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Although the Bush administration
has been chiefly interested in relaxing
regulatory requirements on its corporate

allies, in a number of cases, because of statutory
or judicial requirements, it has been forced to act.

Not surprisingly, the White House has taken a special interest
in these decisions, acting through its Office of Information and
Regulatory Affairs (OIRA)," an obscure but powerful office within the
Office of Management and Budget, which by presidential executive
order has the authority to review and possibly reject or amend new
agency regulations.

Under the leadership of Administrator John Graham — whose
nomination was widely opposed by health and safety advocates, and
ultimately, 37 Senate Democrats — OIRA has consistently used its
review authority to weaken agency health, safety and environmental
proposals, putting costs to corporate interests ahead of all other
considerations. Indeed, of the major decisions discussed below,? the
regulated industry prevailed over agency recommendations in every
last one, owing its success directly to OIRA intervention.

Meanwhile, Graham has pushed a host of policy changes that
make it more difficult for agencies to promulgate new regulation,
centralizing control over the rulemaking process at OIRA. This
includes new emphasis on monetizing the benefits of prospective
regulation, frequently an impossible task; guidelines that allow
industry to challenge the information that supports regulation; and
a plan that would allow OIRA to demand industry-dominated “peer
review,” which could be used to grind regulatory agencies to a
halt. To top it off, OIRA has solicited an industry hit list to begin the
next generation of regulatory rollbacks. In the Bush administration,
health, safety and environmental policy unfortunately begins — and
ends - with John Graham.




Standards

Weakened

The examples listed below are not

John D. Graham, administrator of OMB’s Office
of Information and Regulatory Affairs

rollbacks, as identified in Chapter |, in that
they were never on the books. Yet in terms
of transparency and accountability, they
represent something more pernicious. If
the administration wants to weaken an
existing standard, it must act out in the
open, submitting changes to the public
for comment. In the case of OIRA review,
however, Graham is free to exert influence
largely in secret, insulated from public
accountability — which gives industry an ideal
backdoor to shape regulation.

OIRA changes are not published for
public comment, nor are they made available
through the web. Rather, the only way to
figure out OIRA's role in shaping standards is
to comb through agency docket libraries and
talk to those with direct knowledge (which is
how the following examples were compiled).

What makes this all the more galling is
that OIRA has no statutory authority to shape
health, safety and environmental protection
(or any other regulation)?; Congress has
given that exclusive power to regulatory
agencies, such as NHTSA, FDA and EPA,
which as described below have been involved
in some especially egregious cases of OIRA
interference.

Tire Pressure Monitoring

On June 5, 2002, the National Highway
Traffic Safety Administration (NHTSA) issued
a watered down standard to guard against
under-inflated tires — which are linked to
numerous deaths each year — after OIRA, at
the urging of the automobile industry, rejected
its first attempt. A federal appeals court later
rebuked OIRA and overturned the standard,
calling it “contrary to the law and arbitrary
and capricious.”*

The rule — required by Congress as
a response to the Firestone tire debacle
that resulted in 271 deaths — allowed
manufacturers to choose between installing a
“direct” system or a less reliable, yet cheaper,
“indirect” system. A direct system relies on

The record chronicled in this chapter is
hardly surprising given Graham’s background
as founding director of the Harvard Center
for Risk Analysis, which during his tenure
received the majority of its funding from
corporate interests (including Dow Chemical,
E.l. DuPont, Monsanto, Glaxo-Wellcome,
Exxon, General Electric, and General Motors).
In this position, Graham was a consistent and
reliable ally of almost any industry seeking
to hold off new regulation. For instance,
after receiving funding from AT&T Wireless
Communications, Graham produced a study
in July 2000 that argued strongly against a
ban on the use of cell phones while driving,
which was being considered by many cities
and states at the time.® He also downplayed
the health risks of diesel engines, as well as
second-hand smoke, and argued against a ban
on highly toxic pesticides (all after receiving
funds from affected industries). In a talk at the
Heritage Foundation at the time, Graham said,
“Environmental regulation should be depicted
as an incredible intervention in the operation
of society.”®

a pressure sensor in each tire that can alert
the driver of an under-inflated tire through a
dashboard monitor. An indirect system works
with anti-lock brakes to measure the rotational
difference between the tires, determining
whether the speed is slower for one tire
compared to the others.

Public Citizen, New York Public Interest
Research Group, and the Center for Auto
Safety challenged the standard in court
—arguing that NHTSA, under pressure from
the auto industry and OIRA, failed to comply
with the Transportation Recall Enhancement,
Accountability, and Documentation (TREAD)
Act in adopting the less safe standard.

The court agreed, noting that the
indirect system would fail “to warn drivers
in approximately half of the instances in
which tires are significantly under-inflated,”




while the direct system “would prevent more
injuries, save more lives, and be more cost-
effective.” The three-judge panel instructed
NHTSA to develop new standards.

NHTSA originally wanted to require direct
systems to be installed in all vehicles by 2007,
which NHTSA estimated would avert 10,271
injuries and 141 fatalities a year; according to
OIRA's estimates, indirect systems would avert
5,000 injuries and 70 fatalities.

Yet in rejecting this approach,” Graham
incredibly argued that allowing indirect
systems would actually produce greater safety
benefits overall because it would serve as an
incentive for manufacturers to install anti-
lock brakes, which are necessary for indirect
systems to work.

Pointing to a recent study® by Charles
Farmer of the Insurance Institute for Highway
Safety, Graham concluded that the resulting
increase in anti-lock brakes would save 118
to 266 lives a year, on top of the 70 fatalities
averted from indirect systems. According
to Graham, this “yields a total of 188 - 336
fatalities averted or between 47 and 195 more
than with direct systems.”

Yet Graham appears to have been overly
enthusiastic in his appraisal of anti-lock
brakes based on the available evidence.

After Graham'’s return letter, Farmer met
with NHTSA on March 23, 2002, to discuss
his study — which Graham called the “best
estimate” available — and according to the
meeting log filed by NHTSA, “Mr. Farmer
thought that Dr. Graham of OMB was being
optimistic in assuming that antilock brakes
would produce fatality benefits.”® That’s any
fatality benefits at all.

In other words, the author of the study
that formed the foundation of OIRA’s decision
explicitly rejected Graham'’s conclusions,
yet Graham chose to ignore this, insisting
that NHTSA allow indirect systems anyway.
This willful misinterpretation of the evidence
seems to indicate that the concern over anti-
lock brakes was really just a diversion tactic,
meant to distract from the bottom-line action:
Graham rejected the safest possible standard
as a result of cost objections from the auto

industry, which incidentally contributed
generously over the years to the Harvard
Center for Risk Analysis, where Graham
served as director prior to his confirmation as
OIRA administrator.

Bioterrorism

Industry representatives met with OIRA
officials on numerous occasions™ in what was
ultimately a successful effort to relax new FDA
standards' — mandated by the Public Health
Security and Bioterrorism Preparedness
and Response Act of 2002 - that require
food importers to provide advance notice of
shipments bound for the United States.

The original proposal, issued in February
2003 for public comment, required importers
to notify the FDA by noon the day before a
shipment was to arrive. The final standards,
however, require just eight hours notice for
shipments arriving by sea, four hours for
those transported by air or rail, and only two
hours for shipments coming by land.

“These regulations are critically needed to
protect the food supply, but we're concerned
that the agency is requiring less advance
notice for imported food shipments,” said
Caroline Smith DeWaal of the Center for
Science in the Public Interest. “If trucks of
food can arrive at our borders with just two
hours notice, it might be easier for someone
to avoid inspection.”'?

Construction Runoff

OIRA tossed out an EPA proposal to limit
runoff from construction and development
sites, the largest source of pollution in coastal
waters and estuaries in the United States.

EPA's original submission to OIRA
sought to require an 80 percent reduction
in storm water discharges both during
and after construction through commonly
used measures, such as various drains,
barriers, and buffer zones. Yet citing costs,
OIRA cut out any reference to permanent
controls put in place after construction — the
main source of the problem - and blocked
the performance standard for discharges
during construction,™ a move strongly




urged by developers, including the National
Association of Home Builders.

Instead, according to agency sources,
OIRA forced EPA to present three weak
options for public comment,’ one of which
was to do nothing. Amazingly, this was the
option EPA ultimately chose.™

During construction and development, the
natural landscape is disturbed and soil is left
exposed for a period of time. When rainwater
runs over these sites, massive amounts of
sediment are swept into streams, lakes, rivers,
and oceans. Forest stripped for construction
produces 500 to 1,000 times the amount of
sediment of undeveloped land.

After construction, much of the previously
natural area is paved over and covered with
impervious surfaces that prevent water from
soaking into the ground. Runoff continues,
carrying pollution from human activity in
addition to sediment. This includes metals,
pesticides, fertilizers, oil, grease, bacteria,
viruses, and trash.

This storm water pollution, as it's
commonly known, accounts for 55 percent of
the pollution in coastal waters and 46 percent
in estuaries, and is the leading cause of beach
closures and advisories. EPA estimates that
construction sites annually discharge 80
million tons of solids into U.S. waterways,
which is only increasing with the rapid pace of
development. EPA estimates that 2.2 million
acres of rural land are developed each year,
which has also led to increased flooding.
Urbanized land increased 47 percent between
1982 and 1997 while population increased
only 17 percent.

Fish Killed by Power Plants

OIRA substantially weakened an EPA
rule to protect the trillions of fish and aquatic
organisms that are sucked up and killed each
year by power plants that use rivers, estuaries,
and oceans to cool their systems.

Each year, electric generating plants
withdraw more than 70 trillion gallons of
water, killing trillions of aquatic organisms in
the process, including plankton, crustaceans,
shellfish, sea turtles, marine mammals, as

well as fish and their eggs. Larger fish and
shellfish are often trapped on a plant’s intake
screen, and die there from lack of oxygen and
movement, in what's known as impingement.
Smaller fish or eggs that make it into the
cooling structure are usually killed in the
cooling process, called entrainment, which
generally results in much higher losses than
impingement.

In the Delaware Bay, for instance, EPA
estimates staggering annual losses of
359.4 million fish from the Salem Nuclear
Generating Station (which withdraws more
cooling water than any plant in the country),
356.3 million of these from entrainment. At
the Big Bend facility in Tampa Bay, Fla., an
estimated 8.13 million fish are lost annually.
And in the San Francisco Bay Area, more than
400,000 threatened or endangered fish are
thought to be lost annually from two plants,
Pittsburg and Contra Costa.

As originally submitted to OIRA, EPA
sought to require the 59 largest plants in the
most ecologically sensitive areas to meet the
performance achievable by a closed-cycle
cooling system, which reduces fish kills by up
to 98 percent by recirculating or reusing water,
withdrawing only 2 percent to 28 percent
of the water used by older systems. This
would have acknowledged the Clean Water
Act’s requirement to set the standard based
on the best technology available — clearly a
closed-cycle system, which is currently used
by 69 facilities. (EPA sought less stringent
requirements for the roughly 500 remaining
plants subject to the proposal.)

Yet citing costs, and ignoring the
requirements of the law, OIRA stripped out the
closed-cycle standard for the most harmful
plants, according to EPA documentation
required by Executive Order 12866.'® Instead,
OIRA embraced alternative, less protective
measures urged by energy companies
—including Cinergy, Edison Electric, and Public
Service Electric & Gas (PSE&G), among others
—which EPA published as a proposed rule
for public comment on April 9, 2002." (This
proposal was subsequently finalized to OIRA’s
specifications in February 2004.)




Specifically, OIRA substantially lowered
the performance standard to require a 60
percent reduction in entrainment (from a
baseline of no controls) and an 80 percent
reduction in impingement. Moreover, under
further OIRA changes, facilities are allowed to
plead special circumstances with state permit
authorities, and avoid meeting even this
watered-down standard.

“This weak mandate would allow existing
plants to kill 20 to 1000 times more fish per
megawatt than [plants with closed-cycle
systems], and continue to decimate aquatic
life in U.S. waterways indefinitely,” according
to Riverkeeper Inc., which brought suit against
EPA resulting in a 2000 consent decree
requiring a standard.

The reduction targets pushed by OIRA
are based on the performance achievable by
lesser technologies, including better intake
screens and fish return systems. In addition,
OIRA altered EPA's original proposal to allow
plants to forgo even these minimal upgrades
by instead employing “restoration measures,”
such as fish restocking programs and the
restoration of wetlands and aquatic habitat
“that will result in increases in fish and
shellfish in the watershed.” Yet such measures
have proven highly unreliable, and don’t
actually replace the aquatic life killed — there is
no requirement to put back the same amount,
kind, age, etc., of fish killed, and indeed, this
would be impossible.

Factory Farm Runoff
OIRA watered down already weak EPA
draft rules to address pollution from factory-
style animal farms - resulting in standards
that are more protective of corporate polluters
than of public health and the environment.
Just before leaving office in 2001,
the Clinton administration proposed new
standards to regulate factory farms after
reaching a legal settlement with the Natural
Resources Defense Council, which called
on EPA to update rules crafted in the 1970s.
Under the Bush administration, EPA reworked
the Clinton-era proposal, dropping a number
of important provisions — most notably one

that would have held corporate livestock
owners liable for damage caused by animal
waste pollution. These owners often evade
culpability by hiring contractors to raise their
animals, a loophole that would have been
closed by the Clinton proposal. The agency
also dropped a requirement that would have
forced facilities to monitor groundwater for
potential contamination by animal waste,
which often seeps into the earth, leaving
communities vulnerable to potentially
dangerous drinking water supplies.

OIRA further weakened the standards
by broadening a provision that exempts
“agricultural storm water discharge” from
regulation — legalizing the discharge of raw
sewage, bacteria, and other elements from
land where waste has been applied.” The
office also altered a provision to allow facilities
to avoid strict federal standards governing
the land application of animal waste — instead
embracing industry’s preferred approach of
regulation by state-level authorities.

Records indicate that John Graham and
OIRA staff met with industry representatives™
interested in the factory farm rules in
November of 2001, nearly a year before
the formal review of the measures began -
suggesting some type of upfront involvement
by the office. Unfortunately, the extent of
this involvement is unclear because OIRA
disclosure requirements? apply only to
the formal review period. (Indeed, OIRA
was under no obligation to disclose its
November 2001 meeting.) Whatever the
case, the changes made by EPA to the
original Clinton proposal mirror many of
the recommendations made by the industry
representatives who met with Graham.

Snowmobile Emissions
EPA weakened its original proposal to cut
emissions from snowmobiles and other off-
road vehicles after meeting resistance from
the vice president’s office and John Graham,
who sided with the snowmobile industry.
Despite their harmful effects, snowmobile
emissions have never been regulated under the
Clean Air Act. A typical 2-stroke snowmobile




engine emits as much harmful pollution

in seven hours as a car driven for 100,000
miles; snowmobiles annually discharge
about 530,000 tons of carbon monoxide and
200,000 tons of hydrocarbons.?' This pollution
is especially concentrated in national parks,
where tens of thousands snowmobile every
year, endangering park employees, impairing
visibility, and harming the natural habitat.

The new rule — signed by then EPA
Administrator Whitman on Sept. 13, 2002, as
required under a court order — mandates at
least a 50 percent reduction in hydrocarbon
emissions by 2010 and a 30 percent reduction
in carbon monoxide, as opposed to the 50
percent reduction called for in the agency’s
original proposed rule,? which Graham
questioned in a “post review letter.”?3

Even EPA's original proposal would have
been too weak. The four major snowmobile
manufacturers already produce 4-stroke
engines that can achieve much higher
emissions reductions, and a new 2-stroke
engine developed by Colorado State University
can reduce hydrocarbon emissions by 88
percent and carbon monoxide by 99 percent.?

Nonetheless, the manufacturers staunchly
opposed even a 50 percent reduction in
carbon monoxide emissions, pressing their
case in a meeting on Sept. 6, 2001,% with
Graham that was attended by a representative
of Vice President Cheney — a snowmobile
enthusiast who owns a home in Jackson,
Wyo., just south of Yellowstone National
Park, where controversy over the rule has
swirled. According to a feature story in the
Washington Post’s Weekend section on Aug.
18, 2002, briefing notes from an unnamed
official indicated, “VP's office has an interest
in [the snowmobile] portion of the rule, and a
few concerns.” Days later, Graham issued his
post review letter.

Marine Diesel Emissions
OIRA gutted an EPA proposal to limit
diesel emissions from large ships and tankers,
which are a growing — and still unregulated
- source of air pollution around coastal
cities and ports, emitting about 273,000

tons of nitrogen oxide (NOx) per year. This
proposal was subsequently finalized to OIRA’s
specifications in February 2004.%

As originally prepared,” EPA’s
submission to OIRA contained two tiers. Tier
1 codified modest limits contained in a 1996
international agreement known as Annex VI,
which still needs to be ratified and remains
unenforceable. Tier 2 required more stringent
limits that would achieve an additional 30
percent reduction in NOx emissions from new
engines beginning in 2007.

However, during its review (which began
on April 15, 2002), OIRA stripped out this
second phase, according to EPA sources and
documentation required by Executive Order
12866, after the tanker industry weighed in
heavily against it.22 With this change, the
proposed rule (published on May 29, 2002%°)
merely asked for comments on the possibility
of the Tier 2 standards, which of course were
ultimately rejected.

The Tier 1 limits, which are supported
by industry,*® were left in tact, and apply to
all new engines for 2004. Yet by EPA's own
admission, this will not yield any new health or
environmental benefits because manufacturers
have already achieved compliance with the
identical Annex VI limits, which apply to all
ship engines built after Jan. 1, 2000.

Meanwhile, ship and tanker emissions
continue to increase with the rise in
international trade, now accounting for 14
percent of global NOx emissions and 16
percent of the world’s sulfur emissions.®!
These emissions are associated with
premature death, lung damage, chest
pain, asthma aggravation, acid rain, global
warming, smog and reduced visibility due
to haze, along with many other detrimental
environmental affects, according to EPA.

With commercial ships expected to double
or triple in the next 20 years, this problem
will only get worse unless further action is
taken. Indeed, EPA estimates that even with
its proposed Tier 1 limits, U.S. emissions
from large ships will increase 6 percent by
2020 and 13 percent by 2030, with port cities
disproportionately hurt.




Industrial Air Pollution

At the insistence of OIRA, EPA
incorporated “risk-based” exemptions into
two rules regulating industrial facilities
that emit hazardous air pollutants (HAPs).32
This action allows certain facilities to avoid
installing modern pollution controls if EPA
determines they do not present a serious
health risk — an apparent violation of the
Clean Air Act, which demands more objective
and easier-to-enforce technology-based
standards (successfully employed for more
than a decade).

Industry representatives met with
OIRA staff on numerous occasions® in the
summer of 2002 in a successful effort to push
this approach.®* In fact, EPA's subsequent
proposed rules contained language explicitly
drawn from three white papers® submitted
to OIRA by the American Forest & Paper
Association — white papers drafted by the
Washington law firm Latham & Watkins,
where EPA’s air administrator, Jeffrey
Holmstead, previously worked.

OIRA also demanded that EPA consider
incorporating risk-based exemptions for
two other major rules,® but EPA ultimately
determined that it could not because of legal
time constraints coupled with the complexity
of the issues raised.

Hazardous Waste

OIRA blocked an EPA effort to protect soil
and drinking water from excessive levels of
manganese — an industrial by-product linked
to numerous health problems, including
respiratory problems, sexual dysfunction,
nervous system issues, mental and emotional
disturbances, as well as manganism, a disease
with symptoms similar to Parkinson’s.

EPA originally published a proposed
rule® on Sept. 14, 2000, to list manganese,
among other elements, as a hazardous waste.
This action, compelled by a 1998 consent
decree with Environmental Defense, would
have prohibited the “underground injection,
or land disposal” of any waste containing
manganese, unless it was first treated to
reduce manganese to safe levels. (Manganese

Ne

is actually healthy and necessary for human
life at low levels.)

Yet in response to intense pressure from
the steel industry, OIRA stripped the listing of
manganese during its review of the final rule,
which was eventually published on Nov. 20,
2001%; instead, EPA agreed to give the issue
further study — though well over three years
later, this still hasn’t happened.

W
Blockades

Graham is not just making changes one
standard at a time. He has initiated a series of
sweeping reforms that tilt the entire standard-
setting process to favor industry, making
strong health, safety and environmental
protections nearly impossible. These reforms
are being carried out even though they have
never received congressional blessing and in
some cases run directly counter to the law.

Pricing the Priceless

At the heart of Graham's approach is
cost-benefit analysis, which requires federal
agencies to estimate regulatory benefits in
monetary terms and show “net benefits”
(benefits minus costs). This exercise
can produce some puzzling, seemingly
unanswerable questions. How much is a life
worth? What is the dollar value of avoided
injury or disease? What is the economic
benefit of a clear view over our national parks
or protecting endangered species?

These are not things bought and sold
on the open market. They speak to our
values as people and a society. For example,
assigning a price tag to 1Q points lost from
childhood lead poisoning will strike many as
morally repugnant.

Yet in Graham’s world of devising federal
regulation, this is par for the course. It turns
out that human life — valued anywhere from
$6.3 million to under $1 million, depending on
whether the life is saved today or in the future -
isn't priceless after all.

Graham began his tenure at OIRA with
an agency-wide memo® indicating his intent




to elevate monetized cost-benefit analysis in
regulatory decision-making, and later issued
new guidelines*® spelling out his preferred
analytical methods.

On the surface, the phrase “cost-benefit
analysis” may conjure the image of even-
handed, dispassionate decision-making.

Yet because many benefits are difficult or
even impossible to monetize, it naturally
skews in favor of inaction. For this reason,
most health and safety laws, such as the
Clean Air Act and the Occupational Safety
and Health Act, prohibit decisions based
on cost-benefit analysis, and instead place
health, safety, and the environment as

the preeminent concerns, above costs.
Unfortunately, Graham has largely ignored
these congressional directives.

Consider EPA’s proposed rule to protect
the trillions of fish and aquatic organisms
that are sucked up and killed each year
by power plants (discussed above). In
performing its cost-benefit analysis, EPA did
not monetize losses of invertebrate species,
such as lobsters, crabs, and shrimp, as well
as endangered or threatened species, nor
did it consider the interrelationships of the
species affected. Rather, EPA’s estimate
was based exclusively on the commercial
value of the fish that would have been
caught had they not already been killed by
power plants. This accounts for less than
20 percent of the total fish killed by power-
plant cooling systems. EPA used the non-
monetized benefits to argue for a relatively
protective standard, but OIRA would
only recognize those benefits that were
monetized, and in apparent violation of the
Clean Water Act, significantly weakened the
proposal as a result.

Likewise, OIRA gutted EPA’s proposal
to control runoff from construction and
development (discussed above) because
the agency was unable to monetize what it
considered substantial benefits, including
effects on natural habitat, benefits to human
health, and impacts of many storm water
pollutants, such as lead, zinc, herbicides and
pesticides, as well as oils and grease.

Where benefits are monetized, Graham'’s
methodological preferences further skew
decision-making against action, with particular
consequences for regulation aimed at cancer
or other diseases of old age. For instance,
Graham'’s cost-benefit guidelines promote the
use of “life years” in monetizing human life
(on top of valuations based on the number of
lives saved, the traditional measurement used
by agencies), which naturally cuts against
protections for the elderly, who have fewer life
years remaining.

This practice has the effect of rationing
regulatory protection based on age, placing
it on shaky logical and moral ground. With
our more than $9 trillion economy, there is
nothing stopping us from protecting both
young and old. Nor is there evidence that
the elderly value their lives any less than
the young, or are any less willing to pay for
regulatory benefits.

The same can be said for society as a
whole, which generally recognizes a special
obligation to our seniors. However, this is
not reflected in Graham'’s approach to cost-
benefit analysis.

This bias against the elderly was on plain
display in the development of EPA’s rule
to prevent air pollution from snowmobiles
(discussed above). After OIRA's review of the
agency'’s original proposal, Graham issued a
post review letter’ demanding a more “refined”
cost-benefit analysis for the final rule. For EPA,
this meant, in part, valuing the lives of those
over 70 at 37 percent less than those younger
- $2.3 million compared to $3.7 million.

This conclusion — which was also applied
in analysis of the administration’s flagship
environmental proposal, the Clear Skies
Initiative — derived from a 1982 British study
by Michael Jones-Lee, who subsequently
told the Miami Herald, “I certainly wouldn't
argue for my 1982 figure.”*? After seniors
protested, then EPA Administrator Christie
Whitman swore off the approach entirely.
However, Graham left the door open for
future use, arguing that it was really a
problem of dated information, not a flaw in
the underlying premise.*




Stifling Regulatory Information

Corporate interests are now testing the
Graham’s new government-wide guidelines
on “data quality,” which can be used to
challenge and potentially suppress health and
safety information that supports regulation.
According to William Kovacs of the U.S.
Chamber of Commerce, “This is the biggest
sleeper there is in the regulatory arena and
will have an impact so far beyond anything
people can imagine.”

These guidelines were directed by the
Data Quality Act, a little noticed industry-
backed appropriations rider pushed by
Sen. John Shelby (R-AL) and Rep. Jo Ann
Emerson (R-MO). However, Graham went
far beyond the congressional mandate
and asked agencies to set new demanding
standards for scientific risk assessment -
potentially creating an extremely high burden
of proof for dissemination and, ultimately,
regulatory action. As required by the act,
each agency then developed more specific,
detailed guidelines within the parameters set
by Graham.

In virtually any risk assessment, which
forms the foundation of much health and
safety regulation, there is a great deal of
scientific uncertainty. Sometimes an agency
may be confronted with conflicting studies,
and in almost all cases, it is extremely difficult
to pinpoint exactly how much risk flows from
a particular hazard (as with global warming,
for instance). To deal with this inevitable
uncertainty, agencies are forced to make
certain default assumptions, which frequently
point the agency in the direction of caution
—that is, a more protective standard.

The data quality guidelines, however,
could be interpreted as leaving little room
for such uncertainty or assumptions.* For
instance, all “influential information” — and
by any measure, risk assessment would fall
under this category — must be “reproducible,”
meaning the same result would be achieved
following reanalysis. Yet a risk assessment can
be extremely complex, drawing from a vast
range of studies and data sets (each subject
to their own separate data quality challenges).

As posed by Joe Rodricks, a toxicologist at the
ENVIRON International Corp. and consultant
for hundreds of manufacturers, “Can all
people look at all the information on dioxin
and cancer and reach the same conclusion
that EPA has reached (or at least tentatively
reached) about dioxin and cancer?”* Indeed,
it might be possible to look at the studies and
data used by the agency, and draw completely
different conclusions. Does this mean the

risk assessment fails the “reproducible” test,
that the agency’s information lacks sufficient
quality for dissemination?

Clearly, that's what many corporate
interests have in mind. For example, the
Triazine Network — a consortium of companies
that manufacture herbicides and pesticides
—launched a challenge against EPA’s recent
determination that the herbicide atrazine is
a likely endocrine disrupter;* the Chemical
Products Corporation challenged the agency’s
findings on barium, which were used in
setting hazardous waste standards; and the
Competitive Enterprise Institute (CEl), which
receives substantial funding from corporate
sources, contested recent conclusions on
global climate change by EPA, the National
Oceanic and Atmospheric Administration,
and the White House Office of Science and
Technology Policy.

Under the guidelines, EPA, like all other
agencies, gets to decide on challenges (and
appeals) to its information, which might leave
the impression that this is relatively benign.
Indeed, EPA rejected the challenges against
atrazine, barium, and climate change.

Yet critically, the question of judicial
review and whether corporate interests can
successfully sue over data quality judgments
remains unresolved — which could take
ultimate decision-making authority out of
agency hands. (CEl brought suit against the
climate change information, but eventually
dropped the matter after the agencies agreed
to add a disclaimer to their findings.) At the
time the guidelines were being adopted,
Graham said, “[T]lhere are as many legal
theories about how these issues can be
litigated as there are lawyers. My personal




hope is that the courts will stay out of the
picture, except in cases of egregious agency
mismanagement. Yet it will probably take a
few critical court decisions before we know
how this law and the associated guidelines
will be interpreted by judges.”* If judicial
review becomes commonplace, scientifically
illiterate judges, many of whom have been
appointed by President Bush, will be in the
position of telling federal agencies what
scientific information can be disseminated
to the public. Moreover, regardless of court
involvement, Graham warned, “If agencies do
not develop an objective appeals process, |
predict that there will be efforts down the road
to authorize appeals outside the agency.”*®
Given the troubling nature of the
guidelines, and the interest of industry in
using them in nefarious ways, this could have
profound consequences for dissemination
of health and safety information and the
ability of regulatory agencies to act on that
information — just as Kovacs predicted.

Political ‘Peer Review’

Building off the data quality guidelines,
Graham proposed a government-wide
bulletin on peer review in September 2003%°
that asserted substantial political control
over “all significant regulatory information”
and gave preference to the judgments of
industry-funded scientists. After a torrent of
criticism from scientists, Graham re-proposed
this bulletin in April 2004, dropping some of
the most objectionable provisions, but still
retaining political control for his office.

Peer review is already widely used
by government agencies, and when done
properly can be a useful tool. However,
Graham'’s sweeping proposal — which still
must be finalized — would force unnecessary
peer review, done in a one-size-fits-all way
that might not be appropriate for each agency
or every issue.

For example, David Michaels, now a
professor of occupational and environmental
health at George Washington University,
oversaw rule changes at the Department of

Energy that required reductions in beryllium

exposure for nuclear industry workers, a
process that took several years and included
measures to ensure scientific accuracy.

The administration’s peer review proposal
“would have added nothing to that,” he said.
“It would have only added more time and
expense, and as a result caused more disease
by delaying regulation.”%

Graham’s revised proposal grants some
concessions for agency flexibility, allowing
agencies to choose, on a case-by-case basis,
among a wider range of peer review models
for “influential scientific information.”
However, agencies still must do peer review
— which is time consuming and burdensome
no matter the model — even when it may be
unnecessary.

Moreover, the revised proposal prescribes
more demanding peer review (including a
public comment period) for “highly influential
scientific assessments,” and empowers OIRA
to designate what qualifies for this category.
This threatens to inject political considerations
into the scientific process, and could be used
to grind regulatory agencies to a halt.

The original proposal went even further,
granting OIRA authority to demand peer review
of any information deemed “relevant to an
Administration policy priority.” At the time,
Michael Taylor, former deputy commissioner
at FDA under the first Bush administration,
responded, “OMB’s proposal says it gets to
weigh in on any agency statement that would
have a significant impact on industry. Any FDA
warning or recall would have that nationwide
impact. So should the FDA commissioner
have to go to John Graham for permission to
warn people about the possible danger from
tainted onion greens?”5" The revised proposal
allows agencies to waive peer review without
OIRA permission for information that involves
an imminent danger. However, for other
information, OIRA would still be in position to
substantially influence the peer review process.

Making matters worse, there is concern
that peer review panels would be stacked with
scientists funded by industry. Peer review
requires a substantial investment of time, and
peer reviewers generally are not financially




compensated for their service. A significant
expansion of peer review may make it difficult
to find independent, qualified experts who
are able and willing to serve. Industry-funded
scientists, on the other hand, have the
financial backing to make this commitment,
as well as political muscle behind them.
Indeed, the administration has already stacked
numerous scientific advisory committees
at the suggestion of industry, as discussed
in Chapter VII. This possibility is especially
worrisome given that Graham’s proposed
bulletin absolves peer review panels from
the Federal Advisory Committee Act,%? which
requires government advisory bodies to be
balanced and participants to publicly disclose
potential financial conflicts of interest.
Graham'’s original proposal was up front
about the administration’s preference for
industry-funded scientists. Specifically, it
sought to prohibit agency-funded scientists
(who government has judged to be the
best in the country) from serving on peer
review panels while offering no comparable
prohibition for industry-funded scientists.
“To grasp the implications of this
radical departure, one must recognize that
in the United States there are effectively two
pots of money that support science: one
from government and one from industry,”
responded Anthony Robbins, a professor
of public health at Tufts University School
of Medicine, in a Boston Glob op-ed. “...If
one excludes scientists supported by the
government, including most scientists
based at universities, the remaining pool
of reviewers will be largely from industry—
corporate political supporters of George
W. Bush.”%3
The revised proposal allows recipients
of government research grants to serve
as peer reviewers if they received their
funds “through an investigator-initiated,
peer reviewed competition.” However, it
discourages the use of scientists who have
a consulting or contractual arrangement
with the agency conducting the peer review,
and bars federal employees from panels
evaluating “highly influential scientific

information.” The assumption is that
government scientists are automatically
tainted, even if they are not directly involved
with the issue under review. By contrast,
industry scientists are considered sufficiently
independent to serve on peer review panels,
so long as they don’t have a direct financial
conflict of interest.

Graham cites the Data Quality Act
(discussed above) as the legal authority for his
proposal,® yet the act includes no mention of
peer review. Far from reflecting congressional
intent, Graham is pushing his own long-
held hobbyhorse. Following Newt Gingrich’s
Contract with America, Graham emerged
as a key proponent of regulatory “reform”
legislation that would have - like his new
proposal — created uniform peer review across
government agencies. However, this approach
was consistently thwarted. Now Graham is
moving forward on his own, without ever
receiving congressional backing. Needless
to say, there is question over the legality of
this action — especially given that it steps on
numerous health, safety and environmental
statutes that spell out their own decision-
making processes.

Moreover, there seems to be no problem
to solve. Graham'’s proposal cites no
examples where current agency practices
for peer review and scientific analysis have
broken down. Rather, OMB has directed
reporters to comments of the American
Chemistry Council — the trade association of
chemical manufacturers — which criticized
EPA assessments of a number of chemicals,
including a plasticiser used in soft vinyl
children’s products.%®

Of course, on the other side, the
scientific community has overwhelmingly
opposed Graham'’s move. At a workshop
at the National Academy of Sciences
on Nov. 18, 2003, speaker after speaker
blasted the original proposal as misguided.
In comments to OMB, the Federation
of American Scientists, the Association
of American Medical Colleges, and the
American Association for the Advancement
of Science, among others, all registered




strong objections. Unfortunately, under
the Bush administration, the concerns of a
self-interested industry trade association
apparently carry more weight.

Regulatory Hit List

As documented in Chapter |, the Bush
administration has moved to kill a slew of
crucial health, safety, and environmental
protections. What's next on the chopping
block? The answer may lie with Graham,
who has instructed federal agencies to
re-evaluate scores of existing regulations,
with OIRA’s guidance, for possible revision
or repeal.

In 2001, for the first time in its more
than 20-year history, OIRA solicited public
recommendations for reform of specific
regulations. At the time, few paid attention
to this exercise, done as part of a routine
annual report to Congress. Indeed, of the 71
recommendations submitted to OIRA, 44 came
from George Mason University’s conservative
Mercatus Center, which enjoys close ties to the
administration. From these suggestions, OIRA
developed what amounted to a hit list of 23
“high priority” rules, which included, among
other things, EPA's now weakened New Source
Review program (see Chapter Il).

Not surprisingly, industry lobbyists
spotted an opportunity in Graham'’s report.
When OIRA again asked for regulatory
recommendations for the 2002 report, it
received a whopping 267 — the majority
of which came from industry or trade
associations. Of these recommendations,
which heavily target health, safety and
environmental protections, 53 percent
advised changes to relax regulation, or in
OIRA’s words “increase flexibility,” and 8
percent recommend repealing regulation,
while roughly a quarter argued for stronger
regulation (including many submitted by

members of Citizens for Sensible Safeguards).

Because of the enormous response, OIRA
decided not to rank these submissions in terms
of priority — as it did the year before — and
instead, directed relevant agencies to conduct
the evaluations themselves. On the surface,
this may seem relatively benign: OIRA merely
passed along a few recommendations. Yet
these recommendations are being used as a
primary tool for ranking regulatory priorities,
which for some agencies means a significant
redirection of focus. Together, the Department
of Transportation, EPA, and Department of
Labor received 155 recommendations, many
deregulatory in nature.

For instance, Transportation proposed to
extend the number of consecutive hours that
truckers are allowed to drive, from 10 to 11
hours (see Chapter I), after OIRA forwarded
complaints from the American Road and
Transportation Builders Association, as well
as the industry-backed Mercatus Center.

Many of these protections were
adopted because of significant public
pressure to solve a serious problem. Yet
they could now be undone because of
one industry complaint to OIRA. At the
very least, agencies must evaluate these
“recommendations,” even if they have
already identified other priorities. In the
process, scarce resources are diverted from
serving the broad health and safety interests
of all Americans to addressing the narrow
concerns of special interests.

In February 2004, this service to
special interests was made even more
explicit. Graham specifically solicited
recommendations for regulatory revisions that
would reduce costs on the U.S. manufacturing
sector,%® which accounts for much of the
country’s pollution as well as workplace
deaths and injuries. The health and safety
benefits delivered to the public were all but
ignored; for Graham and the administration,
industry concerns come first.




