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_.. Regulatory Policy
Issue Brief

Regulation and Competitiveness

Anti-regulatory arguments claim that regulation is inherently a burden that weakens the
competitiveness of American businesses in the global market. Yet a plethora of scholarly studies
indicates that the opposite is true: regulation not only does not hinder U.S. competitiveness but
actually may increase the competitive advantage of the United States. Overall, factors such as wages
and trade agreements play a much larger role than regulation in determining U.S. competitiveness.
Economists have been unable to find the strong negative correlation between regulation and
competitiveness. This finding may run counter to intuition, but it suggests that protecting public
health, safety and the environment can have real economic advantages; the United States does not
have to sacrifice public protections in order to promote U.S. competitiveness.

1. Economic indicators fail to show an environment/competitiveness tradeoff.

Economists look at several economic indicators to determine the impact of regulation on
competitiveness, such as plant location, industry imports and exports, and foreign direct investment
(FDI). The argument that regulation harms U.S. competitiveness is based primarily on the theory that
pollution-intensive industries will move to areas with more lax environmental regulations (“pollution
havens™) in order to avoid the costs of compliance with more stringent environmental protections.
If the pollution haven theory holds, then firms will choose to open new plant locations in areas with
less regulation. Similarly, if regulation impacts competitiveness, then there should be a positive
correlation between regulation and net imports of an industry: as regulation increases, countries with
more lax regulations will gain a great share of the import market. Further, if the pollution haven
theory is to hold, then stringent regulation in the United States will induce high polluting firms to
disproportionately invest overseas.

Though some economists have found a pollution haven effect, many economists have
discovered that regulation has no negative impact on competitiveness, and some have even argued that
regulation may increase competitiveness. Even in studies that have found that regulation hampers
competitiveness, the effect tends to be insignificant or, at most, significant but relatively minor, A
1995 survey of economic studies by Jaffe et al., for instance, concludes that “overall, there is relatively
little evidence to support the hypothesis that environmental regulations have had a large adverse effect
on competitiveness, however that elusive term is defined.” Eban Goodstein not only corroborated

1. February 2006. This issue brief was written by Genevieve Smith, Regulatory Policy Analyst.

2. Jaffe et al., Environmental Regulation and the Competitiveness of U.S. Manufacturing: What Does the
Evidence Tell Us?, 33 ]. Econ. LT, 132, 157 (1995).




OMB WATCH 2 Regudation & Competitiveness

Jaffe’s conclusions but has also found that, between 1979-1989, the industries that spent more on
regulation compliance actually exhibited superior performance compared to imports from developed
and developing countries.” Those who claim that regulation is overly burdensome tend to ignore the
divergent economic opinion on regulation and competitiveness and instead focus only on inapposite
evidence mischaracterized as corroborating a deregulatory agenda.

Regulation does not negatively impact plan location decisions.

The Jaffe et al. study looked at all three indicators of competitiveness and found on all
accounts that regulation was not a major factor in competitiveness. In the case of plant location
decisions, Jaffe et al. found that there is little evidence to support the conclusion that stringent
regulation is a major determinant in plant location decisions. This finding is corroborated by a host
of other economists. Timothy J. Batrik studied the impacts of state government environmental
regulation expenditures on plant location decisions and found that such expenditures had an
insignificant effect on plant locations.* Kevin Gallagher found that plants moving to Mexico are not
the ones with highest pollution abatement costs; overseas movement of industries is affected more by
labor costs than by regulation.’ A look at plant location within India found that increased government
spending on environmental regulation not only did not deter plant location but actually had a positive
impact.*®

Clark, Marchese, and Zarrilli examined industry decisions to conduct offshore assembly in
developing companies. Consistent with the findings on plant location, the authors found that
pollution intensive industries were less likely to conduct offshore assembly. They argued that the U.S.
has a comparative advantage in highly polluting industries, while developing countries have a
comparative advantage in simple assembly industries. At the same time, “the cost of pollution control
and abatement are too small to influence the competitive performance of location decision of these
activities.””

Regulation does not increase dependence on imports.

Further, several economic studies have found that stringent regulations have not led to

3. Eban Goodstein, A New Look at Environmental Protection and Competitiveness, Briefing Paper for
the Economic Policy Institute, Washington, DC {1997).

4, Timothy J. Batrik, The Effects of Environmental Regulation on Business Location in the United States,
19 GROWTH CHANGE 22 (1988).

5. Kevin Gallagher, Trade Liberalization and Industrial Pollution in Mexico: Lessons for the FTAA,
Working Paper for Global Development and Environment Institute {October 2000).

6. Muthukomara Mani, Sheoli Pargal 8 Mainul Hug, Does Environmental Regulation Matier?
Determinants of the Location of New Manufacturing Plants in India in 1994, World Bank Working Paper, at 1-
26.

7. Don P, Clark, Serafino Marchese & Simonetta Zarrilli, Do Dirty Industries Conduct Offshore
Assembly in Developing Countries?, 14 INT’'LECON. ]J. 75, 86 (2000).
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increases in imports. Jaffe et al. examined a number of studies on the impact of regulation on imports
and exports and concladed once again that regulation has no significant impact. Grossman and
Krueger, for instance, looked at the impacts of NAFTA on net imports and found greater imports in
industries with the lowers pollution costs. Moreover, they found that “traditional determinants of
trade and investment patterns” have a significant impact on net imports while environmental costs
have a minor and insignificant impact.®

A 1997 briefing paper by Eban Goodstein confirmed the findings of Jaffe et al. Moreover,
Goodstein’s study also found that “over the 1979-89 period, mdustries that spend more money
complying with environmental regulations actually demonstrated superior performance against imports
from developed countries.” Goodstein found the same relationship “for imports from developing
countries, but the relationship was not as strong.”™® Goodstein expanded on existing research on the
effect of regulation on net imports by exploiting the large dataset made available by the National
Bureau of Economic Research (NBER). Again, he concluded from the data that environmental
regulation does not harm U.S. competitiveness. A look at the top 20 industries that experienced
growth of import share by less-developed countries (LDC) from 1973-79 and 1979-89 shows that
industries with high environmental costs were not the industries experiencing growth in net imports.
In fact, “only three of the top 20 in the early period were industries with higher-than-average
environmental costs; only one in the latter. It seems, then that low-wage industries, not ‘dirty’ ones,
dominate the list of LDC import leaders.””?

Regulation does not send foreign investment abroad.

Despite predictions to the contrary, several economic studies have found foreign direct
investment to increase with environmental stringency, implying that environmental regulation does
not deter foreign investors. In a recently published article for the International Trade Journal,
Elizabeth T. Cole and Prescott C. Ensign have found that U1.S. FDI into Mexico is moving toward low
polluting industries."* In fact, air pollution decreased in the United States at a time when foreign
direct investment was increasing, "

8, Gene M. Grossman & Alan B. Krueger, Environmental Impacts of a North American Free Trade
Agreement, in THE US-MEx1co FREE TRADE AGREEMENT 13 (Peter Garber ed. 1993),

9. Goodstein, supra note 3, at 2.

10. Id.

11, Id. at 6

12. Elizabeth T. Cole & Prescott C. Ensign, An Examination of U.S. FDI into Mexico and its Relation
to NAFTA: Understanding the Effects of Environmental Regulation and the Factor Endowments that Affect
Location Decision, 19 INT'L TRADEJ. 1 (2005).

13. DAvID WHEELER, RACING TO THE BoTTOoM? FOREIGN INVESTMENT AND AIR POLLUTION IN
DEVELOPING QCOUNTRIES (Development Research Group, World Bank, 2001), available at

<http://papers.sstn.com/sol3/ papers.cfm?abstract_id=632594>. Wheeler’s study shows a correlation and not
causation.
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Thus, the bulk of the economic literature contradicts the claim that regulation seriously
hampers U.S. competitiveness. As Jaffe et al. conclude, “studies attempting to measure the effect of
environmental regulation on net exports, overall trade flows, and plant-location decisions have
produced estimates that are either small, statistically insignificant, or not robust to tests of model
specification.”™ Other economic factors, such as labor costs, play a much more significant role in the
movement of industries. Concludes Goodstein, “Highly polluting industries are relocating to poor
countries; but the reason, overwhelmingly, is low wages.”*

Economic opinion on the existence of a pollution haven effect is by no means conclusive.
Economic studies deviate broadly on the subject. According to one literature review, “much of the
empirical literature that has attempted to test this assumption has arrived at differing conclusions,
ranging from a modest deterrent effect of environmental regulatory stringency on economic activity
to a counterintuitive modest attract effect.”® Even in the most damning characterizations, regulation
still is only said to have a modest impact on U.S. competitiveness'”

Even if some evidence does point to a pollution haven effect, one cannot dismiss the wide
range of divergent economic opinion on the subject. As Tim Jeppensen, John List and Henk Folmer
conclude in a 2002 article for the Journal of Regional Science, “casual perusal of the literature [on
regulation and competitiveness] indicates that construction of a consensus point is akin to finding a
needle in a haystack.”®

2. Regulation does not cost jobs.

Economists have also refuted the claim that increased regulation decreases jobs. Economist
Eban Goodstein at the Economic Policy Institute has written substantially on the relationship of jobs
and the environment. According to Goodstein, the jobs-environment trade-off is largely a myth,
Goodstein’s book Jobs and the Environment: The Myth of a National Trade-Off finds a small positive
effect of environmental regulation on overall employment, especially in the area of manufacturing

14. Jaffe et al., supra note 2, at 157-158.
15. EBAN GOODSTEIN, JOBS AND THE ENVIRONMENT: THE MYTH OF A NATIONAL TRADE-OFF 19(1994).

16. Smita B. Brunnermeier & Arik Levinson, Examining the Evidence on Environmental Regulations and
Industry Location, 13 ], ENvT, & DEVEL. 6 (2004),

17. See Keller & Levinson, Pollution Abatement Costs and Foreign Direct Investmeni Inflows to U.S.
States, 84 REV. ECON. & STATS. 691 (2002), in which they found that environmental regulation does have
significant negative impact on DI into the United States, but the magnitude is economically small. See also Arik
Levinson, Environmental Regulation and Manufacturers’ Location Choices: Evidence from the Census of
Manufacturers, 62 J. PUB. ECON. 5 (1996), in which Levinson found that the manufacturing sector is sensitive to
environmental regulation, but again the impact is small in magnitude. Though the sector was sensitive to
regulation, “the degree of aversion to stringent states does not seem to increase for pollution-intensive industries.”

18. Tim Jeppesen, John A. List, & Henk Folmer, Environmental Regulations and New Plant Location
Decisions: Evidence from a Meta-Analysis, 42 J. REGIONAL Sc1. 19, 36 (2002),
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workers.”” Goodstein also finds that environmental regulation does not lead to manufacturing plant
shutdowns.

Regulation leads to job creation and innovation of new technologies that can then expand the
economy. Government spending on environmental regulation includes “investments in pollution
control equipment and personnel, scientific studies to test pesticides and chemicals, the clean-up of
hazardous wastes at Superfund sites, and the bill paid to your local garbage collector.”® All of these
costs create jobs. Moreover, these jobs are overwhelmingly blue collar and, by nature, domestic.?!
According to Goodstein, “the one comprehensive estimate available suggests that, in 1992, just under
4 million jobs were directly or indirectly related to pollution abatement and environmental protection
the United States.”””

Even the more equivocal work of Richard D. Morgenstern, William A. Pizer, and Jhih-Shyang
Shih cannot avoid the job-creating potential of environmental protection: they conclude that
environmental regulation is just as likely to create jobs as to cause job losses, “While environmental
spending clearly has consequences for business and labor, the hypothesis that such spending
significantly reduces employment in heavily polluting industries is not supported by the data,” they
write.”> Morgenstern et al. examined the pulp and paper, plastics, petroleum and steel sectors and
found “that a million dollars of additional environmental expenditure is associated with an
insignificant change in employment.”™*

They explain: “Most importantly, there are strong positive employment effects in industries
where environmental activities are relatively labor intensive and where demand is relatively inelastic,
such as plastics and petroleum. In others, where labor already represents a large share of production
costs and where demand is more elasticity, such as steel and pulp and paper, there is little evidence
of a significant employment consequence either way.”*’

Berman and Bui also found that regulation had no impact on labor demands. The authors
examined the impact on labor demands of increased air pollution abatement in the Los Angeles area.

19. See generally Goodstein, supra note 15,

20. Eban Goodstein, Jobs or the Environment? No Trade-Off, 38 CHALLENGE 41, 46 (1995),

21, Frank Ackerman & Rachel Massey, Prospering with Precaution: Employment, Economics, and the
Precautionary Principle (Precautionary DPrinciple Project, Aug. 2002), available at
< http:/fwww.healthytomorrow,org/pdf/prosper.pdf=>.

22, Id. at 42,

23. RICHARD D, MORGENSTERN, WILLIAM A, PIzgr, & JHIH-SHYANG SHIH, JOBS VERSUS THE
ENVIRONMENT: AN INDUSTRY-LEVEL PERSPECTIVE (Resources for the Future Discussion Paper No. 99-01-REV,
2000) 25.

24, Id. at 24,

25, Id.
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In looking at data from 1979 through 1992, a period that saw sharp increases in environmental
regulation, they found that increased regulation had no effect on employment in refineries.*®

3. Regulation can improve efficiency.

Those positing an anti-regulatory agenda are forced to dismiss entirely the Porter “hypothesis™
that regulation can actually increase productivity by increasing the efficiency of operations. Porter’s
theory was developed in response to real-world observations, such as OSHA’s Cotton Dust Rule, in
which regulations to protect the public had indirect benefits of inducing technological innovations
and improved efficiencies in business operations. Since Porter elaborated his argument, the real world
examples have continued to multiply. His “hypothesis” is now backed by a robust body of empirical
evidence:

. Though regulation certainly does result in some cost to industry, it can also
spur economic growth and increased efficiency. Jaffe points to a 1990
Barbera and McConnell study that “found that lower production costs in the
nonferrous metals industry were brought about by new environmental
regulations that led to the introduction of new, low-polluting production
practices that were also more efficient.”®” EPA itself has in fact argued that
environmental regulations generate “more cost-cffective processes that both
reduce emissions and the overall cost of doing business.”**

. A study of the impacts on food manufacturing of trade liberalization between
Mexico and the U.S. found that free trade would benefit Mexican producers
because of resulting productivity growth, not because of the country’s more
lax environmental regulation. In fact, increased environmental regulation
actually stimulated greater productivity in Mexican food manufacturing.
“Pollution abatement efforts encouraged by the Mexican Government’s
inspection program manifestly have stimulated improvements in food
processing efficiency as well as in environmental quality.”® The enhanced
productivity offset any consequence for the profitability of Mexican food
manufacturing in the aftermath of the new pollution controls. At the same
time, the authors found “U.S. pollution regulations have had no impact on the

26. Eli Berman & Linda T. M. Bui, Environmental Regulation and Labor Demand: Evidence from the
South Coast Air Basin, 79 }. Pus, ECON. 265 (2001),

27. Jaffe et al., supra note 2, at 155,
28. Office of Air and Radiation, Environmental Protection Agency, The Clean Air Marketplace: New
Business Opportunities Created by the Clean Air Act Amendments—Summary of Conference Proceedings (July 24,

1992).

29, Ebru Alpay, Steven Buccola, & Joe Kervilet, Praductivity Growth and Environmental Regulation in
Mexican and U.S. Food Manufacturing, 84 AMER. J. AGR. ECON. 887, 894 (2002).
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profitability or productivity of U.S. food manufacturing.™’

. Berman and Bui also found that in meeting more stringent environmental
standards, oil refineries in the Los Angeles Air Basin actually increased their
productivity and efficiency, Interviews with “plant managers and
environmental engineers suggested that productivity increases were not
accidental. They resulted from a careful redesign of production processes
induced by the need to comply with environmental regulation.™!

. Stephen Meyer compared regulation across states in the United States found
that environmental regulation did impact economic prosperity. In fact, “states
with stronger environmental regulations tended to have higher growth in the
gross domestic products.”™ Though the correlation does not suggest
causation, it does indicate that environmental regulation does not hinder
state’s economies. The correlation held true even during times of recession.
In an update focusing on the 1990-91 recession, Meyer found states with
stronger environmental regulation were not more likely to face economic
decline during a period of recession than states with weaker environmental
standards.”

Although the United States already has the least restrictive regulation in the world™ and is
third on the list of the world’s top ten economies,™ the business community has continued to assert
that health, safety and environmental regulation is overly burdensome and must therefore be repealed.
Yet the evidence shows that the cost to business of complying with regulation is negligible and that
factors such as wages and trade agreements have a far greater impact on the competitiveness of U.S.
business or the choice of an industry to move business overseas.

30. Id. at 887.

31, Eli Berman & Linda T, M. Bui, Environmenial Regulation and Productivity: Evidence from Oil
Refineries, 83 REV. ECON. & STATS. 498, 508 (2001).

32, Stephen Meyer, Environmentalism and Economic Prosperity: An Update (Department of Political
Science, Massachusetts Institute of Technology, Feb. 1993), at 2.

33. Id. at 9,

34. OFFICE OF INFO. & REG. Arrs., OMB, 2005 DRAFT ANN. REPT. TO CONG. 0N COsTs & BENS. OF FED.
REG, at 33 text accompanying note 22.

35, Id. at 30 text accompanying note 16.
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Thank you, Ms. Chairman and members of the Subcommittee on Regulatory
Affairs, for the opportunity to offer this testimony on the Office of Management and
Budget’s (OMB’s) nominations to the U.S. Departments of Transportation and Labor that
came out of its 2004 Report to Congress.

My name is Joan Claybrook and I am the President of Public Citizen, a national
non-profit public interest organization with over 160,000 members nationwide. We
represent consumer interests through lobbying, litigation, regulatory oversight, research
and public education. Tam also a former regulator, as the Administrator of the National
Highway Traffic Safety Administration (NHTSA) in the Department of Transportation
from 1977 to 1981, 1 have worked to improve motor vehicle safety for more than 40
years.

Today I would like to make three major points.

1. Well-designed health, safety and environmental protections stimulate the
economy, result in better products and improve the overall quality of life.

We are here today because regulated industry, like most of us, would prefer not to
be told what to do. The question is whether this dislike for rules is justified because it
causes economic harm to industry or to all of us. While it may seem intuitive that
regulations cost businesses and jobs, there is little actual research to suggest that this
claim is true. There is in fact strong scholarship and empirical evidence to the contrary.

The industry mainly cites badly inflated and repackaged data from a flawed study
by Crain and Hopkins, in which the data dates from 1990 and 1991." The OMB cites a
study by the World Bank and an economist from the Organization for Economic Co-
operation and Development (OECD) that dealt with the constraints on capital under
regulated economies — including constraints on property and contractual rights.? Yet the
U.S. is already the least restrictively regulated industrial country in the world.” The
OMB-cited studies do not address the economic consequences that might arise from




rollbacks of our existing, relatively robust and well-justified health, safety and
environmental rules.

In fact, most of the evidence on environmental and safety protections points in the
opposite direction. Just as pollution wastes resources, unchecked harm to society is a
squandered opportunity to prevent injury or save lives. We all pay, in terms of higher
insurance and medical costs, in lost worker productivity and illness, and even in traffic
delays. As just one example, the annual cost of all traffic crashes in the U.S., which take
more than 42,000 lives and inflict more than 3 million injuries every year, is more than
$230 billion in 2000 doliars, or $800 for every man, woman and child in the U.S.

It is not mere conjecture that well-crafted and well-justified regulation spurs
innovation and growth — it is fact. Regulation also enhances competitiveness and helps to -
ensure that industries are shielded from the often dire consequences of short-term, profit-
driven decision making. For example, the fuel economy standards put in place while I
was Administrator helped to shield the domestic auto industry from a disaster during the
late 1970s domestic oil crisis, created jobs in more sustainable technologies, insulated
fuel costs from inflation-inducing spikes and reduced harmful pollution.

The literature on manufacturing competitiveness and regulation, and core insights
from my 40 years of participation in the regulatory process, shows that well-designed
rules can improve economic well-being in the following ways:*

o Itis far cheaper to prevent harm than to clean up afterwards. Regulation that
corrects market failures and requires the internalization of costs that would
otherwise be inflicted on society turns a failure into a win-win. The innovation
that it stimulates often results in cleaner, higher quality products with more
consumer appeal and export value, and creates new industries and jobs (7.e., in
recycling, manufacturing pollution abatement technologies, antilock brakes, or air
bags). Rules that internalize the real costs of activities connect cause with effect,
focus attention on mitigation at the source, and generate useful information about
inefficiencies. While in theory this brings the price of goods closer to the actual
resource costs, in practice it often does even better by stimulating greater
efficiencies — both improving quality and reducing harm.

o Stimulating investment in sustainable practices is a core government
function that also benefits industry. According to the “Porter hypothesis,” a
theory authored by Michael Porter of Harvard’s Kennedy School of Government
which posits that well-crafted regulations lead to economic growth, the
stimulation effect is far greater when regulations are more rather than less
stringent. This is because growth from such “innovation offsets” can encourage
true progress: extraordinarily creative measures which leap-frog industrial
practices to new levels of quality, utility, environmental responsibility and
societal well-being. To the extent that OMB’s meddling introduces unjustified
uncertainty into the regulatory process, its actions can incur additional delay and
unwarranted costs in the form of investment insecurity, undermining these
benefits.




o Regulation levels the playing field and reduces total societal costs for
beneficial innovations. Rolling back regulations, or not implementing
appropriate regulations, unfairly imposes costs on the public. In contrast, rules
that set minimum motor vehicle safety standards, for example, assure that the
safety investment will be made by every manufacturer, and that suppliers will
compete to bring down costs over time. These cost reductions can happen quickly
and be quite dramatic. In the case of air bags, according to testimony by Fred
Webber of the Alliance of Automobile Manufacturers at a hearing last week in the
House Energy and Commerce Committee, the cost of frontal air bags fell from
$500 in the early 1990s to “well below $100” today. The public and industry both
benefit from far greater economies of scale when optional equipment becomes
standard. For example, while side impact air bags can cost as much $500 today,
government estimates for side impact air bags as standard equipment in the near
future are in the $120 per vehicle range, including automaker and dealer profit.

o As OMB concludes, health, safety and environmental rules are beneficial on
balance. While much of industry’s complaints focus on costs alone, every
accounting report by OMB has found that regulations on the whole produce
benefits that exceed costs by over threefold.” This is remarkable, as OMB’s
accounting of benefits ignore many unmonetized and qualitative benefits.

The assault on regulation is a convenient lobbying strategy: it is far easier to
blame the rules than deal with the truth. A wealth of research shows that direct labor
costs, such as the wages for comparably skilled workers, are the major driver for
industrial decisions to relocate jobs, not regulatory costs, which are less than one percent
of the cost of shipped goods.® A closer look at recent history tells us there is little merit
to industry’s claims that manufacturing rules are the cause of recent job losses in the
manufacturing sector.

While these losses are both devastating and pervasive, very few new major
regulatory burdens have been added to the manufacturing sector since 2000. In short, job
losses have skyrocketed while the level of regulatory compliance has remained
essentially unchanged since the mid-1990s, which was a time of record economic gains,
It thus makes no sense to blame regulatory burdens for changes more likely attributable
to fundamental shifts in the 1.S. and global economy since 2000.

It appears far more likely from the literature and recent events that free trade
agreements and tax loopholes encouraging foreign investment are the cause for industry
job flight, as corporations seek out countries offering the lowest wages for workers. For
example, a major study by the Economic Policy Institute shows that between 1993 and
2002, the North American Free Trade Agreement (NAFTA) resulted in a net loss of
879,280 American jobs.7

2. OMB’s 2005 Draft Report lacks objectivity and balance.

What is the sound of one hand clapping? OMB has more than carned the
skepticism and antipathy of the public interest community by repeatedly publishing drafts




and final reports that make no mention of the serious objections submitted in comments
to it. It is frustrating for regulatory experts who raise principled, well-documented
critique, to receive no response, or even acknowledgment, {from OMB regarding their
potent analysis.®

This is in sharp contrast to the regulatory agencies, which must respond to
comments under the Administrative Procedures Act in regulatory preambles, Itisa
miscarriage of OMB’s assignment to conduct a notice and comment process on the draft
versions of its report, yet never to actually respond to the arguments and facts presented.
The outcome is a sloppy report, developed in a self-imposed vacuum, that provides little
meaningful insight into crucial questions about regulatory needs.

The uncorrected flaws and omissions pointed out in comments but largely ignored
by OMB are evidence of OMB’s anti-regulatory bias and include the following:

e Some rules in, others out, OMB’s decision to limit analysis of costs and benefits to
a 10-year window is arbitrary, A regulation does not arbitrarily stop producing costs
and benefits when it falls out of the temporal scope of OMB’s analysis. For example,
a range in benefits from $433 million to $4.4 billion with costs of $297 million
flowing from an EPA rule on acid rain (NOx) reductions, was excluded from the
2005 draft as untimely. OMB’s 2005 draft also cherry-picked the specitic rules
included for analysis, presenting monetized costs and benefits for only 11 of its
embarrassingly small ten-year total of 26 major rules.” The report’s accounting omits
all homeland security rules, as well as what OMB nonsensically designates as
“transfer rules.”'® Adding to the incoherence, OMB admits to serious difficulty in
aggregating cost and benefit estimates from different agencies, which apply different
assumptions over different time periods.'’ ‘

* Some studies in, others ignored. OMB again neglected recent publications and
studies detailing serious flaws in its current cost-benefit analysis practices, includin%
several seminal look-back studies previously submitted to OMB by Public Citizen.'

¢ Structural and informational flaws in cost-benefit analysis disregarded. While
cost estimates are inflated by industry sources, benefits information is underfunded,
lacking or incomplete. Static cost projections prior to a rule’s implementation usually
become inaccurate over time as costs decline significantly, and innovations reduce
compliance costs. Agencies also fail to factor in off-setting economic gains resulting
from regulation-spurred innovation and growth in sustainable industries,

¢ Costs and benefits of deregulatory actions utterly omitted. OMB’s single-edged
sword fails to count lost benefits suffered by the public when safeguards are
weakened or blocked, such as the Environmental Protection Agency’s crippling of the
New Source Review program under the Clean Air Act. The neglect of these costs to
the public in OMB’s report misrepresents the true costs of the failure to regulate
effectively.

¢ Ethical problems invalidate attempts to monetize the value of human life.
OMB?’s random assignment of a $6.1 million value to a human life is grounded in
dubious and totally discredited research on willingness-to-pay for risk reductions by




outdated studies of workers in high-risk jobs.”® This habit, and the discounting of life
that accompanies it, are both morally offensive and intellectually bankrupt.

¢ Information gaps and uncertainties are compounded by macro-level attempts to
compute overall costs and benefits. Without answering the criticism already
addressed to OMB’s overly simplistic accounting methods, the 2005 draft report
solicits comments on a “net benefits” approach which would conceal lost
opportunities to significantly increase benefits for a minimal increase in costs and
would even further diminish the already questionable value of OMB’s conclusions.

Finally, OMB’s role directly conflicts, in many cases, with authorizing mandates
agencies receive from Congress. For many workplace health, safety and environmental
protectlons as the Supreme Court has recognized, cost-benefit ana1y51s in standard-
setting is forbidden or is not an authorized basis for a standard. 14

OMB’s drive to impose cost-benefit analysis may stem from a confusion about
~ the difference between decisions about means and decisions about ends. Cost-benefit
analysis may be helpful in order to develop the most cost-effective means for carrying out
apolicy. In contrast, it is unethical to set the ends or goals for safeguards based upon any
other factor than their impact on human health and well-being.

3. OMB’s “hit list” is an inappropriate interference in agency functions.

There are two fundamental hypocrisies in OMB’s interference in agency activities
in the form of the “hit list,” a process initiated by Office of Information and Regulatory
Affairs (OIRA) Administrator John Graham that would irrationally discard those rules
most disliked by industry:

1) The nomination and selection process for OMB’s hit list lacks the minimum
indicia of accountability and transparency that it would reasonably expect of any
agency process; and

2) lts unwarranted and unauthorized interference in agency and Congressional
priorities is unsupported by any analysis of the costs and benefits of the regulatory
rollback it recommends or of the harm caused by delay in agency issuance of
important new rules, :

The consequence of these two flaws is that OMB’s list is intellectually incoherent.
OMB’s choices for the hit list remain unexplained and unjustified. When OMB
summarized the original 189 submissions in December 2004, it stated that it would
instruct agencies to review the suggestions and respond. OMB then summarily
announced the 76 hit list endorsements, without revealing any of the rationales for the
presence of these on or off the list or the responses of the relevant agencies. OMB
merely repeated the reasons offered by nominators in the first instance. The public
deserves to be informed of the reasons for prioritizing these suggested rollbacks of their
safeguards.




OMB also must justify the need for this process in view of the many other ways in
which special interests can and do affect regulatory policy, which include petitions for
rulemaking, comments to regulatory dockets, lobbying Congress, litigation and the direct
lobbying of agencies. Instead, the hit list process lacks any disclosure where it counts
most — OMB’s substantive decision making about priorities.

While OMB may attempt to cast this process as a method for unearthing long-
neglected and commonsense regulatory “fixes,” at least two of the matters highlighted in
testimony today, the hours-of-service rule and the hexavalent chromium rule, are the
subject of ongoing agency rulemakings that have been pending for more than a few years.
OMB does not explain why the rulemaking processes of agencies, as well as, in the case
of hexavalent chromium, a review process initiated by the Small Business -
Administration, are insufficient to address the industry’s concerns.

Moreover, OMB must provide a good reason for its provision of yet another
special access porthole in view of the tremendous and uneven power that regulated
interests already have to weaken and derail regulation. The public, with only a relatively
diffuse interest in the outcome of particular rules, is systematically disadvantaged by
high-level attempts to highjack public priorities. OMB’s dabbling only exacerbates this
profound inequality. :

Leaving agenda-setting to Congress and the agencies makes much more sense.
Congress is available to identify emerging public policy issues and to direct agencies to -
act, while the agencies know their issues with a depth and breadth that a handful of
economists and a scientist or two at OMB cannot match. The courts also play a
constitutionally assigned oversight role in safeguarding Congressional intent and assuring
that evidence presented in the regulatory docket drives agency action.

While regulations may end up being far from perfect, the point is that the process
involves a carefully designed balance, embedded in the separation of powers, and that
OMB’s interference has no place in this purposeful architecture. OMB’s sole appropriate
function is to assist in the coordination of delegated authorities among the agencies. It
should not be a political gatekeeper or provide an appeal of last resort to derail rules for
corporate interests.

Public Citizen’s 2004 comments called OMB to task for focusing on creation of a
hit Iist rather than on unmet health safety and environmental needs. To that end, we
submitted recommendations for affirmative action on 32 pressing social problems.
OMB’s misappropriation of two of our nominations for its hit list does not alleviate the
process deficiencies outlined above. While both of our rulemaking actions now on its hit
list are legitimate areas for action by NHTSA, OMB fails to explain its rejection of our
30 other nominations, all of which were equally deserving of attention by NHTSA or
another agency. This committee should direct OMB to explain its reasons for rejecting or
accepting candidates for its hit list and to publicly share agency responses.




We were somewhat surprised to note that OMB appears to agree with our
assessment that a motor vehicle compatibility standard is needed, and that voluntary
manufacturer activity to address vehicle mismatch in crashes is insufficient. Vehicle
compatibility is a long-neglected area. The design of light trucks — and large SUVs and
pickup trucks in particular — with a high center of gravity, high bumpers, and steel bars
and frame-on-rail construction, makes these vehicles highly aggressive in crashes.

A car driver is twice as likely to die if their vehicle is struck on the driver’s side
by an SUYV rather than by another car. A vehicle compatibility standard is needed to
mitigate harm done by aggressive vehicle designs. In addition, a consumer information
program for an incompatibility rating would allow consumers to make more ethical
decisions about the likely harm inflicted on others when purchasing a vehicle, Rather
than pushing for these needed items, OMB appears content with NHTSA’s promise to
publish a report on this issue. This certainly ranks among the most tepid responses by
any agency to a hit list prompt, and is far from good enough.

A requirement for an occupant ejection safety standard is pending in the Senate
version of HL.R. 3, the highway reauthorization bill and has received widespread
bipartisan support. More than 13,000 highway fatalities involve gjection each year.
Government estimates are that advanced glazing in side windows would save between
500 and 1,300 people each year, while stronger door locks and latches would prevent
hundreds of deaths annually. Especially troubling is the fact that safety belts are not
designed to protect occupants in rollovers, and more than 400 belted occupants are killed
annually in rollover ejections.

We strongly support Congressional enactment of a requirement for a new ¢jection
prevention safety standard, particularly when combined, as it is in H.R. 3, with a new
standard for roof crush, A strong roof crush rule could dramatically reduce ejections by
closing the ejection portals caused by roof deformation and broken side window glass.

Two of the other hit list nominations to be discussed today fall more squarely into
OMB?’s typical anti-regulatory approach. In the case of both the hours-of-service and
hexavalent chromium rules, court involvement initiated by Public Citizen was required to
assure that the federal agencies act according to their statutory mandate. Also in both
cases, Public Citizen’s litigation was founded on a science-based challenge, and our
claims were upheld by the reviewing court, U.S. Courts of Appeal in rulings by a three-
judge panel, '

I will address the hours of service rulemaking first. In 2003, Public Citizen sued
the Federal Motor Carrier Safety Administration (FMCSA) over a final rule extending
allowable driver time from 10 to 11 hours and for other serious flaws that diminished
safety. The overall impact of the various parts of the overturned rule was to increase total
work time by nearly 40 percent and total driving time by 20 percent.

A U.S. Court of Appeals for the District of Columbia Circuit overturned the rule,
harshly criticizing FMCSA for failing to consider the effect of the rule on the health of




truck drivers as well as other challenged aspects of the rule. The Court strongly
suggested that the agency’s rule was not founded in science, which shows an increase in
risk every hour of driving beyond eight hours on the road. The agency is now in
rulemaking to respond to the court’s decision.

Truck drivers are currently exempt from the Fair Labor Standards Act, and
receive no overtime pay despite having to work 14-hour shifts — nearly double the daily
hours of the average American. Truck driving is very strenuous work, involving
operating a heavy vehicle for long periods of time, as well as unloading and loading
shipments. Motor vehicle crashes involving commercial trucks kill nearly 5,000
Americans each year,15 and many of these crashes are ‘fa‘[igue—rela’ted.16

OMB’s endorsement of a nomination to extend maximum driving time from 10 to
11 hours is entirely without basis in science and would greatly jeopardize the safety of
both the public and commercial drivers. As FMCSA acknowledges in its rulemaking,
performance degrades geometrically after eight hours, and in fact, the risk of a crash
doubles between the 10™ and 11™ hours of consecutive driving."”

The local or short-haul drivers that are the focus of OMB’s hit list item are not
exempt from the cumulative fatigue of these long work shifts. Although fatigue effects
for these workers may be relatively less severe when compared to long-haul drivers, long
on-duty hours, regardless of driving time, still degrade performance and increase risk.
One major study by FMCSA of short-haul drivers found that fatigue was a factor in 20
percent of the 77 critical incidents over a two week period where the driver was deemed
at fault.”® Studies show that the overall impact of long work shifts negatively impacts
safety, with risk approximately doubling after 12 hours of work."” Long work days are
exhausting, in and of themselves, and allowing drivers to continue driving at the tail-end
of these long shifts merely would exacerbate risks to others on the road.

OMB’s inclusion of OSHA’s hexavalent chromium rulemaking on its list is
similarly unjustified. All reputable scientists agree that hexavalent chromium is a lung
carcinogen. The National Institute for Occupational Safety and Health in 1975, the _
National Toxicology Program in 1980, the Environmenta} Protection Agency in 1984, the
International Agency for Research on Cancer in 1990 and the Agency for Toxic :
Substances and Disease Registry in 2000 have all reached this conclusion. So has OSHA
itself. In 1994, in response to a petition from Public Citizen and a union now allied with
the United Steelworkers to reduce occupational hexavalent chromium exposure levels,
Joseph Dear, then Assistant Secretary of Labor for Occupational Safety and Health,
stated that there is “clear evidence that exposure ... at the current [Permissible Exposure
Limit] PEL ... can result in an excess risk of lung cancer.”

Because of OSHA’s failure to act on this conclusion, we sued the agency in 1997
and again in 2002. We prevailed in the second case, resulting in a court order from the
U.S. Court of Appeals for the Third Circuit that OSHA produce a final rule by January
18, 2006. The court decried OSHA’s “indefinite delay and recalcitrance in the face of an
admittedly grave risk to public health” and held that “OSHA’s delay in promulgating a




lower permissible exposure limit for hexavalent chromium has exceeded the bounds of
reasonableness.”

On October 4, 2004, OSHA produced its court-ordered proposed rule, reducing
the PEL from the current 52 micrograms to 1 microgram per cubic meter. In general, this
rule is thoughtfully assembled, and comprehensively analyzes all data available to the
agency. OSHA acknowledges that its new PEL leaves “clearly significant” health risks;
we believe that it is economically and technologically feasible to lower the PEL still
further to reduce these risks.*® Based on the leading epidemiological study in the field
(the Gibb study), exposure to hexavalent chromium at the current PEL of 52 micrograms
per cubic meter for a working lifetime (the required assessment under the Occupational
Safety and Health Act) would result in 351 excess lung cancer deaths per 1,000 workers.
Even at the proposed PEL, nine excess lung cancer deaths per 1,000 workers would
occur, well in excess of the standard set in the Supreme Court’s 1980 Benzene decision.
At present, the agency estimates that over 85,000 workers (22.4 percent of chromium-
exposed workers) exceed the proposed PEL.

The industry has already made full use of its numerous opportunities to influence
this rulemaking. Through individual chromium-using companies, industry associations
and the so-called Chrome Coalition, the industry intervened in both lawsuits, provided
written comments during the three stages of the rulemaking, testified and cross-examined
witnesses at a ten-day QSHA public hearing, participated in the Small Business
Regulatory Enforcement Fairness Act (SBREFA) process, and held at least two meetings
with the OMB, The chromium industry testimony in this hearing is simply the latest
round in an effort, stretching back over a decade, to undermine a proposed rule that could
save hundreds of lives.?!

It is not as if OSHA has been too busy to regulate hexavalent chromium. The
agency has not completed a single regulation on an occupational chemical since 1997
and, except for this court-ordered proposal, has not proposed any such regulation since at
least the beginning of the Clinton administration. There is little else of substance on the
agency’s regulatory agenda at present.

Conclusion: OMB misses the point.l

Regulations are a modern form of the social contract. They embody a
fundamentally democratic idea about the exchange of responsibilities among participants
in a society. The expression of values and moral judgments enacted by government
safeguards are completely neglected in OMB’s econometric accounting of what
government is or does.




To illustrate the depth of commitment and salience of the common sentiments
captured in government standards, I’d like to suggest the following five principles for
understanding the purposes of government regulation. These are my own version of the
ideals at stake in debates over the nature of the regulatory process and decisions about
whether and how to regulate:

1) Corporations, like people, should clean up after themselves and be required to
prevent the foreseeable harm of actions and choices.

2) Government action should correct social and political wrongs, set out fair
rules for participation, distribute resources fairly and preserve and protect
shared resources and the public commons.

3) Government activity both reflects and enacts moral values and collective goals
- clarifying who we are and what matters to us.

4) People have a responsibility to actively respect the lives and health of people
we do not know, as well as the natural environment and its limitations and
gifts. '

5) Voluntary risks are morally distinct from risks imposed upon the public
without their knowledge or consent.

The principles encapsulate some of what is systematically disregarded by OMB’s cynical
view of both government and the people whom government protects under the
constitutional prescription that it “promote the general Welfare.”

Because much government activity is motivated by equitable concerns for others,
rather than narrow self-interest, OMB’s basic framework excludes a real understanding of
its subject. Members of Congress, on the other hand, must be responsive to the human
concerns that animate government action. They-therefore should recognize the crippling
limitations of OMB’s analytical tools and worldview.
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Endnotes

" In a hearing in 2003, Graham thoroughly dismissed the Crain and Hopkins study regularly cited by
industry, stating:
“The fact that attempts fo estimate the aggregate costs of regulations have been made in the past,
such as the Crain and Hopkins estimate of $843 billion mentioned in Finding 5, is not an
indication that such estimates are appropriate or accurate enough for regulatory accounting.
Although the Crain and Hopkins estimate is the best available for its purpose, it is a rough
indicator of regulatory activity, best viewed as an overall measure of the magnitude of the overall
impact of regulatory activity on the macro economy. The estimate, which was produced in 2001
under contract for the Office of Advocacy of the Small Business Administration, is based on a
previous estimate by Hopkins done in 1995, which itself was based on summary estimates done in
1991 and earlier, as far back as the 1970s. The underlying studies were mainly done by academics
using a variety of techniques, some peer reviewed and some not. Most importantly, they were
based on data collected fen, twenty, and even thirty years ago, Much has changed in those years
and those estimates may no longer be sufficiently accurate or appropriate for an official
accounting statement. Moreover, the cost estimates used in these aggregate estimates combine
diverse types of regulations, including financial, communications, and environmental, some of
which impose real costs and others that cause mainly transfers of income from one group to
another. Information by agency and by program is spotty and benefit information is nonexistent.
These estimates might not pass OMB’s information quality guidelines.”
Hearing on H.R. 2432, Paperwork and Regulatory Improvements Act of 2003, July 22, 2003, Transcript
at 21 (statement of John Graham), Nonetheless, the 2005 Draft Report refers to this study without further
qualification, See Office of Info, & Reg, Affs,, OMB, 2005 Draft Ann, Rept. on Costs and Benefits of Fed.
Regs. (hereinafter “Draft Report”) (calling the Crain and Hopkins study a “recently sponsored . . . study”
proving a disproportionate burden on small businesses).
% The Center for Progressive Reform (CPR) highlighted in comments last year to the 2004 draft report that
OMB relied upon flawed and inapposite studies to support its claim of a regulation-economic strength
trade-off, See Heinzerling, Lisa and Frank Ackerman, Letter to Lorraine Hunt, OIRA, May 20, 2004, at 4.
OMB repeats this mistake in this year’s draft report, citing the same flawed and inapposite studies, such as
the Heritage Foundation index. OMB states that “[s]ince 1995, the Heritage Foundation and the Wall
Street Journal have published jointly a yearly index of economic freedom for 161 countries. They find a
very strong relationship between the index and per capita GDP.” OMB Draft report, at 30. OMB uses the
Heritage Foundation index in support of the “impact of smart regulation on economic growth,” even while
acknowledging that a “correlation between degrees of economic freedom and per capita GDP does not
prove that economic freedom causes economic growth.” /& OMB also cites an index published by the
Fraser Institute, which CPR also criticized in comments to the 2004 draft report. OMB uses both the
Heritage Institute and the Fraser Institute indexes, even though, according to OMB, both “have several
drawbacks,” such as “the data are based largely on subjective assessments and survey results” and “include
non-regulatory indicators.” Additionally, OMB cites a World Bank study despite an extensive critique of
OMB?’s use of the report last year by CPR that showed the report’s conclusion to be inapplicable to OMB’s
purposes. :
° OMB, “Draft 2005 Report to Congress on the Costs and Benefits of Federal Regulations,” at 33.
* The leading article in this line of study is the justly famous Michael E. Porter & Claas van der Linde,
Toward @ New Conception of the Environment-Competitiveness Relationship, 9 J. Econ. Perspectives 97
(1995). Other important studies include the following: Ebru Alpay, Steven Buccola & Joe Kervilet,
Productivity Growth and Environmental Regulation in Mexican and U.S. Food Manufacturing, 84 Amer. J.
Agr. Econ, 887 (2002) (finding that Mexican food manufacturers developed improved efficiencies in
operations as a result of increasing stringency of environmental regulation); Eli Berman & Linda T.M. Bui,
Environmental Regulation and Productivity: Evidence from Oil Refineries, 83 Rev. Econ. & Stats, 498
(2001) (finding that L.A. Air Basin oil refineries achieved improved operations directly because of
heightened environmental standards); Eban Goodstein, Polluted Data, Amer. Prospect, Nov.-Dec. 1997, at
64 (charting many cases in which regulations resulted in innovations that significanily offset the initial cost
of compliance); Stephen Meyer, Environmentalism and Economic Prosperity: An Update (MIT, Feb. 1993)
(finding that states with stronger environmental protections tended to have higher GDP growth than states
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with laxer regulation); Office of Tech, Assessment, 1.8, Cong., Gauging Contro! Technology and
Regulatory Impacts in Qccupational Safety and Health: An Appraisal of OSHA’s Analytical Approach
{(Rep. No. OTA-ENV-635, Sept. 1995), available at

<http:/fwww. wws.princeton.edu/~ota/disk 1/1995/9531_n.html>,

> OMB, Draft 2005 Report to Congress on the Costs and Benefits of Federal Regulations, at 4.

® See generally Kevin Gallagher, Trade Liberalization and Industrial Pollution in Mexico: Lessons for the
FTAA (Global Dev. & Envt. Inst. Working Paper, Oct. 2000) (finding that labor costs rather than pollution
abatement regulation drive overseas relocation of industries); Eban Goodstein, A New Look at
Environmental Protection and Competitiveness (Econ. Pol. Inst. Briefing Paper, 1997) (concluding that
industries that spent more on regulatory compliance between 1979-1989 exhibited superior performance to
foreign competitors); Eban Goodstein, Jobs and the Environment: The Myth of a National Trade-Off 19
(1994) (“Highly polluting industries are relocating to poor countries; but the reason, overwhelmingly, is
low wages.”); Jaffe et al., Environmental Regulation and the Competitiveness of US. Manufacturing: What
Does the Evidence Tell Us?, 33 J, Econ. Lit. 132 (1995) (finding that “overall, there is relatively little
evidence to support the hypothesis that environmental regulations have had a large adverse effect on
competitiveness”). See also Testimony of Sidney A. Shapiro, before the Subcommittee on Regulatory
Affairs Committee on Government Reform, U.S. House of Representatives, April 12, 2005.

" §cott, Robert E., “The High Price of ‘Free’ Trade: NAFTA’s Failure Has Cost the United States Jobs
Across the Nation,” November 17, 2003, Economic Policy Institute Briefing Paper #147.

¥ For just one example of this imperviousness, OMB claimed in the 2005 draft report that the costs
associated with regulations is borne by workers, providing no support for this strong claim except for a
citation to a single economics textbook. In its 2004 comments, CPR excoriated OMB for this thinly veiled
and inaccurate attack on regulation, stating: “Textbooks, of course, do not all agree with cach other, and
they do not represent peer-reviewed literature, the standard of proof that OMB requires in other areas.
OMB cites no empirical evidence for its claim. OMB should exclude this claim from the Report unless it
produces evidence for it. Moreover, if OMB does produce evidence for this claim, it should address the
significant evidence that exists on the other side of the issue. For example, University of California-
Berkeley economist David Card and Princeton University economist Alan Krueger have written widely on
‘empirical studies of minimum wage laws, finding that — contrary to assumptions in many textbooks —
moderate increases in the minimum wage have a zero to slightly positive effect on employment. Their
work has appeared twice in the prestigious American Economic Review, and the book-length version has
been published by Princeton University Press.” Heinzerling, Lisa and Frank Ackerman, Letter to Lorraine
Hunt, OIRA, May 20, 2004, at 3. Regardless of this well-reasoned objection, OMB’s 2005 draft report
repeated the assertion verbatim and without noting CPR’s critique.

 OMB, “Draft 2005 Report to Congress on the Costs and Benefits of Federal Regulations,” at 6. This
year’s draft report lists only 26 major rules, of which 15 lack fully quantified costs, benefits, or both, Eight
of those 13 state that the benefits are unquantifiable “homeland security” benefits, which OMB declares are
simply too hard te quantify. (Two of those are food safety regulations securing the food supply against
bioterror.} The remaining seven are a grab bag of protective policies and deregulation decisions, which
include protections against mad cow disease (which lacks benefits estimates, because “the exact
quantitative relationship between human exposure to the [mad cow diseasc] agent and the likelihood of
human disease is still unknown™); a rule implementing a ban on trade with Syria while it continued to
occupy Lebanon {which lacks benefits estimates); two regulations of migratory bird hunting (lacking cost
estimates); the controversial rollback of overtime rights (which lacks benefits estimates and does have cost
estimates, although it excludes an estimated 6 million workers who could lose overtime protections); and
the regulation of computerized reservation systems for travel agents.

1 As CPR pointed out in 2004 comments in a critique which went unanswered by OMB, the designation by
OMB of some rules as transfer rules makes little sense. One so-called “transfer rule” is of particular
interest, as it concerns a rule currently being challenged in court by Public Citizen. The rule allocates
credits under the Corporate Average Fuel Economy (CAFE) program to automakers for the production of
vehicles with a “dual-fuel” capacity. Because these vehicles actually use alternative fuel less than 1 percent
of the time, according to the government*s own published estimates, the rule permits overall fuel economy
standards to be considerably lower than those set under CAFE, There are few clearly quantifiable public
benefits and no monetizable benefits, according to NHTSA’s regulatory impact analysis (RIA) on the
subject, which also provides a cost estimate range for the rule as between 2.6 billion and 3.2 billion gallons
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of gasocline, at a corresponding discounted value of between $1.9 billion and $2.2 billion, See “Final
Economic Assessment, Alternative Fuel ed Vehicles, Fxtension of CAFE Option, Part 538,” Feb. 2004,
Docket No, NHTSA-2001-10774-37. OMB has therefore designated a “transfer rule” a rule that has
nothing to do with the budget, that NHTSA clearly thought required preparation of an RIA, and for which
NHTSA estimated massive costs and only highly contingent, and possibly nonexistent, benefits.
T OMB, “Draft 2005 Report to Congress on the Costs and Benefits of Federal Regulations,” at 39.
12 Overlooked studies included: Thomas O. McGarity & Ruth Ruttenberg, Counting the Cost of Health,
Safety, and Environmental Regulation, 80 Tex, L. Rev. 1997, 2030-33(2002); Ruth Ruttenberg & Assocs.,
Public Citizen, Not Too Costly After All: An Examination of the Inflated Cost-Estimates of Health, Safety,
and Environmental Protections, Feb. 2004 (available on-line at
hitp:/fwww citizen.org/documents/Not%20Too%20Costly. pdf); Frank Ackerman & Lisa Heinzerling,
Pricing the Priceless: Cost-Benefit Analysis of Environmental Protecfion, 150 U. PA. L. Rev. 1533, 1554
(2002). Lisa Heinzerling and Frank Ackerman, Priceless: On Knowing the Price of Everything and the
Value of Nothing, New Press, Jan. 2004; Richard W. Parker, Grading the Government, 70 U. Chi. L. Rev.
1345 (2003).
13 See Lisa Heinzerling and Frank Ackerman, Priceless: On Knowing the Price of Everything and the Value
of Nothing, New Press (2004) at 75-6 (providing ample discussion of the grave deficiencies in willingness-
to-pay calculations, including its basis in studies rife with methodological problems); see also Heinzerling,
Lisa and Frank Aclkerman, Letter to Lorraine Hunt, OIRA, May 20, 2004.
14 See American Textile Manufs, Inst. v, Donovan, 452 U.S, 490 (1981) (Cotton Dust case); AFL-CIO v.
American Petrol. Inst., 448 U.8, 607 (1980) (The “Benzene Case”).
15 National Highway Traffic Safety Administration, “2004 Projections: Motor Vehicle Traffic Crash
Fatalities and Injuries,” Washington, D.C.: NHTSA, Apr. 21, 2005, at 33.
' The National Transportation Safety Board has estimated driver fatigue as a probable cause in 58 percent
of single-vehicle large truck crashes it investigated and 30 to 40 percent of all large fruck crashes. See
National Transportation Safety Board, “Factors That Affect Fatigue in Heavy Truck Accidents,”
Washington, D.C.: NTSB, 1995, at v.
17 Federal Motor Carrier Safety Administration; Notice of Proposed Rule: Hours of Service of Driver,
Drivers Rest and Sleep for Safe Operations; Docket No. FMCSA-97-2350-972; Washington, D.C.:
FMCSA; May 2, 2000; at 25544,
'® The study involved 42 drivers only and classified 77 of the total 249 critical incidents recorded as the
fault of the driver. See Impact of Local/Short Haul Operations on Driver Fatigue, U.S, Department of
Transportation, Federal Motor carrier Safety Administration, Report No. DOT-MC-00-203, Sept. 200, at ix.
¥ §. Folkard, ““Time On Shift Effects’ In Safety: A Mini-Review,” Abstract in the Shiftwork International
Newslester, May 1993, 12:1, Timothy Monk, ed., presentations from the 12" International Symposium On
Night- and Shiftwork, Ledyard, CN, June 13-18, 1995. Multiple studies show that working past the 11*
hour of a shift decreases performance and alertness. Additionally, long hours can lead fo further decreased
sleep time, as sleep is sacrificed to perform personal activities, and the cumulative effect of long hours can
lead to unresolved sleep debt. See Roger Rosa and Michael Colligan, “Extended Workdays: Effects of 3-
Hour and 12-Hour Rotating Shift Schedules On Performance, Subjective Alertness, Sleep Patterns, and
Psychological Variables,” Work and Stress, 1989, 3:1, 21-32; Roger Rosa and Michael Colligan, “Extended
Workdays: Effects of 8-Hour and 12-Hour Rotating Shift Schedules On Performance, Subjective
Alertness, Sleep Patterns, and Psychological Variables,” Work and Stress, 1989, 3:1, 21-32; and Roger
Rosa and Michael Bonnet, “Performance and Alertness On 8 H and 12 H Rotating Shifts At a Natural Gas
Utility,” Ergonomics, 1993, 36:10, 1177-1193,
0 Gibb HJ, Lees PSJ, Pinsky PF, Rooney BC, “Lung cancer among workers in chromium chemical
production,” Amer. J. of Industrial Med. 2000; 38:115-26.
! The timeline for efforts to establish rules for hexavalent chromium exposure is as follows:
o July 1993 - Public Citizen files a petition for a rulemaking for an occupational health standard for
hexavalent chromium,
o Feb. 1994 - OSHA agrees there is clear evidence of an excess risk of lung cancer with exposure at
the existing standard, and states that it will publish a notice of proposed rulemaking no later than
March 1995.
o Aug. 1997 - Afier repeated delay in issuance of a notice (accompanied by repeated
acknowledgments that the existing standard was inadequate and should be lowered by a factor of
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10 to 100), OSHA denies Public Citizen’s request for a rulemaking schedule but says it will move
as quickly as possible. '

Oct. 1997 - Public Citizen brings an action in the Third Circuit claiming unreasonable delay and
seeking to compel action. OSHA tells the court that the agency expects o issue a notice of
proposed rulemaking (NPRM) by Sept. 1999.

March 1998 — The court denies the Public Citizen petition to compel agency action, holding that
agency delay is not yet extreme enough to warrant action and emphasizing the agency’s intention
to act in 1999,

August 2000 - The Gibb study is published and confirms that hexavalent chromium causes lung
cancer at exposure levels far below those permitted by the existing standard.

Dec 2001 - OSHA’s regulatory agenda demotes revision of hexavalent chromium to a “long-term
action” with a timetable “to be determined.”

March 2002 - Public Citizen files another action in court, claiming unlawful delay.

December 2002 — The court finds that the agency has engaged in unlawful delay and orders the
parties to mediate over a possible remedy.

Feb. 2003 - In mediation, QSHA proposes to take over four more years to issue a final rule; Public
Citizen proposes a two-year schedule. The mediator recommends a three-year schedule.

March 2003 - The court accepts the mediator’s proposed schedule, calling for issuance of the
NPRM by October 2004, and a final rule by January 2006,

Oct. 2004 - OSHA issues the NPRM on schedule. The proposal calls for a 50-fold reduction in
the exposure standard for hexavalent chromium, although OSHA acknowledges that significant
risks will remain at that level. OSHA’s cited rationale for not lowering the standard further is a
concern about the technological feasibility of a lower standard for only two industries, out of
dozens, in which workers are exposed.

Feb. 2005 - OSHA holds two weeks of hearings on the proposed rule. Public Citizen, the
National Institute for Occupational Safety and Health (NIOSH), and labor groups testify that
QSHA should reduce the exposure level still further to eliminate the significant risks that remain
at the proposed exposure levels. Industry comes out in force to claim the proposed rule will be
economically infeasible and to ask for a much more permissive standard.

April 2005 - Industry groups present a new study to OSHA in post-hearing comments, claiming
that it shows that low levels of exposure do not elevate cancer risks. Public Citizen points out that
the study is underpowered to support any such conclusions.
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Citizens for Sensible Safeguards, a coalition of public interest groups which, together, represent
millions of members nationwide, offers these comments in response to OMB’s Nov. 30, 2005 notice
in the Federal Register' inviting comments on OMB’s Proposed Bulletin on “Good Guidance
Practices.”

The public interest organizations working in partnership under the Citizens for Sensible
Safeguards banner believe that the federal government has a vital role to play in protecting the public.
“We, the people” create and use government institutions to accomplish shared goals. The unparalleled
aggregation of resources that we have in our federal government entails a responsibility to use those
resources to identify unmet needs and to act so that long-resolved problems do not erupt into new
crises. FDR explained it best in one of the Fireside Chats: “It goes back to the basic idea of society
and of the nation itself that people acting in a group can accomplish things which no individual acting
alone could even hope to bring about.™ The federal government is a powerful way for the people to
act on a national basis to meet national needs.

Accordingly, the organizations in Citizens for Sensible Safegnards understand that sound policy
— whether workplace health and safety, environmental protection, consumer safety, income security,
adequate investment in social services, or other public protections — requires public institutions that
balance efficiency and process, participation and expertise, flexibility and accountability. We take an
interest in any proposed government-wide policy that would upset that delicate balance, unduly
burden the agencies charged with protecting the public, and prevent the federal government from -
meeting the public’s needs.

OMB’s Proposed Bulletin is the latest in a series of government-wide process changes that
upset that balance, distorting government priorities and hindering the ability of federal agencies to
fulfill their congressionally mandated duty to protect the public. Under the guise of well-meaning
good government principles, OMB has aggressively pushed radical policies over the last five years that
have undermined the very role of government itself, In the name of accountability, OMB published
guidance on cost-benefit analysis that forces agencies to place the interests of industry above public
needs, putting the most vulnerable at even greater risk. In the name of sound science, OMB has
opened fire on established scientific research with its approach to implementation of the Data Quality
Act. Now, in the name of public participation, OMB proffers the Proposed Bulletin on Good
Guidance Practices, a seemingly innocuous measure that will only further ossify government by making
the issuance of guidance as burdensome and draining on agency resources as the rulemaking process
has become.

1. See Proposed Bulletin for Good Guidance Practices, 70 Fed. Reg. 71,866 (Nov. 30, 2005}.

2. See OQFFICE OF INFO, & REG. AFFS., OMB, PROPOSED BULLETEN FOR GOOD GUIDANCE PRACTICES
(2005), available at <http://www.whitehouse.gov/omb/inforeg/regpol/good_guidance_preamble.pdf>
{hereinafter “Proposed Bulletin™).

3. See FDR, Fireside Chat, July 24, 1933.
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We do agree that transparency and public participation are important goals. Accordingly,
while we believe that there are better ways to achieve the goals of the public input and transparency
requirements in § IIT of the Proposed Bulletin, we have no quarrel with the substance of that part of
OMB’s proposal. Qur objections are instead focused on the unduly burdensome requirements in §
IV of notice and comment for “economically significant” guidance documents, and we have some
additional concerns about the potential for unnecessary politicization in the requirement of high-level
review in § H.

Our comments have three major points to make:

1. The Proposed Bulletin is a solution in search of a problem. OMB claims that
agencies are using general policy statements, handbooks, manuals, compliance
guides, nonlegislative rules, and other informal matter as a vehicle for policy
edicts that should go through the APA’s notice-and-comment rulemaking
process. Instead of taking the opportunity to improve the rulemaking process,
OMB throws the baby out with the bathwater by adding new burdens to the
production of information that the public needs.

2. The Proposed Bulletin is a roadmap for government that is less responsive to
the public’s needs. OMB would gain new power to intervene in day-to-day
agency functions out of the public eye, while the public would also be left in
the dark about agency policy. The Proposed Balletin would force an
unmanageably vast universe of distinct types of materials into a one-size-fits-all
policy that, in the name of consistency, will threaten the consistency with -
which agency field offices implement government programs. The requirement
that agencies subject guidance documents in high-profile issues to political
review could result in the kind of inefficient bottleneck that is the hallmark of
government mismanagement.

3. The Proposed Bulletin represents an unacceptable power grab by the White
House. The principles and traditions of the American political order abhor the
excessive centralization of authority that OMB would achieve with the
Proposed Bulletin, which contravenes Congress’s role in delegating
responsibility and discretion to the agencies and assumes the right to amend
the Administrative Procedure Act by executive fiat.

Finally, although we do not endorse the Proposed Bulletin and believe it is an inappropriate arrogation
of power to the White House, we anticipate OMB’s rejection of our arguments to set aside the
Proposed Bulletin and offer, under protest, suggestions for reducing the risk of damage to public
protections.
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I OMB’S PROPOSED BULLETIN IS A SOLUTION IN SEARCH OF A
PROBLEM.

Agencies do not promulgate requirements for the sake of promulgating requirements.
Government programs are purposive institations created by democratically elected representatives and
their agents to respond to the public’s needs. When agencies use the authority granted to them by
Congress to make decisions or create protective standards, they do so not for the abstract pleasure of
exercising power but, rather, for the vital purpose of protecting the public.

The Proposed Bulletin is blind to the role of government in meeting the public’s needs, and
that blindness leaves OMB stumbling in the wrong policy directions. Starting with the questionable
empirical claim that-agencies are using guidance documents to announce requirements that should
instead be legislative rules produced in accordance with the APA, OMB proceeds to an even more
questionable response: clamping down on agencies’ ability to develop guidance documents. Even if
there is a problem with the impermissible use of guidance documents, the right solution should be to
remove obstacles to the use of the regulatory process. Instead of making sure that government
programs have the tools they need to serve the public, OMB has opted to make it increasingly difficult
for agencies to do anything for the public.

Many of the organizations in Citizens for Sensible Safeguards have seen agency letters,
preambles, handbooks, and other informal documents include assertions and policy changes that
threaten public protections while avoiding the APA process.* Likewise, we have seen corporate special
interests challenge such materials as part of a sequence of efforts to slow agencies down from
promulgating and enforcing regulations that cost them money to comply with. We do not have -
sufficient information — and OMB certainly has not provided it — to know whether there really is
a widespread pattern in need of an across-the-board solution of the sort OMB proposes. Moreover,
we do know that there are ways to pursue solutions to any such problem, which include advocating
better practice from agency staff, litigating impermissible policy making, or asking Congress to legislate
a targeted answer.

Even if OMPB’s unproven empirical claim were true, a pattern of agency efforts to avoid notice-
and-comment rulemaking in favor of subterfuge rulemaking via guidance suggests a need for altogether
different solutions than those proffered in the Proposed Bulletin. Instead of preventing agencies from
giving the public the information or protective standards it needs, OMB should carefully examine the
length of time it takes for an agency to finish a rule and whether the many additional analytical
requirements that have accreted to the regulatory process — what law professor Peter Strauss calls the
“tertium quid” of the regulatory process’ — constitute the real problem that needs to be addressed.
Although a few analytical requirements call on agencies to ask themselves whether they are doing the

4. For example, as recently as December 13, 2005, the U.S. EPA issued guidance contravening the Clean
Air Act, at industry’s behest, that does not require consideration during the permitting process of whether a new
power plant should use clean coal technology (known as integrated gasification combined cycle), instead of
conventional coal-burning techniques. Such guidance will have the effect of undermining our clean air and
contravenes Congress’s intent under the new energy law to incentivize the use of such technology.

5. Peter L. Strauss, The Rulemaking Continuum, 41 DUKEL.]. 1463 (1992).
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best they can for the environment or the most vulnerable members of the public, most proceed from
the assumption that agency action is probably unwarranted and must be justified. The following is just
a partial list:

. E.O. 12,866: By far the most onerous executive order, E.O.
12,866 requires agencies to determine if the rule is a
“significant regulatory action,” meaning it has a significant
impact on the economy or overall social cost of more than
$100 million or is otherwise deemed significant by the agency
or OMB. If so, the agency must prepare Regulatory Impact
Analysis (RTA), detailing the costs and benefits of the
regulation.

. E.O. 13,045: If the rule is economically significant, the agency
must also prepare an evaluation of the environmental health or
safety effects of the proposed rule on children and explain why
the proposed rule is preferable to alternatives under E.O.
13,045.

. Congressional Review Act: The Congressional Review Act
mandates that rules that have a significant impact on the
economy or impose costs of over $100 million per year must
be submitted to Congress with accompanying analysis before
the rule can go into effect.

. Unfunded Mandates Reform Act: Agencies must also
determine if the proposed rule will cause expenditures of more
than $100 million by state, local or tribal governments, or the
private sector. If so, the agency must analyze the costs and
benefits of the rule and identify alternatives to the rule that
would impose fewer burdens.

’ E.0. 13,132: As if UMRA does not require enough, E.O.
13,132 requires agencies to determine the federalism
implications of a proposed rule. If the rule has federalism
implications and either imposes significant direct compliance
costs on states or preempts state law, the agency must prepare
a “federalism summary impact statement,” including a
summary of state and local officials’ concerns about the
proposed rule and the agency’s position supporting the need
for the regulation and a statement of the extent to which state
and focal concerns have been met.

. Regulatory Flexibility Act: Under the Regulatory Flexibility
Act, agencies are required to determine if the rule will have a
significant economic impact on a substantial number of small
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entities. If so, the agency must prepare an initial Regulatory
Flexibility Act analysis, detailing the impact of the rule on
small entities, including an estimate of the number of small |
entities that will be affected, a description of information |
collection requirements on small entities, an explanation of
measures taken to minimize burdens on small businesses, an
explanation of why the rule was chosen and why alternatives
were rejected. If the rulemaking does not impose a significant
impact on a substantial number of small entities, the agency
must certify and provide a factual basis for the conclusion.

. Paperwork Reduction Act: If the rule requires submissions of
information by 10 or more persons, the agency must submit an
information collection request including information necessary
for OMB to determine if the information collection is
necessary for the proper performance of the agency’s function.
If changes are made between the proposed and final rule, the
agency may have to resubmit the information collection
request before the final rule can take effect.

. Trade Agreements Actof 1979: Title IV of the Trade
Agreements Act of 1979 requires agencies to determine if the
rule sets a standard that creates an unnecessary obstacle to
foreign commerce. If so, the agency may be required to use
performance rather than design standards where appropriate.
The agency must also consider and, where appropriate, use
international standards.

. E.O. 12,630: If the proposed rule tegulates private property
for the protection of public health or safety, the agency must
identify the public health and safety risk created by property
use under E.O. 12,630. The agency must establish that the
proposed rule substantially advances protecting the public from
such risk and that the restrictions on property use are not
disproportionate to the extent to which the property use
contributes to the risk. The agency must also estimate the
potential cost to the U.S. government if a court were to find
the restriction a taking. ‘

. E.O. 13,211; H rules have a significant energy impact, meaning
the rule is a significant rule under E.O. 12,866 and is likely to
have an adverse impact on the supply, use or distribution of
energy or is otherwise considered to have a significant energy
impact by OMB, then the agency is required to write an
Energy Impact Statement, including an analysis of adverse
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effects and any feasible alternatives, and submit the statement
to OMB.

Some statutes also build in yet more analytical requiretmnents specific to a particular area of regulatory
activity, such as effluent controls.®

The evidence available suggests that these requirements have induced paralysis by analysis.
As has repeatedly been observed, the average time from 1974 to 1992 for FTC final rules to reach
finality after their initial proposal was 63 months. 7 Likewise, the Occupational Safety and Health
Administration has slowed significantly over the years as new burdens have been added:

[OSHA] in 1972 spent about six months from inception to publication
of the final rule on its first occupational health standard for asbestos.
Two of its next three health standards, a generic rule for fourteen
carcinogens and a standards for vinyl chloride, took about one year,
and nine months, respectively. The next three standards, for cotton
dust, acrylonitrile, and arsenic, each took over three-and-one-half
years. These last three standards were promulgated during the
relatively activist Carter Administration when OSHA was anxious to
write new rules to protect workers. Today, OSHA health standards
rarely take less than five years to promulgate.®

This pattern is so widespread that it has given rise to an apt characterization of the regulatory process
as “ossified.” :

6. See, e.g., Thomas O. McGarity, Some Thoughts on “Deossifying” the Rulemaking Process, 41 DUKE
L.J. 1385 (1992): )

[W1hen EPA promulgates regulations establishing national effluent limitations
for industrial point source categories based on the “best conventional control
technology,” it must demonstrate that it has analyzed the cost of taking a unit
of pollution out of an industrial effluent stream using the prescribed
technology in comparison with the cost of removing an equivalent unit of
pollution from a municipal sewage treatment works. The agency must also
‘compare the incremental cost of the prescribed technology with the
incremental cost of installing somewhat less stringent “best practicable control
technology.” It must also analyze the age of equipment and facilities involved,
the process employed, the engineering aspects of the application of various
types of control techniques, process changes, and the non-water quality
environmental impact {including energy requirements) . . . .

Id. at 1403-04.
7. Id. at 1389 n.22.

8. Id. ar 1387-88.
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We need government programs to be able to act on behalf of the public. The unparalleled
aggregation of resources that we have in our federal government entails a responsibility to use those
resources to identify our unmet needs and to act so that long-resolved problems do not erupt into new
crises. OMB has already burdened the regulatory process so that agencies cannot quickly respond to
the public’s need for protective standards. If there is a problem with agencies failing to use the
regulatory process, it is the fruit of OMB’s own aggressive policies that undermine the role of
government. OMB should offer solutions that make government agencies better equipped to address
the public’s needs, not less able to provide information to the public. :

1L OMB’S PROPOSED BULLETIN WILL MAKE GOVERNMENT LESS
EFFECTIVE AT SERVING THE PUBLIC’S NEEDS,

As usual, OMB masks the risks of its latest government-wide proposal with good government
principles. OMB offers the Proposed Bulletin as a solution for its concern that “agency guidance
practices should be more transparent, consistent, and accountable.”® Such concerns, as well as the
public’s right to participate in important decisions, are important concerns that we all share. These
concerns do not, however, exist without a context. The bottom line for questions of government
management is not management itself but, rather, meeting the public’s needs. However much we talk
about good government, a government that is not responsive to the public’s needs is not good enough.

The Proposed Bulletin is a roadmap for mismanagement of government. Despite touting
transparency, consistency, and accountability, the Proposed Bulletin poorly serves the good
government goals it claims to achieve. Instead, OMB’s Proposed Bulletin will make government less -
transparent, impose the wrong kind of consistency at the expense of a consistency that the public
needs, and burden the agencies’ achievement of the very responsibilities for which they should be held
accountable,

A. The Proposed Bulletin will apply a crude one-size-fits-
all policy to an unmanageably immense universe of
materials.

No one is opposed to “consistency” gua consistency. Nonetheless, consistency alone cannot
justify a wide- -ranging government process change unless it will create a needed consistency that
improves the government’s ability to protect the public. The problem with the Proposed Bulletin is
that it does not justify the kind of consistency it intends to impose while robbing the public of a kind
of consistency it has come to expect with guidance documents.

The Proposed Bulletin’s definition of affected guidance documents notionally limits the scope
of the Proposed Bulletin while actually applying new burdens to an immense universe of agency
materials. OMB’s Proposed Bulletin defines the materials subject to the new “good guidance
practices” requirements as

9. Proposed Bulletin, supra note 2, at 2.
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(1) a document produced by an agency other than an
independent agency

(2) that is public or subject to the Freedom of Information
Act

(3) and is neither a rulemaking or an adjudication,

4 that describes an agency’s

(5 interpretation of or policy on

(6) a regulatory or technical issue
7 and may
(a) raise “highly controversial issues,”
(b implicate “important” Bush
administration priorities,
{c) provide initial interpretations of
statutory or regulatory requirements,
(d) announce changes in previous
interpretations or policies,
(e) address “novel or complex  scientific
. ...issues,”
(H address “novel or complex
technical issues,” or
(g) be “economically significant” by being
reasonably anticipated to
@) “lead to an annual

effect of $100 million
or more” or

(ii) “adversely affect ina
material way the
economy or a sector of
the economy.”**

The term “guidance documents” would suggest a focus on materials like compliance guides, but this
definition is incredibly capacious, sweeping in an immense universe of diverse materials, the sheer
volume of which would overwhelm agencies forced to apply these new requirements. The definitions
of “significant guidance documents” and “economically significant guidance documents” are so broad
that they could result in any or all of the following scenarios:

. The Department of Labor is called upon frequently to
offer guidance to workers and employers. Between
1996 and 1999, DOL “issued 3,374 guidelines,
manuals, policy statements, handbooks and such that
qualified as guidance.” "' Any subset of that output
would still be substantial. For example, between 2001

10. Id. § I at 9 (emphasis added).

11. Cindy Skrzycki, Finding @ Way to Better Guidance, WasH. POST, Dec. 20, 2005, at D1,
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and 2005, OSHA issued 574 standard interpretations,
f : 300 of which interpreted standards for the
‘ construction industry alone.  Recent standard
interpretations address, inter alia, employees’ rights
upon termination to access to a physician’s written
opinion and respirator fit test results, whether DOT’s
| labeling requirements for shipments of bichazardous
| materials suffice in lieu of OSHA’s requirements, the
requirement that respirator breathing air cylinders
must be maintained in a fully charged state, and
engineering controls for removal of asbestos-containing
construction mastic.

. The Department of Labor’s Wage and Hour Division
is often called upon to “respond to public inquiry
about application of the wage and hour laws” —
responses that, in the 1970s, averaged “roughly
750,000 letters each year,” none of which are “in
themselves binding on the public” but merely “indicate
circumstances in which the Division might seek a

! judicial remedy.”'* An early federal court case
| determining the standard of review for such letters
| decided that only the approximately 10,000 of those
letters then signed yearly by the administrator would
constitute final agency action ripe for APA review,
adding that “advisory opinions should, to the greatest
extent possible, be available to the public as a matter of
routine.”’® Because such letters are interpretations of
statutory and regulatory requirements that could, for
firms that decide to comply with the advice, generate
costs in the $100 million range, they could be subiect
to exactly the kinds of burdensome requirements that
the early court decision wisely declined to incentivize.

. EPA’s Risk Screening Environmental Indicators model
integrates hazard and exposure data to rank sources of
toxic chemical releases!* The ranking of toxic chemical

12. Strauss, supra note 5, at 1486.

13. Id. at 1486-87 {quoting National Automatic Laundry & Cleaning Council v. Schultz, 443 F.2d 689,
697 (D.C. Cir. 1971)).

14, See EPA, Risk Screening Environmental Indicatorsgrailable at <http:/fwww.epa.gov/opptintr/env_
indfindex.html>; see also Ken Weinstein, Committee Co-Sponsors 9th Section Fall Meeting Panel: Rules Versus
Guidance s a v a i I a b I e a t
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release sources could constitute an interpretation of a
technical issue that is “controversial,” a “novel or
complex scientific . . . issue[],” or a conclusion
reasonably anticipated to “adversely affectin a material
way” the companies responsible for the toxic releases.
The Proposed Bulletin could require EPA to justify its
rankings in response to comments filed by the worst
polluters,

. The IRIS database, which contains risk information on
the effect of toxic chemicals on human health, guides
industries on the safe level of exposure to a variety of
chemicals. Subjecting this controversial data to peer
review and notice-and-comment could cripple the
ability of EPA to release this important information on
the adverse human health effects of a variety of
chemicals. The state, local and federal governments
often rely on IRIS data to set regulated exposure limits.
Opening up IRIS data to notice and comment could,
thus, hinder federal and state agencies from setting
appropriate exposure limits.

. The Superfund program relies extensively on guidance
documents to carry out the work of cleaning up
contaminated sites. The guidance documents give
instructions on how to assess and clean up the sites as
well as provide important information to the public on
the risks of the contaminated area. Relying on notice-
and-comment for such a large universe of guidance
documents would substantially hamper an already
sluggish cleanup program.

. EPA recently introduced the “Arsenic Virtual Trade
Show” website (http://www.arsenictradeshow.org/),
which gives water utility companies compliance
guidance on removing arsenic from drinking water.
The website is able to give the regulated industry the
latest information on the most cost-effective and
efficient means for removing arsenic. If EPA were
forced to go through a notice-and-comment period in
otder to tell industry about better means of
compliance, both members of the regulated community
and the general public would lose out.

<http://www.abanet.orglenviron/committees/pesticides/newsletter/nov0 1/weinstein.html>.
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. The FAA alone “generates approximately 215 feet of
domestic and international notices yearly”;" if even a
fraction of that output were subject to the Proposed
Bulletin’s notice-and-comment process, the FAA would
end up diverting substantial resources away from
ensuring safety for air travel.

. The National Weather Service not only reports on
weather and air conditions but also gives consumers
guidance on the best coutse of action to take in severe
weather conditions. NWS heat advisories, for instance,
advise the public, especially the young and elderly,
when to stay indoors because of severe heat.
Instructing individuals to stay indoors potentially has
a significant economic impact on businesses, but
subjecting heat advisories to a notice-and-comment
period would be an absurd and potentially dangerous
burden on the NWS$ with potentially hazardous results
for the public.

. U.S. Customs Service ruling letters setting tariff
classifications for particular imports, such as
determining whether Mead day planners should be
classified as bound diaries subject to tariff or in a duty-
free class of “[r]egisters, account books, notebooks,
order books, receipt books, letter pads, memorandum
pads, diaries and similar articles, would constitute an
initial or changed interpretation of statutory and/or
regulatory requirements that, in some cases, could
result in a company bearing the cost of import tariffs
which, combined with the downward pressure on
profits and indirect economic effects, could in the
hands of an enterprising economic analyst be found to
reach $100 million or more. There are 49 different
customs offices that, when the Supreme Court
reviewed the Mead case, issued 10,000 to 15,000 such
classifications. These ruling letters could conceivably
be subject to full notice and comment.

. The USDA issues notifications to the general public on
food preparation, such as advisories that meat and
poultry products should be cooked until they reach

15. Strauss, supra note 5, at 1469 n.20.

16. United States v. Mead Corp., 533 U.S. 218, 224 (2001).
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specific internal temperatures. If USDA were toupdate
its assessment of doneness temperatures, there could be
economic consequences for restaurateurs, cookbook
publishers, and manufacturers of meat thermometers.
Conducting notice and comment on such changes
could make the USDA docket website rival Gourmet
magazine’s web message boards.”

The distinct kinds of materials and heterogeneous subject matters that could come within the Proposed
Bulletin’s reach serve a wide range of public needs and are so diverse that a one-size-fits-all policy like
the Proposed Bulletin poses a serious risk of causing more problems than it solves.

OMB has given us reason to believe these risks are significant. Although OMB purportedly
based its proposal on existing Food and Drug Administration regulations on guidance practices, it is
interesting to note that FDA’s regulations expressly exclude changes “that are of more than a minor
nature.” FDA also expressly rejected ACUS Recommendation 76-5 when it devised its good
guidance policy, stating that it would invite ltigation and require agencies to respond to matters of
limited public interest.”” It is quite likely that other agencies, which know their issues far better than
OMB ever could and thus are far better positioned to evaluate the public’s need for timely
information, would respond similarly. OMB’s one-size-fits-all edict does not give them that chance
and ignores FDA’s counsel that such a policy is overbroad.

Even assuming that OMB means for the Proposed Bulletin only to apply to compliance guides
and other such explanatory materials traditionally referred to as “guidance documents,” the Proposed -
Bulletin threatens to burden the production of valuable information. Agencies often explain how they
intend to administer a statute or regulation through interpretive rules® and general policy statements
that state an agency’s tentative but not binding intentions for the future. »' These explanations can
provide structure to an agency’s enforcement activities, ** which in turn can create consistency in
enforcement patterns across an agency’s regional and program offices and offer the regulated public
more clarity:

The whole point of the exercise is to structure discretion, to provide
warning and context for efficient interaction between the agency and

17. Available at <http:/fwrww.epicurions,com/forums/>.
18. See 21 C.ER § 10.115(c)(i).
19. See 61 Fed. Reg. 9181, 9183 (Mar. 7, 1996).

20. See, e.g., McCown v. Sec’y of Health & Hum. Servs., 796 F.2d 151, 157 (6th Cir. 1986); New
Tersey v. Dep’t of Health & Hum. Servs., 670 F.2d 1262, 1281-82 (3d Cir. 1981).

21. See, e.g., American Hosp. Ass’n v. Bowen, 834 F.2d 1037, 1046 (D.C. Cir. 1987).

22. See Erringer v. Thompson, 371 F.3d 625, 633 n.15 {9th Cir. 2004).
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the affected public. This is the plain implication of the rationale for
[the kinds of materials that the Proposed Bulletin would govern] —
and, for that matter, the negative pregnant of section 552(a)(2),
forbidding the citation of [them] “against a party other than an
agency” unless they have been properly published and indexed.?

Even as priorities change from administration to administration, guidance documents can ensure that
each incoming administration’s approach to technical and policy issues is consistently applied on a fair
basis nationwide, so that no member of the public is prejudiced by living in a jurisdiction covered by
a field or regional office with either more stringent or less protective inclinations. This kind of
consistency is particularly important for federal government programs which are charged with
providing national solutions for national needs.

By creating this new one-size-fits-all approach to “guidance documents” across the entirety of
the federal government, OMB’s Proposed Bulletin threatens to create disincentives to the production
of the guidance materials that ensure this kind of valuable consistency. “Requiring internal procedures
as the cost of giving advice or creating structure is a cost imposed in every case . . . . Careful attention
needs to be paid to the costs of ‘mak[ing] an agency reluctant to give [such notice of its views].””
OMB does not appear to have thought through this trade-off.

B, The Proposed Bulletin will leave the public in the dark.

Another ill-conceived trade-off in the Proposed Bulletin is that its supposed transparency gains -
come at the cost of valuable information the public needs. One consequence of the “structured
discretion” discussed above is that the public can have advance notice of an agency’s approach to
implementing its programs, long before an agency has to issue a warning letter to a Medicaid provider
or impose a fine on a polluting company. The requirements of notice and comment and subjecting
all guidance documents for approval by political appointees will delay the release of guidance and
could create such heavy burdens that agencies will decline to produce the guidance art all.

Such has been the case in California, which has applied its Administrative Procedure Act and
a variety of analytical requirements (including a parallel of OMB review) to nonlegislative rules and
guidance documents.” Even though agencies are “often required to respond quickly to demands for
guidance — for example, from a new court decision or a new statute or an emerging problem,”
agencies cannot provide guidance until the entire burdensome process has concluded.?® Because of
the significant costs and delays, California agencies emphasize case-by-case adjudication instead of

23. Strauss, supra note 5, at 1486,
24. Id. at 1487 (quoting Schultz, 443 F.2d at 700 {emendations in original)).
25. See¢ generally Michael Asimow, California Underground Regulation, 44 ADMIN. L. REV. 43 (1992).

26. Id. at 56.
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simple prophylactic guidance to reveal their intentions.” They often avoid written materials to

structure field staff decision making, relying instead on oral presentations at training sessions.”® Just
as likely is that the agencies produce no guidance at all, “thus shifting the burden of uncertainty onto
the public.”?

Meanwhile, OMB is setting itself up for a powerful new role in day-to-day agency affairs that
will presumably take place entirely out of the public eye. The Proposed Bulletin requires agencies to
consult with OMB before excluding any specific documents or classes of guidance documents from
the notice-and-comment process expected of “economically significant” guidance documents. This
consultation in case-by-case decisions of the Proposed Bulletin’s applicability will give meaning to the
Proposed Bulletin that the definitions of the Proposed Bulletin itself fall to provide, but the public will
not have access to those backdoor decisions.

C. The Proposed Bulletin uses accountability as an excuse
to undermine agency responsibility to protect the
public.

Accountability means helping the people maintain control over their own government so that
programs and services can continue to meet the public’s long-term and emerging needs. Accountability
should not, however, be the excuse for policies that so burden the public’s agents that they cannot
address the public’s unmet needs. Given the risk that policies instituted in the name of accountability
could come with costs that keep government from being responsive, it is important for any major
accountability initiatives to build in reflexivity: checks that count the costs of accountability reforms,
assess the performance of performance measurement rubrics, and make sure that reforms are not
obstacles in the way of responsive government,

OMB has failed to create accountability controls for the Proposed Bulletin. As we explain
above, the Proposed Bulletin will come with opportunity costs and measurable costs in staff time lost
and public benefits unduly delayed. Given the high stakes involved, it is noteworthy that OMB has
not applied to the Proposed Bulletin the same controls it insists are needed in routine government
functioning, Although OMB has promoted the concept of mandatory “sunsets” or expiration dates

27. Id. at 58. 'This very scenario is, in fact, part of the rationale for the APA’s exemption of
interpretations and other informal matter from notice and comment. Accord see American Mining Cong. v. Mine
Safety & Health Admin,, 995 F.2d 1106, 1111-12 (D.C. Cir. 1993) (cautioning that agencies’ “ability to
promulgate [interpretive] rules, without notice and comment, does not appear more hazardous to affected parties
than the likely alternative, Where a statute or legislative rule has created a legal basis for enforcement, an agency
can simply let its interpretation evolve ad hoc in the process of enforcement or other applications (e.g., grants).
The protection that Congress sought to secure by requiring notice and comment for legislative rules is not
advanced by reading the exemption for ‘interpretive rule’ so narrowly as to drive agencies into pure ad
hecery—an ad hocery, moreover, that affords less notice, or less convenient notice, to affected parties.”).

28. Asimow, supra note 25, at 58.

29. Id. at 59.
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of all government programs,*® OMB does not recommend any sunset of the Proposed Bulletin and its
onerous requirements. OMB has zealously moved to assess the performance of government programs
to measure their effectiveness® and ordered agencies to compare the costs and benefits of proposed
regulations, while the Proposed Bulletin presumes its own effectiveness and builds in no safeguards
to assess whether its purported benefits justify the costs. This inconsistency only resolves into
coherence when we consider the shortcomings we identify above in section I of these comments: that
OMB’s Proposed Bulletin is another attack on the positive role of government.

Additionally, although it is not completely clear on the face of the Proposed Bulletin, we are
concerned by the possibility that § II(1)(b) could create a political bottleneck in the agencies that could
slow down or even politicize the issuance of guidance. The requirement that all “significant” guidance
documents be submitted to “senior agency officials” for approval could distort an entire political
economy of accountability of actors and significance of action that the informality of guidance
documents helps to establish:

[Notice-and-comment] rulemaking is both a less frequent and a more
highly centralized form of rulemaking than is [the publication of
informal guidance]. The relationship between these two forms of
activity mirrors, within the agency, the relationship between legislation
and rulemaking in the larger governmental context. One can imagine
a framework of ever-increasing specificity, in which increasing detail
is provided by procedures of diminishing rigorousness, adopted by
actors of diminishing responsibility. At the apex lies the
Constitution . . . . Legislation is more specific, adopted [by elected
representatives]. Yet we accept that, in a complex society, [Congress
may pass nothing more than] large frameworks for the resolution of
issues, leaving their actual resolution in detail to agencies . . . whose
political accountability is secured by appointment mechanisms and the
possibility of presidential and/or congressional oversight. And the
agencies in turn find that complex subjects, required procedures, and
the twenty-four-hour day limit the capacities of those at the very top
of the agency to deal with their responsibilities; ideally, those at the
head take the most important of decisions, creating an internal
framework or structure of essential judgments, and then leave the
inevitable further details to be worked out by their more numerous and

30. See OMB Watch, White House Demands Power to Restructure Government, OMB WATCHER, July
11, 2008, available at <http:/fwww.ombwatch.org/article/articleview/2916/1/330?TopicID=1>. For more,
consuit recent OMB Watch testimony on House bills that would implement the White House proposal, available
at <http://www.ombwatch.org/regs/2005/testimonyresunsetresults. pdf>.

31. For background and analysis on the White Flouse’s performance measurement rubric, the Program
Assessment Rating Tool, see Adam Hughes & J. Robert Shull, OMB Watch, PART Backgrounder, available
at <http:/fwerw.ombwatch.org/regs/2005/performance/PARTbackgrounder.pdf>,
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expert staff—subject to techniques of control and oversight far more
likely to be bureaucratic and procedural than directly political.**

The role of gnidance documents in this scheme is to serve as “a means for supplying additional detail
unreasonable to expect at the level of the agency head, and in a form sufficiently flexible to permit
relatively fast and easy change.”®

The nomenclature OMB has chosen to use in the Proposed Bulletin makes it difficult to predict
in advance what really is at stake in § II{1)(b) of the Proposed Bulletin. A “guidance document” is
almost any interpretation of a regulatory issue, interpretation of a technical issue, policy on a
regulatory issue, or policy on a technical issue; “significant” ones are those that a4y meet elements
(7)(a)-(g) that we summarized above,* none of which necessarily weeds out routine interpretations
and the like for which there is little public value in requiring high-level review but great public value
in the timely issuance of such information. Given the immense universe of materials covered by the
Proposed Bulletin and the agencies’ greater expertise in the issues at stake and the public’s relative
need for quick publication, it seems prudent for OMB to eliminate this section and allow the agencies
to continue making their own decisions about materials that require high-level review, so that a one-
size-fits-all policy does not create the risk of a bureaucratic bottleneck preventing the public from
receiving the information it needs in a timely manner.

Moreover, agency guidance documents do not escape accountability when they stray from
guidance to illegal rulemaking. As we explain below)’ there are distinct outer boundaries to agencies’
discretion in producing guidance, general policy statements, and non-legislative rules. Further, the
agencies always remain accountable to Congress, which has the power to limit and expand the -
agencies’ discretion as cases for such changes arise. Instead of creating for itself yet another powerful
backdoor role in distorting policy and weakening protective standards for which it is not accountable
to anyone, OMB should set aside the Proposed Bulletin on guidance and instead address the problem
of paralysis by analysis that prevents agencies from meeting the public’s needs.

OI. OMB’S PROPOSED BULLETIN IS AN UNACCEPTABLE POWER GRAB.

Even the best of goals can be achieved in the worst of ways. Such is the case with OMB’s
Proposed Bulletin. Assuming arguendo that there is a problem with agencies using guidance
documents to impose obligations on the public without being accountable to the public, it is wrong
for OMB to legislate by executive fiat and to use the problem as an occasion to arrogate power that
Congress has chosen to delegate directly to the agencies and not the White House.

32. Strauss, supra note 3, at 1476-77,
33. Id. at 1478.
34. See text accompanying note 9 supra.

35. See text accompanying notes 38-42 infra.
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OMB’s Proposed Bulletin reverses important decisions about administrative law and
government management that are now backed with 60 years of precedent. Congress already spoke
to the balance of efficiency and process in the Administrative Procedure Act itself, which exempts
“interpretative rules, general statements of policy, [and] rules of agency organization, procedure, or
practice” from the notice and comment requirements applied to legislative rules.’® The rationale is
that agencies should have the flexibility to announce their intentions for the future, clarify how they
will apply or enforce a statute or regulation, and create consistency across field offices in the
day-to-day implementation of their work. In exchange for that flexibility, agencies essentially lose the
power to bind the public to those decisions (although they can sometimes bind themselves), and
reviewing courts will apply not Chevron deference but, instead, the lesser degree of respect called for
in Skidmore.”” When agencies do need to bind the public with a legislative rule, the stakes for the
public are higher, and so they have to go through the APA process but are rewarded with court
deference to their decisions.

Moreover, these guidance documents are not published in some completely lawless zone.
Interpretive rules cannot be inconsistent with prior legislative rules, else they run the risk of not being
applied.”® They cannot create the substantive requirements that legislative rules can, else they can be
rejected as having failed to comply with the APA. * Even when they stop short of being complete
rules, informal materials that purport to create exceptions to otherwise permissible rules can be tossed
aside.” In fact, even the flexibility inherent in such documents may have its limits, as courts could
reject interpretive rules that are abrupt departures from longstanding practice.*” Finally, the Freedom

36. See 5 U.S.C. § S53(b)(A).

37. See, e.g., National Railroad Passenger Corp. v. Morgan, 536 U.S. 101, 111 n.6 (2002) {declining
to defer to Equal Employment Opportunity Commission’s Compliance Manual interpretation of what constitutes
continuing violations for purposes of determining timely filing); United States v. Mead, 533 U.S. at 231-34
{declining to accord Chevron deference to U.S. Customs Service ruling letters setting tariff classifications for
particular imports); Christensen v. Harris County, 529 1.5, 576, 587 (2000) (“Here, . . . we confront an

interpretation contained in an opinion letter, not one arrived after . . . notice-and-comment rulemaking.
Interpretations such as those in opinion letters — like interpretations contained in policy statements, agency
manuals, and enforcement guidelines, all of which lack the force of law — do not warrant Chevron-style

deference. Instead, [they] are entitled to respect under our decision in Skidmore[,] but only to the extent that
[they] have the power to persuade.”) (citations and quotation marks omitted); EEOC v. Arabian American Oil
Co., 499 U.5. 244, 257 (1991) (declining to apply Chevron deference to EEOC interpretive guidelines); Martin
v. Occupational Safety & Health Rev. Comm’n, 499 U.S. 144, 157 (1991) (holding that interpretative rules and
enforcement guidelines are “not entitled to the same deference as norms that derive from the exercise of the
Secretary’s delegated lawmaking powers”).

38. See Hemp Industries Ass'n v. DEA, 333 F.3d 1082, 1088 (9th Cir. 2003); Columbus Community
Hosp. v. Califano, 614 F.2d 181, 187 {8th Cir. 1980).

39. See, e.g., South Dakota v. Ubbelohde, 330 F.3d 1014, 1029-30 (8th Cir. 2003).
40. See, e.g., Mt. Diablo Hosp. Dist. v. Bowen, 860 F.2d 951, 957-59 (9th Cir. 1988).

41. See, e.g., Shell Offshore, Inc. v. Babbitt, 238 F.3d 622, 630 (5th Cir, 2001),
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of Information Act already insists that the materials exempted from notice-and-comment rulemaking
must be made public and limits their availability as precedent in enforcement actions.*

Congress has not empowered OMB to upset this delicate balance. Congress retains that
power, and it has made targeted changes to this basic framework for specific cases over the years. For
example, as OMB repeatedly observes, Congress waived this general exception for the Food and Drug
Administration and essentially codified that agency’s guidance practices.” In other cases, Congress
has specifically empowered the agencies to make significant decisions, such as approving or rejecting
state plans to implement cooperative federalism programs, without having to go through the APA
process. Congress has had 60 years to consider across-the-board, one-size-fits-all policies of the type
OMB is proposing, and it has opted to leave in place the current general scheme.

In the absence of any such direct intervention, Congress has left these matters up to the
agencies to exercise their discretion. In fact, several agencies that implement public grants and
benefits programs voluntarily waive the APA exemption for many of their important but otherwise
exempt decisions. Some agencies already have guidance practices of their own for compliance guides,
handbooks, and the like, and many have quality controls or other policies in place to govern the
publication of many of the other kinds of informational materials that could conceivably be covered
by the Proposed Bulletin. This mix of express and implicit delegations to the agencies means, among
other things, that the agencies (which know their issues with more breadth and depth than any
generalist in OMB) can develop policies appropriate for the specific kinds of information and public
needs at stake in the many “guidance documents” the agencies produce.

Our concern in this regard is partly one of principle. Unless Congress legislates to the -
contrary, the president lacks the “authority to dictate decisions entrusted by statute to executive
officers.”™* It is deeply problematic for OMB to interfere with Congress’s decisions to delegate
discretion to the agencies, particularly in the form of a proposal that seeks to advance good
government. It is even more troubling that OMB is attempting to amend the APA by executive fiat.
Any guidance documents — which would include interpretive rules, gencral policy statements, and
mote — that fall into the “economically significant” category would be subject to exactly the kind of
notice-and-comment process hurdles from which Congress decided to exempt them. The sixtieth
anniversary of the APA may be an occasion to consider how the law is working and even how it can
be improved, but it is not time to rewrite the law unconstitutionally by executive pronouncement.

Although OMB does not arrogate to itself the power to review agency guidance documents
before they can be published, OMB is nonetheless writing itself a significant and inappropriate role
in day-to-day agency functioning. The Proposed Bulletin purports to offer agencies some flexibility
in implementing the rigid notice and comment requirement for “economically significant” guidance

42. See 5 U.5.C. § 552(a)(1)-(2).

43, See, e.g., Food and Drug Medernization Act of 1997, Pub. L. No. 105-115, 111 Stat, 2296, 2396
§ 405 (codifying FDA guidance practices to regulate production of informal agency statements).

44. Robert V. Percival, Presidential Management of the Administrative State: The Not-So-Unitary
Executive, 51 DUKE L.]. 963, 966 (2001).
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documents, but that flexibility comes with a price: agencies can only exempt specific documents or
classes of documents “in consultation with” OMB.* As we discuss below, the Proposed Bulletin will
apply to a vast universe of materials and will almost immediately run into potential legal difficulties,
so there will be need for much OMB “consultation.” The day-to-day implementation of the Proposed
Bulletin and its exemption clause will create many new opportunities for White House interventions
in the agencies” work to protect the public.

More importantly, though, our concern is the effect on the public’s ability to receive the
information it needs. The Proposed Bulletin’s interference in matters trusted by Congress to agency
discretion concerns us because OMB knows far less than the agencies about what’s at stake in the
immense universe of materials governed by the Proposed Bulletin. As we have discussed above, we
fear that the Proposed Bulletin, in particular § IV, will create unnecessary burdens on the publication
and release of information that the public needs. We believe that the agencies are in a far better
position than the generalists at OMB to exercise the discretion on issues of non-rulemaking materials
with which Congress has entrusted them. The enormous risk of information delays and gaps that we
have discussed above does not inspire confidence that the Proposed Bulletin will do a better job than
the agencies currently do.

v, OMB MUST, AT A MINIMUM, TAKE STEPS TO MINIMIZE THE
DAMAGE FROM THE PROPOSED BULLETIN.

We reiterate our position that the Proposed Bulletin is largely a solution in search of a problem

and an overreach of OMB’s authority, but we realize that OMB is planning to forge ahead with this -

initiative. The best recommendation is for OMB to stop altogether, but we also offer, under protest,
recommendations for narrowing the scope of damage that the Proposed Bulletin portends.

. The most troubling part of the Proposed Bulletin is the
notice-and-comment requirement for “economically
significant” gnidance.  Not only is the term
“economically significant guidance” misleading and
incomprehensible, but the added burden on agencies
for guidance documents that fall under this domain
would be onerous and draining on agency resources.
Guidance documents are specifically exempt from APA
notice-and-comment, and subjecting them to such
procedures is an overreach of executive power. We
propose that OMB eliminate APA-style
notice-and-comment for “economically significant” or
any other class of guidance documents.

. OMB should further clarify its vague and ambiguous
definitions for various types of guidance documents.

45. Proposed Bulletin, supra note 2, § IV(2) at 11.
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We suggest that OMB vastly limit the scope of
guidance documents requiring formal notice and
comment so as not to grind agency activity to a
complete halt. Certainly, unnecessarily draining agency
resources is not OMB’s objective.

. The Proposed Bulletin gives OMB the authority to
waive agency compliance with the bulletin for specific
guidance documents. In the interest of transparency,
we believe that any criteria OMB uses to approve or
deny the waiver as well as any rationale provided by
the agency for waiving the good guidance practice
requirements should be made public on the OMB
website. Ideally, OMB would maintain an online
docket similar to the current docket that charts OMB’s
regulatory reviews under E.O. 12,866, but this docket
should offer much more detaill about OMB’s
instructions or “consultations.”

. Though the Proposed Bulletin thankfully did not
include analytical burdens on guidance documents, we
would like to stress that these burdens, particularly
cost-benefit analysis, should not be applied to guidance
documents,

. The Proposed Bulletin was released immediately prior
to Thanksgiving, and the comment period incladed
major religious holidays. Given the short time the
public has been given to review OMB’s Proposed
Bulletin, we request that OMB submit another draft for
public comment and encourage OMB to confer with
Congress in a broadly bipartisan manner. Considering
the range of concerns that have been raised by us as
well as those inside the agencies, we believe this issue
requires further analysis and public discussion before
OMB makes a final decision. Although OMB
undoubtedly would like to finish its decision in time to
observe outgoing OMB-OIRA administrator John
Graham’s exit from OMB on Feb, 1, we think that the
issues raised by the Proposed Bulletin are too
important to rush.

. Finally, we believe it is long past time for OMB or a
nonpolitical office such as GAO to analyze the burden
and opportunity costs attendant to the ossification of
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the regulatory process, including time spent complying
with the Proposed Bulletin.

Respectfully submitted,

Sheila Crowley
President
National Low Income Housing Coalition

Robert Greenstein
Executive Director
Center on Budget and Policy Priorities

Charles M. Loveless
Director of Legislation
American Federation of State, County 8 Municipal Employees {AFSCME)

Laura MacCleery
Deputy Director, Auto Safety Group
Public Citizen

Peg Seminario
Safety and Health Director
AFL-CIO
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Risky Business: Sullying Science With Politics Yet Again

Sept. 2007

FROM GUIDANCE TO DARKNESS

lzen How Bootstrapping Exec. Order 13,422 & “Good
Guidance” Bulletin Threatens Risk Assessment

OMDB'’s new memorandum on risk assessment spends several pages saying very little — until the last page, when it
declares that OMB’s policy for “good guidance practices” (Exec. Order No. 13,422 and accompanying Final Bulletin on
Agency Good Guidance Practices) governs risk assessments. By bootstrapping the guidance policies onto the risk
assessment memo, OMB has now declared open season on any controversial scientific assessment that industry has an
interest in opposing.

Blink and You'll Miss It
One strategically buried sentence: “Agencies should refer to OMB's Final Bulletin for Agency Good Guidance Practices .

for updated guidance regarding best practices for increasing public access and public comment concerning guxdance
documents and influential scientific information” (Memo at 13).

How It Works
Any risk assessment that is “significant” because
it “may reasonably be anticipated to” —

1.
2.

Lead to an annual effect of $100 miflion or more

Adversely affect in a material way the economy,
a sector of the economy, productivity,
competition, jobs, the environment, public
health or safety, or [state/local/tribal
government]

Create a serious inconsistency or otherwise
interfere with an action taken or planned by
another agency

Materially alter the budgetary impact of
entitlements, grants, user fees, or loan programs
or the rights or obligations of recipients thereof

. Raise novel legal or policy issues.. ..

What It Means

Delay The National Research Council observed, “Many risk assessments take considerable time, some several
years.” Noting that “[t]ime, like funds in the federal government, is a limited commaodity,” the NRC rejected
OMB’s earlier draft risk assessment bulletin, concluding inter alia that it would result in *fewer risk
assessments (with the attendant consequences) or the same number of risk assessments but of lower quality.”
By importing the laborious “good guidance practices” into standards for risk assessment, OMB has simply

Politics
over science

found another path to the same problems.

protections.

Will now be subject to the following new
delays and political hoops:
Increased political review
¢ Review and approval by senior agency
official (GGP Bull. § IT{1) ()
e And review and approval by OMB'’s
regulatory office, OIRA (EO § 7)

Time-wasting challenges by industry
s  Open to challenge under two processes
o Data Quality Act and
o System for comment and challenge
created by GGP Bull, § 111
»  If economically significant {factors #1-2 to
the left): notice in Federal Register and
opened to comment, followed by response-
to-commenits document (GGP Bull, §
V{1

Double the challenge by industry, double the review by political higher-ups: OMB’s new memo grants
industry’s long-held wish to get a stranglehold over risk assessments chat establish the case for regulatory
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pUbIY(Q}'\'{/ DOWN THE RABBIT HOLE

| lzen How OMB Has Buried Risk Assessments
Under Requirement After Requirement

OMB's new memorandum on risk assessment is only the latest in a series of Bush administration policies that bury
risk assessments under laver after layer of requitements. The new tisk memo adds so-called “Good Guidance Practices”
polcies (Exec. Order No. 13,422 and related bulletin) on top of the requirements already in place under the Data Quality
Act Guidelines and OMB Peer Review Guidelines.

Develop draft risk Submit to peer review
L
assessment How influential is it? P Add to online peer review agenda
If influential, b
should be
“reproducible” Influential Submit to peer revizw panel
g “will have or dees have must exclude agency experts unless *a
a clear and substantial - H presier government scientist is (8} not in
Submit to political review . fmpact on imporcant a position of management or policy
Ky public policies or responsibilicy and {b) possesses essendal
If significant or economically . privare sector expertise thac canaot he ohtained
significant: ) decisions” ¥ cleewhere” and is employed by a different
kK P agency of the Cabinet-leve! department
- review and approval by senior ‘
agency staff L Highly Tnfluentad
oy g
- AND review and approvai by s, “couldl have 8 potential - i Formally vespond to beer review veport
OIRA . % | impact of more than ) _
", $ 500 million in aty Prepﬂre writen response 10 peer review
> 1 year, or is novel, repart explaining {a)
3 controversial, or agreament/lisagreement, (b) how agency
’ precedent-serting or will respond o the 1ecs, and (¢} the
Publish final has sigmificant reasons the agency holicves those actions
interagency interest” satisfy the key concems stared in the

report {f applicable).

Submit to public challenge % N ) -
% # Submit to public
: Whenever feasible an] appropdate,
A 4 A P : OOV &
How significant is i Post online, the agency shall
Remain open to Data i e
Oualie X 2 chall allow public . make the draft scienufic
aliy Act cnalienge e comment gt semilabd fo Eles
Significant ASSESSIONE By ailable to the
pubilic for comment at the
—l Interagency contlict, novel samme time it is subnuirted for
- allow public legal or policy issues, Pulilish in Fed, peet teview (or Juring the
chatlenge at any time materially alter budgeted Reg., open for poer Teview process) and
o ohjcctivity, quali : g i
< ] ° y, qualiry, programs comment . sponsor a public meeting
or utility of deta . £ P eting
Ph‘l'l(’d. proparc where oral presentations on
- allow unsatisficd Econemically signif. formal scientific, issues can be made
challengers to appeal ] response-to- o the peer reviewers by
adverse decisions to Annual effect = $100 COMMents interested membuers of the
olitical higher-ups million, or adversely affect i
P herup N ¥ document public.
economy, jobs, cte.
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RECKLESS DISREGARD
How the New OMB Risk Memo Ignores

the Recommendations of the National Academies

After a scathing rebuke by the National Academies’ National Research Council {NRC}, the Bush White House
withdrew a draft one-size-fits-all policy for risk assessments. OMB's response claims to respect the NRC’s recommendations
but actually adds new burdens to risk assessments and sends signals that evince a reckless disregard of the expert counsel of

the NRC.

‘What OMB is requiring in the new risk memo. ..!

.« . was rejected by the National Academies,?

Subjecting scientific risk assessments to political OMB
review . , .

“Agencies should refer to OMB's Final Bulletin for Agency
Good Guidance Practices, as well as the Peer Review Builetin,
for updated guidance regarding best practices for increasing
public access and public comment concerning guidance
documents and influential scientific information.” (13}

The “good puidance practices” bulletin, a supplement to
Executive Order 13,422, requires review and approval by
senior political appointees and OMB of “significant guidance
documents,” a broadly-defined universe of materials that,
according to the new risk memo, now includes major risk
nssessments.

Subjecting risk assessment to industry challenge . . ,

Declares that influential risk assessments are subject to new
“sood guidance practices,” which require Federal Register
notice, comment period for industry to challenge the risk
assessment, and execution of a full response-to-comments
document for “econonically significant guidance.” (13}

Repeatedly invokes OMB guidelines pursuant to the so-called
“Information Quality Act,” an eleventh-hour appropriations
rider requiring the establishment of processes for the public to
file challenges to agency information.

. . . would allow industry-biased politics to trump
scientific expertise and unnecessarily delay agencies.

.

“Specifically, the committee is concerned that to the extent
that the implementation of the technical aspects of risk
assessment will be overseen by OMB and not by the peer-
review process or by agency technical managers, scientific
issues may be superseded by policy considerations.” (99-100)

“More important, additional time would be added if, in
addition to the peer review process, OMB were to review
anew the work product even where there is an existing well-
done peer review.” {99)

will politicize and delay risk assessments,

“There is also concern that the call for peer review, with the
call for public participation, in the baulletin goes beyond
previously stated requirements” (99) by “calling for a response
to comment package for all influential risk assessments
fwhich] wouid affect the timeliness of the reports without
adding improvements in the scientific quality” (99 n.32).

“[R]equiring a federal agency to provide a rationale for why its
position is preferable to positions proposed by commenters is
likely to expend excessive resources and might result in less
time to devote to agency risk assessments, thus affecting the
quality and output of agency products.” (69}

“The committee is therefore troubled by OMB’s repeated
references to the Information Quality Act (JQA) and its
invocation as the legal authority for OMDB to issue this
bulletin, that suggest that challenges to a particular risk
assessment — and almost every risk assessment is open to
challenge on one ground or another — wiil be handled
through the process designed for the IQA, a process that is
more a legal or policy process than a scientific one.” (99)




Requiring risk assessors to consider risk management
Concerns , & &

Bootstrapping the IQA Guidelines, Peer Review Guidelines,
and “Good Guidance Practices” order/bulletin requires risk
assessors to comply with commands based on an evaluation of
how the assessment will have consequences for risk
management, both by policymakers and by voluntary private
sector actors {including the cost to industry of modifying its
own behavior or complying with a regulation that could
possibly be promulgated at some future date in response to the
risk assessment).

Requiring tisk assessments to focus on risk ranges rather
than point estimates and to emphasize central or
expected risk values , , .

"Due to the inherent uncertainties associated with estimates
of risk, presentation of a single estimate may be misleading
and provide a false sense of precision. Expert panels agree
that when a quantitative characterization of risk is provided, a
range of plausible risk estimates should be provided.” (6-7}

Stresses that QA Guidelines, which are bootstrapped to
govern influential risk assessments, “direct the agencies to ...
specify, to the extent practicable ... the expected risk or
central estimate of risk for the specific populatons [affected
and] each appropriate upper-bound or lower-bound estimate

of risk.” (6}

.+ » violates the fundamental principle of distinguishing
between risk assessment and risk management and will
unreasonably delay needed risk assessments,

“Whether an analysis constitutes an ‘influential risk
assessment’ may not be clear at the outset. Morcaver, this
standard’s focus on economic impacts imposes risk
management concerns on risk assessment. Arbitrarily
separating risk assessments into two broad categories
(influential and noninfluential) ignores the continuum of risk
assessment efforts,” (66)

“A slightly different problem arises from the bulletin’s
requirement that risk assessments used for regulatory analysis
include a variety of evaluations of alternative mitigation
measures. Although risk assessors contribute information for
use in risk management, this standerd goes well beyond the
job description of the scientist or technical person assessing
the risk onto the path of risk management ., . . Not onky will
these requirements be resource-intensive and tme-
consuming, but the committee is also concerned that if they
were incorporated at the primary stage of the tisk assessment
process (for example, identifying a hazard and determining the
extent of the risk), risk assessors will be greatly delayed in
doing their work.” (101}

.+, threatens the quality of risk assessments.

“The standard does not provide clear guidance on how such a
range is to be defined. As a result, it may produce confusion
that could erode the quality of risk assessment,” (62)

“The term plausible visk estimate is undefined in the bulletin, If
a distribution s substantially skewed or bimodal, identifying a
single estimate considered a ‘plausible’ estimate of the
distribution is not meaningful. In that case, a ‘central’
estimate will not reasonably represent the distribution. When
distributions reflect variability, the ambiguous term plausible
appears to be at odds with the fundamental orientation of
public-health practice and prevention, especially when the
applicable laws seek to protect the most vulnerable in the
population: infants, children, the ciderly, and those with
illnesses or predispositions to illness. Using a mean or central
estimate to identify the most ‘plausible’ individual would
undermine public- health goals.” (62-63)

“The bulletin's discussion of central and expected estimates
and uncertainty is confused and prevents useful application of
the standard. It is misleading to suggest as the bulletin does
that ‘central’ and ‘expected’ estimates are synonymous....
[Wlithout proper definitions and context, use of the range or
‘central estimate’ will be misleading.... It is not in decision-
makers’ or society's interest to treat fundamentally different
predictions as quantities that can be ‘averaged.™ (67)

! See Office of Info. & Reg. Affs., OMB, Updated Principles for Risk Analysis (OMB Memo. No. M-07-24, Sept. 19, 2007), awailuble at
<heep:/fwww.whitchouse.gov/omb/memoranda/fy2007/m07-24.pdf>>. Subsequently cited parenthetically.

! Board on Envtl, Studs. & Toxciolagy, Nat'l Research Council, Scientific Review of the Propased Risk Assessment Budletin from the Office of Management and
Budget (National Academies P, 2007). Subsequently cited parenthetically, with citations in original removed but all other emendations noted.




