I just want to point out that OIRA’s role
really should be shifted to prospective before the rules and really
considering how rules, how risk assessments can be standardized
across the government. At that point their review of the actual reg-
ulation should be limited to only very large rules.

Chair MILLER. Very quickly, Mr. Warren.
Mr. WARREN. Well, I think it is two issues. One is, OIRA’s role

should be limited to its domain and then whatever its domain for
reviews are. It should have performance requirements that are
very clear, very explicit so that you don’t have vague conversations
and endless asking of questions and never coming to a conclusion.
All agencies have performance requirements under the Government
Performance Review Act. OIRA should have very specific ones in
this area.

Chair MILLER. Dr. Coglianese.
Dr. COGLIANESE. I would just caution about making too much

about the number of steps in any procedural map. It is not just the
number of steps but how long it takes to get through them and
that can often be a function of the will or the motivation of the reg-
ulator or the decision-maker.

Chair MILLER. The simplified system has not proven to be a
quick system.

Ms. Steinzor.
Dr. COGLIANESE. And my——
Chair MILLER. I understand your point but the experience under

these two reviews is consistent with how they appear, the optics of
them.

Ms. Steinzor.
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Ms. STEINZOR. OIRA should stop reviewing individual rules and
OIRA should stop serving as a representative of aggrieved indus-
tries and agencies like the Department of Defense in obstructing
IRIS numbers from coming out.

Chair MILLER. Marvelously succinct.
Dr. Broun. I think if we finish this round of questioning from Dr.

Broun, that may be enough for the day, given that we are being
called to votes.

Mr. BROUN. Thank you, Mr. Chair.

A CENTRALIZED REVIEW OF RECORDS

Very quickly, Justice Breyer has noted that civil servants in
some regulatory agencies may tend to have ‘‘tunnel vision’’ and fail
to consider the broader impacts of regulatory proposals. I would
like to ask the panel very quickly yes or no, and if you want to ex-
pound on that slightly, do you think centralized review of records
is ever appropriate? Dr. Melberth.

Dr. MELBERTH. I am sorry. I can’t give a yes or no answer to that
because it depends on what you mean by that review. If it is a re-
view as I had outlined in my comments where it is much more of
a prospective review and on planning issues, that may be appro-
priate. The individual review of rules is, in our opinion, inappro-
priate.

Mr. BROUN. Okay. Ms. Smith DeWaal.
Ms. SMITH DEWAAL. Thank you. Any review that is delaying the

implementation, the development of health and safety regulations
needs to be modified so it stops delaying those needed rules.

Mr. BROUN. Mr. Warren.
Mr. WARREN. Yes, there can be cases in which this makes sense.

Other agencies have expertise and statutory authorities that may
need to he harmonized. But any such interaction needs to be made
part of the public record and transparently documented so that
people can see what is going on.

Mr. BROUN. Dr. Coglianese.
Dr. COGLIANESE. Yes, certainly review of individual rules is ap-

propriate, whether by the President or whether by the Members of
a Congressional committee.

Mr. BROUN. Thank you.
Ms. Steinzor.
Ms. STEINZOR. The President has review capacity and that is the

political appointees who serve at all the agencies. That is how he
controls those agencies. And it really is not necessary or warranted
to have OIRA economists second-guessing those appointees.

ON RETAINING FEATURES OF EXECUTIVE ORDER 13422

Mr. BROUN. Okay. That brings up a whole other question but we
are very close on the vote. We have less than 10 minutes now. One
quick question too is, President Bush largely adopted President
Clinton’s Executive Order. Are there any parts of President Bush’s
Executive Order 13422 that should be kept by the Obama Adminis-
tration? Let us start on the other end, Ms. Steinzor.

Ms. STEINZOR. No.
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Mr. BROUN. Completely throw them all away and not have any
of——

Ms. STEINZOR. 13422, which is the one, yes, I agree with the
Obama Administration. I strongly support their effort to drop that
Executive Order.

Mr. BROUN. Well, that is normal that that is rewritten every Ad-
ministration.

Dr. Coglianese.
Dr. COGLIANESE. Well, I think the Bush amendments to the Ex-

ecutive Order were largely symbolic through and through. I don’t
think that rescinding it has changed much. I don’t think actually
having approved it changed much. Perhaps the biggest change that
it made was providing some information to OIRA about guidance
documents that agencies are contemplating and that is certainly
worth investigating further.

Mr. BROUN. Mr. Warren.
Mr. WARREN. No, I wouldn’t keep any of the elements. I would

start with the Clinton Administration Executive Order and revise
from there.

Ms. SMITH DEWAAL. I would agree with Mr. Warren.
Dr. MELBERTH. And I would agree with that as well.
Mr. BROUN. Just for the sake of time, Mr. Chair, I will just sub-

mit the rest of the questions as written questions.
Chair MILLER. I have a great many questions as well. We do

have time for Ms. Dahlkemper to ask some. We have seven min-
utes left on the vote.

PUBLIC ACCESS TO OIRA COMMUNICATIONS

Ms. DAHLKEMPER. I will ask a quick question and ask for just a
quick answer from each of you. To what extent should OIRA’s in-
ternal communications and its communications with agencies be
made public?

Dr. MELBERTH. We argue that they should all be made public. All
those communications should become part of the rule-making dock-
et.

Ms. SMITH DEWAAL. We agree with that, and in addition they
should have transcripts of meetings with regulated industry on any
rule before them.

Mr. WARREN. We need much greater transparency in this area,
both interactions with outside parties and any exchanges between
OMB, other agencies and the agency in question that submitted
the proposal.

Dr. COGLIANESE. The trend has been toward greater trans-
parency over time. How much more, whether there should be tran-
scripts, whether we should have hidden cameras is not a question
I have research background or a basis for opining.

Ms. STEINZOR. I agree with the first three panelists.
Ms. DAHLKEMPER. Thank you very much. I yield back.
Chair MILLER. Thank you, Ms. Dahlkemper.

CLOSING

We will return to this issue. This is an issue on which we will
continue to exercise our oversight responsibilities, particularly I
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think other committees will as well. The first hearing—the Execu-
tive Order I think provoked hearings both in this subcommittee
and in the Administrative Law Subcommittee of the Judiciary
Committee. So we will return and continue to pay particular atten-
tion to how scientific information is used in rule-making but I
think for today I want to thank all the witnesses. I know that Dr.
Coglianese mentioned a study, not in his prepared testimony but
in answer to a question, in response to a question. If any of you
have referred to a study, if you could provide those to the Com-
mittee and we can include in the record, that would be helpful. Dr.
Broun.

Mr. BROUN. Mr. Chair, if you would yield just a second, I appre-
ciate us coming back and reviewing this, and I particularly want
to see once the Obama Executive Order comes out for us to look
at the principles that he puts forth in his Executive Order and I
think we need to look at it very closely.

Chair MILLER. I agree.
The witnesses are now excused and the hearing is adjourned.

Thank you very much for being here.
[Whereupon, at 11:23 a.m., the Subcommittee was adjourned.]
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Appendix 1:

ANSWERS TO POST-HEARING QUESTIONS
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ANSWERS TO POST-HEARING QUESTIONS

Responses by Rick Melberth, Director of Regulatory Policy, OMB Watch

Question submitted by Representative Paul C. Broun

Q1. In your testimony (p. 3) you state that it is necessary ‘‘to make clear that OIRA’s
role is limited and does not usurp the role of political leaders who lead agencies
with direct statutory responsibility for regulatory decisions.’’
• Should agency-head’s decisions be elevated above that of the President (who

is actually elected and accountable)?
A1. The quote from page 3 of my testimony is itself a quote from a memorandum
the authors of Advancing the Public Interest through Regulatory Reform submitted
to President Obama’s transition team on December 24, 2008. There is nothing in
the authors’ report or in the memoranda from the authors (submitted with the testi-
mony) to either the transition team or to President Obama’s new OIRA team that
states, suggests, implies, or should be read as a belief by the authors that an agency
head’s decisions should be elevated above that of the President.

In the December 24th memo, the authors who met with the transition team were
responding to a specific question asked by the transition team about the authors’
vision of a new relationship between OIRA and the agencies.

The memo makes clear, as does the report, that, in the view of the authors, OIRA
should not be reviewing individual rules promulgated by agencies, but should be fo-
cusing on ‘‘government-wide management issues’’ as the memo states later in the
same paragraph. It is the agency heads who receive statutory delegations from Con-
gress to promulgate rules, not OIRA.

Logically, if OIRA is not reviewing individual rules developed by agencies, there
would not be an opportunity for OIRA to usurp the regulatory decisions of those ap-
pointed by the President and confirmed by the Senate. Under this revised relation-
ship between OIRA and the agencies, OIRA desk officers, career civil servants who
are not elected or accountable, would no longer be in the position of making ‘‘Yes/
No’’ decisions on agency rules, as the memo states in the next paragraph (also
quoted in my testimony).

Under Executive Order 12866 and its predecessors, OIRA has sometimes usurped
the statutorily-delegated authority to agency heads. The report and subsequent
memoranda consistently promote the principle that the statutory authority given to
agency heads, combined with agencies’ expertise in these complicated rule-makings,
should be given deference by OIRA even if that office continues to review individual
rules.

As noted in my testimony before the Committee (p. 2), the authors wrote in Ad-
vancing the Public Interest report: ‘‘[T]here needs to be a fundamental restructuring
of the interaction between OIRA and the agencies, placing greater priority on agen-
cy expertise and statutory authority for decision-making.’’ (p. 16 of the report)

Again, I wish to thank the Subcommittee for the opportunity to respond to Mem-
bers’ questions, and for the opportunity to testify.
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ANSWERS TO POST-HEARING QUESTIONS

Responses by Caroline Smith DeWaal, Director, Food Safety Program, Center for
Science in the Public Interest

Questions submitted by Representative Paul C. Broun

Q1. In your testimony (p. 3) you state that ‘‘agencies are beginning to shy away from
using regulations at all.’’

• Do these new non-regulatory processes limit transparency?

A1. Extra-regulatory processes may be less transparent than notice and comment
rule-making. This was not the case in the Salmonella program described on page
8 of my testimony. There, the Food Safety Inspection Service (FSIS) followed a
transparent process of publishing and taking comments on its plan to change how
it uses the results from the Salmonella verification sampling program. I am not
aware of a requirement that this always be the case.

The issue is whether it is good policy to make normal rule-making channels so
burdensome that agencies are induced to innovate extra-regulatory processes.
Q2. In your testimony (p. 7) you state that ‘‘regulators must be able to bring new

science to bear in preventing food-borne illness outbreaks.’’

Q2a. Is this a recommendation unique to food safety regulations, or would you advo-
cate this for all regulations?

A2a. My expertise is in food safety, so my remarks are confined to that field. How-
ever, I believe that it would extend to many other agencies tasked with issuing
science-based regulation. Such flexibility is essential.
Q2b. What impact would this have if industry was also afforded the ability to al-

ways bring ‘‘new science to bear?’’

A2b. The question carries an implication that new science may be used not only to
improve processes, but also to challenge anew past regulatory actions. As a matter
of good practice, industry should constantly bring new science to bear in improving
processes and product quality.

Where new science is used to challenge existing regulations, a petition process is
available. Petitioning is an appropriate and transparent approach. Here, again, re-
forming OMB would help expedite regulatory action.
Q3. In your testimony (p. 9) you mention that performance standards for food safety

were effectively reduced by 50 percent through the use of an innovative approach
you dub ‘‘name and shame’’ without ever going through the regulatory process
or OIRA.

Q3a. Do you see this as a successful attempt at protecting the public without regu-
lating, or a failure to regulate? In other words, was this good, or bad?

A3a. This is innovation in the face of concerted efforts to thwart regulation through
normal channels. As discussed in response to question 1, the use of these extra-reg-
ulatory means indicates a systemic failure in the regulatory process. Although the
FSIS action resulted in a benefit to the public, there is no reason to expect that will
always be the case.
Q3b. Is this what Cass Sunstein would refer to as a ‘‘nudge?’’

A3b. Richard Thaler and Cass Sunstein define a ‘‘nudge’’ as structuring choices in
a way that ‘‘alters behavior in a predictable way without forbidding any options or
significantly changing . . . economic incentives.’’ From the perspective of the af-
fected plants, the FSIS action is nudge-like, but not a nudge, because processors
who are named may suffer economic and inspectional burdens. Nor would a ‘‘nudge’’
be the appropriate means of achieving safety, since the option to operate in an un-
safe manner must be forbidden if the goal is to protect public health (as opposed
to public choices). From the perspective of downstream processors, retailers and con-
sumers, the FSIS action may fit the definition since it provides information at little
cost that allows the public to make better choices. However, I would not advocate
for use of a ‘‘nudge’’ in matters of protecting public health. This is because the pub-
lic does not always have actual access to information, and can make unrealistic as-
sessments of the risk or the ability to mitigate the risk. It could also result in unsafe
food being more readily available at a lower cost, creating an incentive to purchase
less safe product. In the case of food-borne illness, using a nudge instead of specific
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enforceable standards will result in segments of the public suffering preventable, se-
vere health consequences.
Q4. In your testimony (p. 14) you state that ‘‘these problems did not originate in the

Bush Administration, nor will they necessarily disappear just by having dif-
ferent people in charge.’’
• Why do you think this was such a partisan issue two years ago?

A4. The Bush Administration pushed the process to extremes. That drove the per-
ception of partisanship because the Administration appointed officials who would
enforce the President’s anti-regulatory political philosophy. However, issues like in-
appropriate and overly burdensome reliance on cost-benefit analysis is not a strictly
partisan issue. The Clinton Administration preserved an over-emphasis on cost-ben-
efit in rule-making to protect the public health.

Congress is the appropriate body for resolving political questions.
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ANSWERS TO POST-HEARING QUESTIONS

Responses by Cary Coglianese, Associate Dean for Academic Affairs, Edward B. Shils
Professor of Law, Professor of Political Science; Director, Penn Program on Regu-
lation, University of Pennsylvania

Questions submitted by Representative Paul C. Broun

Q1. Can you briefly walk us through the history of regulatory reform?
• Has it been a partisan endeavor, or a nonpartisan tool employed by various

administrations?
A1. In light of the issues addressed at the April 30, 2009 the hearing, I will focus
my answer on ‘‘regulatory reform’’ efforts that systematically require federal agen-
cies to conduct analyses of the benefits and costs of regulations.

Such requirements date back at least to the Nixon Administration, which in 1971
established a ‘‘Quality of Life Review’’ process in the Office of Management and
Budget (OMB) that, among other things, estimated the costs of significant new
rules. After assuming office, President Gerald Ford adopted Executive Order 11821
which required agencies to follow OMB requirements for ‘‘inflation impact state-
ments’’ on significant regulatory proposals.

President Jimmy Carter adopted Executive Order 12044 which required agencies
to conduct analyses of the costs and benefits of proposed rules expected to have an
annual economic impact of $100 million or more. OMB was charged with ensuring
implementation of E.O. 12044, but President Carter also created a Regulatory Anal-
ysis Review Group within the White House to review agencies regulatory analyses.

President Ronald Reagan issued Executive Order 12291 which consolidated re-
sponsibility for the White House’s oversight of regulations in the Office of Informa-
tion and Regulatory Affairs (OIRA), an office created in 1980 by the Paperwork Re-
duction Act. E.O. 12291 called for agencies to conduct a ‘‘regulatory impact analysis’’
describing the benefits and costs of proposed ‘‘major’’ regulations, i.e., those expected
to have an annual impact on the economy of $100 million or more. E.O. 12291 also
required agencies, ‘‘to the extent permitted by law,’’ to refrain from issuing new
rules ‘‘unless the potential benefits to society for the regulation outweigh the poten-
tial costs to society.’’ President George H.W. Bush retained E.O. 12291.

President William Clinton adopted Executive Order 12866 that, generally speak-
ing, retained the basic structure of regulatory analysis and review established under
E.O. 12291. For example, agencies issuing rules with expected annual economic ef-
fects of $100 million were still expected to conduct an assessment of benefits and
costs, and the White House’s review of these assessment remained within OIRA.
However, there were some differences in the language of E.O. 12866, as well as new
obligations it placed on OIRA, such as time limits on its reviews and the public dis-
closure of information about meetings with individuals from outside government.
E.O. 12866 instructed agencies that, to the extent permitted by law, they should
‘‘propose or adopt a regulation only upon a reasoned determination that the benefits
of the intended regulation justify its costs.’’

President Clinton also signed the Unfunded Mandates Reform Act that imposes
a statutory obligation on agencies to conduct analyses of the benefits and costs of
proposed rules expected to have an impact on states, local governments, or the pri-
vate sector of $100 million or more in any single year (2 U.S.C. § 1532).

President George W. Bush retained E.O. 12866. During his second-to-last year in
office, he issued Executive Order 13422 that made several minor modifications to
E.O. 12866, but nevertheless retained the core requirements for assessing the bene-
fits and costs of significant rules.

President Barack Obama revoked E.O. 13422 but has thus far retained E.O.
12866. He has, however, called for OMB to develop recommendations for a new ex-
ecutive order on regulatory review.

As this brief historical account suggests, systematic efforts to require regulatory
agencies to assess the benefits and costs of proposed regulations have been pursued
by both Democratic and Republican Administrations. In addition, the statutory re-
quirement for regulatory assessment found in Section 1532 of Title 2 of the U.S.
Code was adopted following a vote of wide margins and broad bipartisan support
in both houses (394–28 in the House, and 91–9 in the Senate).
Q2. Do you think regulatory policies have more or less affect on initiatives than Pres-

idential involvement?
A2. Regulatory policies reflected in statutes have significant effects on the rules
adopted by agencies. Agencies depend on legislation for their authority to issue reg-
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ulations, and their regulations must be consistent with statutory requirements. Ex-
ecutive orders calling for agencies to conduct regulatory assessments have consist-
ently acknowledged that agencies must adhere first and foremost to statutory obli-
gations, even over the executive orders’ requirements.

Whether statutes have more effect on agency regulations than Presidents will
likely depend on several factors, including the level of Presidential interest in dif-
ferent rules and the amount of discretion that different statutes afford the agency.
A statute that provides only a general grant of rule-making authority to an agency
(e.g., ‘‘regulate in the public interest’’) will presumably have less of an effect on the
rules an agency adopts than will a statute that imposes specific standards, criteria,
procedures, and deadlines that agencies must follow when issuing new rules.
Q3. Could you please clarify what you mean by ‘‘science’s role is to provide necessary

but not sufficient input into policy decisions?’’
A3. Making good policy decisions requires factual knowledge, so science is in that
sense ‘‘necessary.’’ To solve a problem, policy-makers need to know the extent of that
problem, its causes, and the likely effects of different potential solutions. These fact-
oriented facets of policy decision-making are and should be informed by science.
However, policy decisions call for more than just scientific or factual knowledge.
They also require making value judgments too. For example, exactly how safe is
safe enough when setting environmental standards? How should a homeland secu-
rity regulation balance between protection from terrorism risks and protection of in-
dividual privacy? At what level should automobile fuel economy standards be set if
higher standards would lead to reductions in crash resistance and lower standards
would contribute to emissions of greenhouse gases? None of these questions—or any
of the myriad others like them that are inherent in making policy decisions in any
context—can be answered by science. These are policy questions about what agen-
cies ‘‘should’’ do—not questions about what ‘‘is.’’ That is why science, though nec-
essary, is not sufficient by itself for making policy decisions.
Q4. In section 109 of the Clean Air Act, legislators actual used the word ‘‘judgment’’

when describing how the Administrator is to determine the level of ambient air
quality standards by an adequate margin of safety in order to protect public
health.
• How did this language get interpreted to mean that costs cannot be consid-

ered?
• If we are to avoid similar interpretations in the future, how would the lan-

guage have to read?
A4. In its 1980 decision in Lead Industries Assn., Inc. v. Environmental Protection
Agency, 647 F.2d 1130, the D.C. Circuit Court of Appeals first held that EPA could
not take costs into consideration in setting ambient air quality standards. In reach-
ing this interpretation, the court relied on the absence of specific language in Sec-
tion 109 authorizing cost considerations to be included in the administrator’s ‘‘judg-
ment.’’ The court noted that Section 109 only included mention of public health fac-
tors, and observed that other provisions of the Clean Air Act (such as Section 111)
did specifically mention that costs could be included. The court also found state-
ments in the legislative history supporting the position that the Clean Air Act’s air
quality standards were to be ‘‘technology forcing’’ and not constrained by feasibility
or other economic considerations.

In 2001, the U.S. Supreme Court reached the same conclusion about cost consider-
ations in Whitman v. American Trucking Assns., 531 U.S. 457. Like the opinion in
Lead Industries, the majority opinion in Whitman stressed that Section 109 only
mentioned public health factors and that other provisions of the Clean Air Act (such
as Sections 111 and 202) specifically authorized EPA to take costs into account. The
majority reasoned that if Congress had intended to have the EPA consider costs, it
knew how to direct the agency to do so. Since costs were not mentioned, the major-
ity concluded that ‘‘[t]he text of § 109(b), interpreted in its statutory and historical
context and with appreciation for its importance to the CAA as a whole, unambig-
uously bars cost considerations from the [standard]-setting process.’’

To avoid similar interpretations by the courts in the future, Congress would need
to mention, explicitly, costs as an authorized factor for agencies to consider when
making regulatory decisions. Members of Congress should also be aware that simply
by mentioning costs as a permissible consideration in one section of a statute, courts
may construe other sections as thereby prohibiting the consideration of costs.
Q5. Does the use of science as the sole justification for setting regulatory standards—

like the particulate matter standards you referenced in your testimony—end up
contributing to greater number of lawsuits challenging such rules?
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• Do you think if the EPA was able to air its true justification to the public for
choosing one level or another that would alter the perception of their integrity?

A5. Given how the courts have construed Section 109, EPA’s continued invocation
of science as a basis for its air quality standards has actually spared EPA from judi-
cial reversal on statutory grounds. Assuming Congress changed Section 109, I have
no basis for predicting that levels of litigation over EPA standards would change
if the agency no longer justified its standards solely on the basis of science. I have
empirically studied the litigation decisions made by industry and environmental
groups, and these decisions are usually affected by the economic or environmental
consequences of standards, which presumably would remain significant no matter
how EPA attempted to justify them.

Public perceptions and support for EPA rules are presumably based on a number
of factors, including whether public attitudes generally favor greater environmental
regulatory protection. Perceptions of EPA’s integrity are also likely based on a vari-
ety of factors. As much as one might hope that EPA would enhance its credibility
and reputation by being forthright about what role science can really play in justi-
fying its policy decisions, it is possible that EPA actually strengthens perceptions
of its integrity and support for its policy decisions by cloaking them in rhetoric
about science, however untenable that may be as a conceptual and analytic matter.
Q6. Your testimony calls for agencies to be up-front with the policy choices behind

their regulations.
• Other than restoring honesty and integrity into the regulatory process, what

other benefits would be realized by such a policy?
A6. ‘‘Restoring honesty and integrity into the regulatory process’’ is certainly not an
unimportant objective in its own right. Of course, getting better decisions by regu-
latory agencies is also an important goal. For years, administrative law has tried
to promote sound policy reasoning by agencies as a way of disciplining and improv-
ing their policy decision-making. Agency decisions that are well-reasoned will cer-
tainly be less prone to errors of rash decision-making, such as expediency, bias, or
tunnel vision. Encouraging agencies to provide sound justifications for their deci-
sions can also assist courts, Congress, and the public in overseeing agency policies.

If agencies fail explicitly to grapple with policy factors that are nevertheless im-
plicitly affecting their decisions, they can miss opportunities for making their deci-
sions better. To use an example from the EPA’s air quality standards, I would refer
the Subcommittee to the following passage from a published article of mine:

If EPA considers costs implicitly to temper the outcomes of its standards, some-
thing which it almost certainly has done, the question arises whether society
would be better off if the Agency considered cost estimates explicitly rather
than treating the issue of cost only implicitly. Express consideration of cost data
may provide important information that can be used to set standards that are
more cost-effective even without sacrificing health protection. This is because
costs and benefits from air quality standards, like other regulatory standards,
may exhibit discontinuities and non-linearities, which can only be discerned
through careful analysis of cost functions. For example, EPA’s draft Regulatory
Impact Analysis for ozone, published at the time of the Agency’s proposed rule,
indicated that an eight-hour ozone standard set at 0.08 ppm based on the fifth
rather than fourth highest annual concentration would provide roughly equiva-
lent health protection but at approximately 20 percent lower cost. This analysis
suggests that there is a discontinuity in the cost-effectiveness in tightening the
standard from the fifth to the fourth highest annual concentration. Had EPA
explicitly taken this information into account, it could have based the standard
on the fifth highest annual concentration and saved the Nation over $1 billion
per year without sacrificing health protection.

Cary Coglianese & Gary Marchant, ‘‘Shifting Sands: The Limits of Science in Set-
ting Risk Standards,’’ 152 University of Pennsylvania Law Review 1255–1360 (2004)
(footnotes omitted).
Q7. Has cost-benefit analysis ever been used to justify a regulation rather than sim-

ply prevent one?
A7. Yes. For example, the EPA regulation that called for the elimination of lead in
gasoline, which is one of the most beneficial public health measures ever taken, was
spurred into promulgation because of cost-benefit analysis. See Albert L. Nichols,
‘‘Lead in Gasoline,’’ in Economic Analyses at EPA: Assessing Regulatory Impact
(Richard D. Morgenstern, ed., 1997). More recent examples can be found in the ac-
count by former OIRA Administrator John Graham about how cost-benefit analysis
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of regulations helped secure support for new regulations during the George W. Bush
Administration. Of the EPA’s decision to reduce emissions from diesel engines,
Graham writes that:

OIRA helped the EPA persuade other federal agencies and the White House
that another multi-billion-dollar regulation of the refining industry was worth-
while. The rule was issued without any court order, with no statutory deadline
in the Clean Air Act, and with no commitment made by the President during
the 2000 campaign. In the absence of the favorable information on benefits and
costs and the support from OIRA, I doubt whether the EPA would have issued
this rule promptly, if at all.

John D. Graham, ‘‘Saving Lives Through Administrative Law and Economics,’’
157 University of Pennsylvania Law Review 395, 468–469 (2008).
Q8. Did President Clinton’s E.O. 12866 require agencies to conduct Cost-Benefit

Analyses for proposed regulations?

• If so, what harm would come from simply requiring them to report the aggre-
gate of the analyses they already conducted?

• Is this really such a big step?
• What specific harm would come from this requirement?

A8. Yes, Executive Order 12866 requires agencies to conduct analyses of the costs
and benefits of significant proposed rules. Agencies are also required to make these
analyses available to the public.

To be able to address the other questions, I would need to know more about what
a requirement to ‘‘report the aggregate’’ would entail. I would note that even high
quality benefit-cost analyses do not always yield a single net-benefit number, some-
thing that at least implicitly a proposal for aggregation would seem to demand. E.O.
12866 does not require agencies to quantify all impacts (only when doing so would
be feasible), let alone convert those impacts to dollar terms. One study has found
that less than 30 percent of benefit-cost analyses produced by federal agencies pro-
vide quantified net benefits. Robert W. Hahn & Patrick M. Dudley, ‘‘How Well Does
the U.S. Government Do Benefit-Cost Analysis,’’ 1 Review of Environmental Eco-
nomics and Policy 192–211 (2007).

I would also note that benefit-cost analyses reflect ex ante predictions of the ef-
fects of regulation. Either instead of or in addition to requiring the aggregation of
benefit-cost analyses, Congress should consider requiring and funding more ex post
evaluation research that would yield a better understanding of what the actual ben-
efits and costs of regulation have been. See Cary Coglianese & Lori Snyder Bennear,
‘‘Program Evaluation of Environmental Policies: Toward Evidence-Based Decision
Making,’’ in National Research Council, Social and Behavioral Science Research Pri-
orities for Environmental Decision Making 246–273 (National Academies Press,
2005).
Q9. One of the criticisms of reporting the aggregate of an agencies cost-benefit anal-

ysis is that it would create a ‘‘regulatory budget’’ that would be prime for cuts.
• Do you believe this is a valid critique when data is already available individ-

ually?
A9. As noted in my response to question 8, I do not believe the data are currently
available from individual benefit-cost analyses that would support aggregating sin-
gle, point estimates of net-benefits across all analyses. Moreover, since benefit-cost
analyses are supposed to inform decision-making, an attempt to force agencies to
provide such a single number would often be ill-advised, as often the available
knowledge simply does not permit an analyst to present a point estimate. Owing
to uncertainty, usually quantified benefits and costs can only be best represented
as ranges rather than point estimates. Owing to data availability or methodological
limitations, some benefits and costs may simply be impossible to quantify at all, but
could still be relevant for decision-makers to consider.
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Inside EPA’s

Risk Policy Report

Guest Perspective

The Legacy of John Graham:
Strait-Jacketing Risk Assessment

DATE: MAY 23, 2006

By Rena Steinzor

Economists at Every Table
Risk assessment is the coin of the environmental realm, figuratively and literally.

It is also the primary source of the most draining, counterproductive disputes pre-
occupying the Environmental Protection Agency (EPA). Risk assessment is not the
only regulatory methodology used by EPA and other agencies assigned to protect
public health, safety, and the environment. Different tools—most notably the tech-
nology-based controls that underlie the great successes of statutes such as the Clean
Water Act—have accomplished more protection, in many cases for less money. But
beginning in the mid-1980’s, decision-makers have felt disgraced if they do not take
a run at conducting a risk assessment on a problem, translating the results into
numbers that are deceptively precise. Curtailing this trend is not in the cards for
the foreseeable future.

Given its importance, it was no surprise when John Graham’s parting salvo as
the Director of the Office of Management and Budget’s (OMB) Office of Information
and Regulatory Affairs (OIRA) was a Proposed Risk Assessment Bulletin (bulletin)
that was intended to be the most prominent aspect of his legacy.17 The 26-page doc-
ument would establish uniform, government-wide standards for risk assessments re-
garding human health, safety, or the environment.18 OMB will accept comments
until June 15, 2006 and a National Academy of Sciences (NAS) panel is conducting
a review of the proposal.19

Graham’s assertion that OMB is qualified to define what constitutes an acceptable
risk assessment displays misplaced confidence of the first order. Despite his aspira-
tion to enlarge OIRA’s role in science policy, Graham cannot possibly have added
more than a handful of scientists to a staff overwhelmingly dominated by econo-
mists and budget analysts. If OIRA succeeds in this remarkable power grab, un-
qualified economists will take their seats beside toxicologists, epidemiologists, pedia-
tricians, neurologists, engineers, statisticians, and other qualified experts as the
complex implications of scientific uncertainty are debated.

By raising the ‘‘expertise’’ question, I do not mean to pick a shop-worn, counter-
productive fight about whether OMB is entitled to conduct regulatory oversight on
behalf of the President. Risk assessment is a cornerstone of many important deci-
sions that OIRA reviews. Yet this effort to control every form of risk assessment
pre-rule-making goes far beyond that basic function, even assuming that the polar-
ized spectrum of OIRA’s constituencies could agree on its appropriate oversight role.

Under the bulletin, any assessment, no matter what its nature or scope, must es-
timate the ‘‘central’’ risk likely to result from exposure, using a formula for
‘‘weighting’’ model results that is as vague as it is pseudo-scientific. Agencies will
be compelled to fast forward to the end of their decision-making process, deter-
mining all available options for managing risk before they complete assessments.
Risk assessments will be rejected unless they are based on research determining
‘‘No Observed Adverse Effects Levels’’ (NOAELs), as opposed to the long-standing
practice of determining ‘‘No Observed Effect Levels’’ (NOEL). And any perceived
misstep along the way could trigger challenges to agencies’ compliance with the In-
formation Quality Act (IQA) (or Data Quality Act), one of the worst appropriations
riders enacted by Congress. OMB claims legal authority to interfere with the sci-
entific process in this aggressive and inappropriate manner under the IQA, although
the one-page law says nothing specific about its authority in this arena.
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Tobacco for Everything
The IQA says that information ‘‘disseminated’’ by the government must be ‘‘cor-

rect’’ and of high ‘‘quality, objectivity, utility and integrity.’’ 20 The concept for such
a mandate originated with EPA’s report on second-hand smoke.21 Philip Morris Inc.
was fighting a rear-guard battle against further controls of tobacco and was heavily
invested in picking apart every detail of the report. The company hired Jim Tozzi,
a Reagan-era OIRA veteran, to persuade his former colleagues to accomplish this
charmingly over-simplistic mandate administratively. After all, who could oppose
the idea that government should establish a process for outside parties to challenge
its dissemination of incorrect information?

As it turned out, seasoned bureaucrats could easily harbor misgivings about this
new approach to obstruction and Clinton-era OMB officials were no exception. Frus-
trated by their indifference, Tozzi went to Capitol Hill where he achieved relief via
a rider on 2001 ‘‘must pass’’ appropriations legislation. From these modest origins,
the IQA has spawned guidance from every federal agency and department for how
they will consider requests for correction of a wide variety of information.

Of course, ‘‘truth’’ and ‘‘correctness’’ are elusive concepts when the science, tech-
nology, and economics underlying such decisions become ever more complex. As the
tobacco industry well understood, challenging any debatable assertion, no matter
how minor, contained in every piece of unfavorable research is the best way to
muddy the waters to confound regulators, stalling decisions until the tide of re-
search turns completely and washes away these last outposts of resistance.

Enforcing the Bulletin
This ‘‘corpuscularization’’ of science, to use the term coined by Professor Thomas

McGarity,22 is the foundation of the ‘‘sound science’’ movement that is in full swing
both in the U.S. and internationally. Its central tactic is the fly-specking of scientific
studies to find individual ‘‘errors’’ of three distinct kinds: (1) clear misstatements of
fact; (2) decisions that could have been made differently; and (3) science policy judg-
ments that are unpopular with special interests.

The problem with the discovery of factual mistakes is that corpuscularists de-
mand the exclusion of an entire study whether the error is major or minor, pre-
venting scientists from using their expertise in a ‘‘weight of evidence’’ evaluation
that takes mistakes into account in evaluating—but nevertheless using—such re-
search. As for the second and third categories, the sound science movement’s has
achieved great, if undeserved, rhetorical success by labeling as ‘‘incorrect’’ scientific
judgments regulated industries do not like, regardless of whether such judgments
are legitimate, common, and transparent. Scientists adopt assumptions all the time
in order to proceed with their work. They may decide to use groups of 25, not 40,
rats in a bioassay. By challenging such judgments as mistakes that should discredit
a study, corpuscularists put everyone on a treadmill of controversy with no easy es-
cape. Similarly, such science policy judgments as the use of ‘‘safety factors’’ to com-
pensate for uncertainties in animal testing may be a legitimate concern in deciding
how to evaluate a study but are not a sensible reason to ignore it entirely.

The campaign to deconstruct science in order to gain the upper hand in regulatory
decision-making has continued at a rapidly quickening pace in all arenas—from
rule-making to judicial proceedings to the scientific literature. Thus far, the IQA has
played only a supporting role. Government-wide, IQA ‘‘Requests for Correction’’
number in the hundreds, not thousands, and agencies have rejected most of them
in short order. All that could change, however, if the IQA provides a route to judicial
review, especially for studies, reports, toxicological profiles, and risk assessments
issued before or apart from rule-making. Whether or not regulated industries win
such appeals, opportunities to undermine the validity of adverse information and
delay decision-making could well be worth the litigation costs.

A few weeks ago, the U.S. Court of Appeals for the Fourth Circuit made short
shrift of a bid to obtain judicial review of agency IQA decisions under existing lan-
guage. Judge J. Michael Luttig wrote that the IQA does not create a cause of action
for any particular person or group to challenge the correctness of information in
court because Congress did not specify who would have standing in such cir-
cumstances.23 Of course, Congress could fix this problem and the Chamber of Com-
merce has pledged to go this route. If the matter is debated fully, and industry lob-
bying does not win out over the long-standing concerns of the House and Senate ju-
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diciary committees about acute docket overload in the federal courts, the IQA could
be transformed from nuisance to major wrench in the works of health and safety
regulation. In effect, it would then amount to a codification of corpuscularization,
especially with respect to documents such as risk assessments covered by the bul-
letin, which was supposedly written to implement the IQA.

One Small Size Does Not Fit All
The threshold problem with the bulletin is that it reflects the naı̈ve belief that

uniform, government-wide standards would improve a process that has almost as
many iterations as it does results. The bulletin requires agencies to include a ‘‘cen-
tral or expected’’ risk estimate whenever a ‘‘quantitative characterization of risk’’ is
made available, and mandates that quantitative estimates should be done ‘‘when-
ever possible.’’ 24 Just how would one calculate this central estimate?

This bulletin uses the terms ‘central’ and ‘expected’ estimates synonymously.
When the model used by assessors is well established, the central or expected esti-
mate may be computed using standard statistical tools. When model uncertainty is
substantial, the central or expected estimate may be a weighted average of results
from alternative models. Formal probability assessments supplied by qualified ex-
perts can help assessors obtain central or expected estimates of risk in the face of
model uncertainty.25

Suppose we must conduct a risk assessment of a single toxic substance (think ar-
senic, dioxin, perchlorate, mercury, or vinyl chloride) and have available chemical
structure analyses, animal and epidemiological studies, and fate and transport mod-
els. Each piece of research has its strengths and weaknesses, including the inevi-
table policy-laden, default assumptions about the shape of the dose response curve,
the level of exposure of both animal and human populations, and the pharmaco-
kinetics of what happens to the chemical once it enters the body.

The bulletin appears to require that the numeric results of specific subgroups of
models be averaged together. One example is the hotly contested area of dose-re-
sponse curve models that use either traditional, ‘‘no threshold’’ assumptions or as-
sume that low doses of specific chemicals are ‘‘acceptable.’’ But the bulletin does not
stop there. Instead, it appears to require that the numeric results of the full range
of ‘‘apples and oranges’’ models somehow be subject to number crunching, also yield-
ing a single estimate of risk.

Given the right, balanced, and suitably skillful risk assessor, a reference dose
(RfD) for a single chemical can be calculated, although the calculation will require
a series of scientific findings and science policy judgments that must remain fully
transparent so that they can be debated fully. These difficulties are the reason why
NAS panels routinely wring their hands over such numbers and either add a series
of safety factors to hedge their bets26 or pronounce the EPA RfD ‘‘justifiable,’’ 27 as
they did with EPA’s mercury and arsenic reviews.

Now suppose that we are doing a risk assessment that has considerably more di-
mensions: an assessment of the risks posed by a substantial expansion of nuclear
energy or the implications of a terrorist attack on the chemical industry. Anyone
familiar with the practice of risk assessment in this broader context would recognize
the foolishness of attempting to calculate a central number that reflects the wide
variety of models and other methodologies used by multi-disciplinary approaches.
Reducing such disparate pieces of data to one number can only produce the ‘‘junk’’
science that sound science advocates assure us they are determined to eradicate.
Even constructing a meaningful qualitative statement summarizing central risk
poses substantial challenges.

The Great Conflation
The fact is that risk assessments come in all shapes and sizes. They can take

weeks, months, years, or decades. The perceived magnitude of the risk inevitably
plays a crucial role in determining an assessment’s nature and scope, and OMB
wisely advises risk assessors to be transparent about these decisions.28 But it is one
thing to acknowledge that science policy-makers cannot help but think about the im-
portance of a problem and what they might be able to do about it when they design
an assessment and quite another to say that they must identify and assess those
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solutions before the nature of the risk is established. And yet the bulletin demands
that they undertake exactly this task:

‘‘[R]isk assessments that will be used for regulatory analysis . . . shall include
. . . an evaluation of alternative options, clearly establishing the baseline risk, as
well as the risk reduction alternatives that will be evaluated [and] a comparison of
the baseline risk against the risk associated with the alternative mitigation measures
being considered.’’29 (italics added)

Distinctions between risk assessment and risk management have provoked many
a lengthy and esoteric argument in the rarified circles that undertake this trouble-
some work. Across the political spectrum, many believe that there is no clear line
between the two, especially in the sense that policy-making, as opposed to ‘‘pure’’
science, infects both aspects of any problem. ‘‘Hard’’ science informs the design of
experiments and determines the results, while ‘‘trans-science’’ permeates everything
that happens to those results before they affect human affairs.

Acknowledging this reality is not the same thing as accepting the very large stride
that is necessary to get to the idea that risk assessors must worry about the dif-
ficulty of finding a remedy before they have assessed the risk. One especially pun-
gent example is testimony by Colonel Dan Rogers, a lawyer by training and Depart-
ment of Defense’s point person on perchlorate, before the NAS panel reviewing
EPA’s RfD on perchlorate:

Thousands of men and women in the uniformed services of the United States
of America eagerly await the results of your careful and considered and objec-
tive deliberations, for what you decide will have a greater impact on their lives
than on any others. [T]here is no room for reliance on science policy precaution
for its own sake . . . Every layer of science policy precaution inhibits our ability
to train . . . [putting] our combat forces and, ultimately, our nation at risk.
(italics added)
—Colonel Daniel Rogers, U.S. Air Force.30

Or, in other words, the bulletin supports Colonel Rogers’ demands that the panel
consider his dire warnings about diminution of national security at the same time
that it grapples with how perchlorate might pose a risk to public health.

Prove Rather Than Prevent Harm
One of the well-established practices used to both simplify and ensure the protec-

tiveness of risk assessments is to apply the ‘‘No Observed Effect Level’’ (NOEL) as
a starting point for dose-response analysis. The reasoning is that since we do not
have a firm handle on why certain chemicals cause disease, or how diseases like
cancer are initiated and spread, any change detected in an organism following expo-
sure is the right place to begin charting whether additional exposure will cause
harm. However, science has evolved in some cases to allow us to consider that some
organisms can endure such changes without suffering damage. In those instances,
it may well be appropriate to begin charting a dose-response curve at the ‘‘No Ob-
served Adverse Effect Level’’ (NOAEL).

Rather than allow this approach to evolve at the same pace as the science, how-
ever, OMB waves a wand and transforms it to the default assumption in all risk
assessments.31 With respect to human health effects, measuring the concentration
of a chemical metabolite in a target tissue is ‘‘not a demonstration of an adverse
effect’’ although it does indicate exposure.32 Nor does measurement of a ‘‘biological
event in the human body’’ demonstrate an adverse effect.33 Instead, ‘‘adversity typi-
cally implies some functional impairment or pathologic lesion that affects the per-
formance of the whole organism or reduces an organism’s ability to withstand or re-
spond to additional environmental challenges.’’ 34

At least two things are notable about these stark instructions. First, this aspect
makes it clear, if there was any doubt, that the bulletin is not a summary of con-
sensus risk assessment principles, however carefully OMB hedges the language in
most sections. If OMB actually uses this language to ride herd over assessments,
much less if the courts become involved, the bulletin will skew risk assessments in
the direction favored by regulated industries.

Second, OMB is obviously preoccupied with EPA risk assessments dealing with
toxic chemicals where NOELs and NOAELs are relevant to decisions whether to
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control exposure. Rather than simply pursue this narrow, albeit controversial, goal,
OMB does its best to camouflage its intentions with lofty expressions of overall con-
cerns about improving the quality of assessments government-wide.

Politicized Double Standard
As added evidence that OMB is pursuing a political, as opposed to a scientific or

even objective agenda, the bulletin exempts from coverage risk assessments pre-
pared by regulated industries, including new drug approvals, pesticide registrations,
and the licensing of individual (e.g., nuclear or chemical) plants. In these contexts,
risk assessments are used to determine whether to allow activities to occur, from
the marketing of Vioxx to the use of pesticides to the operation of Three Mile Island.
If OMB sincerely perceives a problem with risk assessment used in a regulatory
context, and believes it has the legal authority and scientific expertise to define and
police the preparation of such analyses, this double standard is as unwarranted as
it is unexplained.

Conclusion
OMB’s foray into peer review was a misadventure of sizeable proportions. The

bulletin shows that OMB learned little from that experience, although it is also pos-
sible that OMB is cheerfully immune to such controversy and expects to be barraged
by the same wide variety of stakeholders as those that attacked its peer review pro-
posal. Given the relative importance of the bulletin, we can only hope that it is not
disappointed.

Source: Risk Policy Report via InsideEPA.com
Date: May 23, 2006
Issue: Vol. 13, No. 21
Inside Washington Publishers
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