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Rescuing Science from Politics debuts chapters by the nation’s leading aca-
demics in law, science, and philosophy, who explore the ways that special
interests can abuse the law to intrude on the way that scientists conduct
rescarch. The high stakes and adversarial features of regulation create the
worst possible climate for the production and use of honest science, espe-
cially by those who will ultimately bear the cost of the resulting regulatory
standards. Yet the academic or popular literature has paid scant attention
to efforts by dominant interest groups to distort the available science in
support of their positions. The book begins by establishing what should
be noncontroversial principles of good scientific practice. These principles
serve as the benchmark against which each chapter’s author explains how
science is misused in specific regulatory settings and isolates problems in
the integration of science by the regulatory process.
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Prologue

Donald Kennedy*

These are difficult times for science in the zone where it converges with
public policy. Of course it should not be expected that peer-reviewed sci-
ence, even carefully done, will be a commanding presence in policy dis-
cussions, even where scientific issues are prominent. Other matters, like
the relationship between costs and benefits of a project or distributive jus-
tice implications, may be more decisive, for perfectly good reasons. But
science has been playing a critically important role in several areas that
have become important exercises of government responsibility, including,
but not limited to, environmental quality regulations, litigation over dam-
ages associated with the external costs of private activity (“toxic torts”), and
the legal responsibility of manufacturers for product harms. What has hap-
pened, in this more political contemporary environment, to science and
the people who practice it? That is the subject of this book. In this prologue,
[ hope to provide a quick overview of some features of the new terrain. In
later chapters, others will deliver a much closer and more scholarly look at
them.

In the mid-1970s — a few years after the first volley of laws protecting
environmental quality — there was little public skepticism about, and only
limited political pressure against, the role of science in regulation under
these statutes, or its influence in legal proceedings about product harms.
When I became commissioner of the Food and Drug Administration early
in 1977, the Medical Devices Amendments were only a year old, and we
were just trying to figure out how to implement them. Our only model
was the approval process for new drugs —a much older part of the law, and

* Editor-in-chief, Science
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one about which there were chronic complaints from both left and right.
Was it too fast, exposing Americans to unsuspected hazards, or too slow,
robbing them of potentially useful therapies? That debate is alive and well
and scheduled for a long run. After all, there is no normative standard by
which we may judge whether the cost of foregone innovation is perfectly
balanced against the cost of iatrogenic illness. Points of optimum social
utility are notoriously hard to identify. But the science used by the agency,
and the role of science in the other contexts I have mentioned, generally
enjoyed respect in those years.

My impression is that things are quite different now, and the difficulties
analyzed in the succeeding chapters afford a rich sketch of the current
environment. | suggest that the change is the result of a major policy
shift — one that began before the Bush Administration took office but was
extended and made more forceful by policies advocated during both of the
last two presidential election campaigns and made explicit by legislative
and administrative actions since. The overarching theme has been that
government is too large and complex and that the effect of its combination
of size and regulatory mission unnecessarily disrupts the efhcient operation
of a market economy. President George W. Bush in his election campaigns
repeatedly called attention to the size of the federal bureaucracy. He has not
set specific goals for its reduction in force, and indeed has achieved none.
But the call is still heard from more colorful Republican Party conservatives
such as Grover Norquist, who says that he hopes for a government that he
can “take into his bathroom and drown in the tub.”

Thus, to the extent that science still plays an important role in most
regulatory decisions, its role has become more suspect by those who find
regulations burdensome or of questionable legitimacy. The challenges to
science do notall come from the right; members of consumer organizations
and others have often charged science establishments with paying too little
attention to legitimate representatives of the public — “stakeholders” in
the current patois. But the strongest current challenge comes from a quite
different quarter. It probably evolved from the Republican congressional
sweep in 1994, when Representative Newt Gingrich and his newly elected
allies promised a radical deconstruction of environmental regulation. They
discovered thatthe American public actually liked the environmental rules,
and that campaign largely failed. But it left behind a Republican majority
and antiregulatory embers that could be fanned into flames by the interest of
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President Bush and his cabinet in redistributing power in the agencies and
in the courts. A particular objective was the challenge to scientific findings
as dispositive, or even influential, in determinations about regulation or
product harm.

One early theme fits under the heading of “tort reform.” Administration
spokespersons regularly point to the health care costs associated with med-
ical malpractice litigation, taking advantage of public skepticism about
lawyers. They have also emphasized the charge that plaintiffs’ attorneys
regularly introduce “junk science” in support of malpractice or product
liability claims. Of course, there is some truth here: Some expert witnesses
have offered questionable scientific conclusions in support of plaintiffs,
and that has led to the series of three Supreme Court decisions regarding
the admissibility of expert testimony in jury trials. The so-called “Daubert
trilogy” (Daubert, Kumho Tire, and Joiner, all discussed in much greater
detail in Chapters 1 and 6) has had a lingering effect on product liability
litigation. In the view of most observers, the “Daubert criteria” for permit-
ting expert testimony have made it more difficult for scientists to present
evidence, adding up to some degree of bias in favor of defendants.

The Daubert principle, however, has invaded other provinces of the law
only to a very limited extent. In criminal courts, it has almost never been
applied to challenge the “expert” testimony of police or other government
experts (medical examiners, fingerprint experts, and the like) despite a
general sense among scientists that forensic data are very open to question.
Nor have Daubert challenges been characteristic of administrative law
procedures in the regulatory arena. But this is not a time for confidence
that the latter, in particular, may be just over the horizon.

Developments in the legislative arena have also broadened the zone for
attacks on science. In fulfilling its responsibility under the Clean Air Act to
use scientific data in establishing National Ambient Air Quality Standards,
the Environmental Protection Agency cited a study done by researchers at
the Harvard School of Public Health on the effect of small (PM 2.5) particles
in the airsheds of several cities. It was cited in the proposed regulation, but
a late-night Senate amendment opened the primary data in the study to
examination by other interested parties. The “Shelby Amendment,” more
formally called the Data Access Act, made federally supported research
project data eligible for public access through the Freedom of Information
Act. In issuing governing regulations under the statute as required, the

© Cambridge University Press www.cambridge.org



http://www.cambridge.org/0521540097
http://www.cambridge.org
http://www.cambridge.org

Cambridge University Press

0521540097 - Rescuing Science from Politics: Regulation and the Distortion of Scientific
Research

Edited by Wendy Wagner and Rena Steinzor

Frontmatter

More information

xxii Donald Kennedy

Office of Management and Budget limited the scope to scientific findings
used in regulatory actions that had significant policy or economic impacts.

But the amendment widened a zone that industry had already opened
through discovery proceedings in litigation. For example, well before the
Shelby Amendment, Professor Herbert Needleman’s studies on the effect
of lead toxicity on intellectual development in children had been made the
subject of a lawsuit by the lead industry. In the course of discovery, “expert
witnesses” for the industry had obtained Needleman’s research records.
They developed a basis for a charge of research misconduct, which went
to the Office of Research Integrity at the National Institutes of Health
(NIH), the funder of Needleman’s work. Needleman’s campus at the time
was the University of Pittsburgh, perhaps not an ideal venue for someone
contesting with the heavy metals industry. When the university was asked
to investigate, the process was prolonged until a faculty body arranged for
a session in which Needleman and his attorneys were able to confront the
claimants and cross-examine them. The charge was found baseless, but the
matter died, leaving some damaged confidence behind it.

That incident and others have made many scientists worry that more
recent actions will open their work to reinterpretation and to whatever
revision critics want to make in the findings. The worry has been exac-
erbated by recent regulatory developments, as well as by new events in
an area where the science has become especially political. The Shelby
Amendment was followed by another statutory initiative, the Data Quality
Act — sometimes referred to as “son of Shelby.” Regulations under this
statute permit petitioners to challenge the quality of science proffered by
the government to educate consumers or to support other actions. This new
zone of challenge has produced challenges to agencies and to the science
on which they have based advice to the public — for example, on salt con-
sumption. But there have also been challenges to the scientists themselves,
including demands for underlying data.

Perhaps the most recent and most alarming development has come from
congressional friends of those with particular economic and political inter-
ests. A well-organized opposition to the scientific consensus on global cli-
mate change has produced little original science of its own, but it has
campaigned successfully to obtain primary data from scientists whose find-
ings have supported global warming. As a journal editor, I sometimes get
reasonable requests from a scientist-reader for reagents, materials, or data
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in a paper we have published. That’s a strong scientific tradition, and it is
our policy to support it. Recently, however, the requests for data from cli-
mate scientists have taken on a pattern that borders on harassment. Worse
still, Representative Joe Barton (R-TX), chair of the House Committee
on Energy and Commerce, sent a series of demand letters to prominent
climate scientists, asking for detailed accounts of methodology and data
analysis. These inquiries came only to scientists whose work supported the
involvement of greenhouse gas emissions in recent global warming. The
chair of the House Science Committee, Representative Sherwood Boehlert
(R-NY), objected to this harassment on jurisdictional grounds, but Barton
has not given it up.

How does all this add up? You will have to draw your own conclusions
after exploring what follows. But I know what many of my fellow scientists
are saying to one another, because Science has a news page that receives
a lot of submissions from researchers, and my colleagues and I talk to
them often. Many are wary of work that may find use in some regulatory
proceeding. They wonder whether the data underlying their findings may
be subject to examination and reinterpretation, perhaps with some “spin”
supplied by the revisionists. They know that charges of research misconduct
could arise from hostile access to their scientific work. They know they are
vulnerable to personal attack from those whose interests may be adversely
affected by the product of their research.

In some ways, there has never been a better time for science. Itis exciting,
and the fact that it is subject to political attention means that it matters —
more than ever. But though it is a good time for science, it is a perilous
time for scientists.
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