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RESPONSE

Comment on In Defense of Regulatory Peer Review

by Rick E. Melberth and Gary D. Bass

In their article, In Defense of Regulatory Peer Review,'
J.B. Ruhl and James Salzman have made a valuable con-
tribution to the politically charged debate over regulatory
peer review. Their proposal for a mechanism to provide em-
pirical data about whether agencies would benefit from peer
review helps lift the debate from the realm of arguing over
“sound science.” They correctly identify the need for infor-
mation collection to determine the scope of the problem
before proposing the notion that regulatory peer review is
the solution.

It hardly seems controversial to suggest that research
used for regulatory decisionmaking be peer-reviewed, but
the devil is always in the details. For 25 years, the nonprofit
organization OMB Watch has tracked and documented in-
creasingly prescriptive executive branch policies over
agency regulatory decisions.? These policies have
marginalized and/or reduced the importance of science (and
social considerations) in agency decisionmaking in favor of
economic considerations, culminating in today’s open at-
tacks on science: disputing and falsifying scientific evi-
dence; introducing scientific “uncertainty” as justification
for avoiding or delaying rulemakings; delaying or suppress-
ing scientific findings; and censoring and intimidating gov-
ernment scientists.’

This environment has increased our skepticism about the
value of using tools like peer review, at least as it has been
imposed on agencies through the Office of Management and
Budget’s (OMB?’s) Final Information Quality Bulletin for
Peer Review.* The authors of In Defense of Regulatory Peer
Review describe the academic environment in which this de-
bate about regulatory peer review currently takes place. We
have to see this debate in the political context of the great in-
fluence exerted by OMB’s Office of Information and Regu-
latory Affairs (OIRA) over what information is even allow-
able in the regulatory decisionmaking process and how that
information is developed and analyzed.

To their credit, the authors have thought hard about how
to remove peer review from this unwinnable debate over
sound science. They propose using it as a diagnostic tool be-
cause “[n]either advocates nor critics of regulatory peer re-
view can intelligently assess the merits of requiring it . . .
without first having a clear sense of whether none, a few, or
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many of these decisions would benefit from peer review.”
We could not agree more, because the costs both to agencies
in terms of resources, and to the public in terms of potential
improvements in health and safety, of unnecessary peer re-
view processes can be steep.

The authors base much of their analysis on first-hand ex-
perience with the Klamath Committee, a peer review pro-
cess established by the National Research Council (NRC) to
review the decision to close the floodgates of an irrigation
ditch in Oregon in order to protect endangered fish. The
Klamath Committee work was reportedly the basis for
changing the government’s decision on the floodgates, but
the authors note that regulatory action may still be justified,
even when the science is not conclusive. “The Klamath
Committee, it is worth noting, never condemned the federal
government’s decision to close the floodgates, acknowledg-
ing that the decision may or may not have been justified on
policy grounds. It just was not justified on scientific grounds
alone.”® One can think of many examples where science
might not justify taking action, but the public demands ac-
tion. Think of the many actions the federal government took
with respect to anthrax right after 9/11.

Yet the reverse is not true: when science conclusively
shows a need for regulation, government, at least under the
Bush Administration, has been prone to ignore the evi-
dence. For example, two congressionally funded National
Academy of Science reports supported links between cer-
tain workplace risk factors and recognized injuries.” How-
ever, the Bush Administration took action to kill ergonomic
regulations, ignoring studies and peer review by a preemi-
nent research body. Thus, it appears science can be ignored
on policy grounds. This adds to our skepticism about the
utility of peer review in a highly politicized environment.

The “in defense” portion of the authors’ argument is that
peer review is the right tool to use to analyze how science is
incorporated into agency decisionmaking and whether that
science leads directly to the decisions made. They cite the
generally accepted notion that peer review “is common-
place, indeed, fundamental, to the practice of science. It is
the gold standard for determining publication and general
acceptance of scientific research.”

We urge three cautions to accepting peer review. First, as
Prof. David Michaels points out, the widespread acceptance
of peer review for editorial purposes is only a mid-20th cen-
tury phenomenon, and there is not a single, predominant
model accepted for use.’ Although used since the 18th cen-
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tury, prepublication review was long the exception, not the
rule, in publishing scientific articles.

Peer review procedures used to consider financial sup-
port for scientific research developed prior to its use in pub-
lishing and developed independently. Thus, the two arenas
where peer review is widely accepted do not share common
approaches and models to provide a road map for its use in
regulatory peer review.

In addition, Professor Michaels notes that within editorial
peer review, there are limitations to its effectiveness. “Per-
haps the most widely recognized failing of peer review is its
inability to ensure the identification of high-quality
work.”!% Professor Michaels cites two studies in which peer
review processes used by medical journals were systemati-
cally studied. The conclusions were that editors did not
know how to measure peer review effects or processes, and
that peer review is a “largely untested” tool.!!

The second caution revolves around the possibility of al-
ternatives to peer review. The authors acknowledge that le-
gal scholars generally oppose the use of regulatory peer re-
view, but Ruhl and Salzman argue for it based on its use by
the Klamath Committee in its review of agency decisions
under the Endangered Species Act (ESA). We would like
to see scientific, policy, and legal scholars’ work on ad-
vancing alternatives like judicial review, policy evalua-
tion, increased public participation, and the impacts of
greater transparency in the decisionmaking process.
Would full disclosure of the information in the rulemaking
record created by agencies assist in understanding better
how scientific (and social and economic) information is
used? Would this disclosure, in turn, help answer the ques-
tion of whether agency conclusions are based on the scien-
tific evidence?

Ruhl and Salzman offer survey research to demonstrate
the “perception that regulatory peer review is the answer to
agency misuse of science . . . .”!? The results more accu-
rately suggest that many are unhappy with the regulatory
process and are looking “on faith” for any answer to im-
prove the process. It would have been interesting to ask the
participants about competing approaches to peer review for
improving agency decisionmaking such as the items we
suggest above.

Third, we are very cautious about extending ideas that
may work in one program area or agency and applying it
across government. This one-size-fits-all approach simply
does not work in our government; it is too vast and diversi-
fied. Additionally, we think decisions of this magnitude
about the regulatory process should be considered in public
fora by Congress and, if needed, enacted into law. As the au-
thors note: “[P]eer review . . . is neither mandated by most
environmental laws nor required through the default admin-
istrative law doctrines of the APA.”'* Changes made by ex-
ecutive branch actors, such as OMB, could intrude upon ex-
isting laws agencies must follow or even subordinate power
granted to the agencies by Congress.

These cautions notwithstanding, the authors’ proposal of
apeer review mechanism, if conducted independently of the
politics of the current regulatory environment, may help
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document the use of science in agency decisionmaking. The
authors set out the benefits they would expect from applying
their peer review mechanism to a selection of agency deci-
sions. Most important among them is the diagnostic func-
tion that may provide empirical data about how many
agency decisions could benefit from peer review. As the au-
thors state: “The greatest benefit of peer review may lie in
providing empirical data on the scope of the problem that
can then tell us whether broader or reduced use of peer re-
view is warranted.”!* Perhaps the authors’ goal would be
better served by a pilot program to test the value of peer re-
view as opposed to their broader proposal.

The proposed mechanism is for a randomized peer re-
view, conducted by the NRC with three stages. The first
stage would involve identifying classes of regulatory deci-
sions “that would likely benefit from peer review,” i.e.,
those relying most heavily on scientific data and applying
scientific judgment.'> Prominent examples of these types of
decisions are those required under the ESA but would also
include the “types of agency decisions [throughout govern-
ment] that rely on scientific data and scientific judg
ments.”'® From this class of decisions, 1 or 2% of the deci-
sions would be randomly selected for review initially.

Second, the decisions selected would be reviewed by
three anonymous experts from NRC standing committees.
The experts “would be asked to evaluate the agency’s proto-
col for identifying relevant scientific data and research,” the
rationale for selecting the data, and its interpretation of the
science.!” Although not intended to be a de novo review, the
experts could request to review research reports relied on
by the agency. The reviews would be completed in 90 days
or less.

As the authors note: “The quality of the reviewers is cen-
tral to any peer review.”'® Yet the authors give scant atten-
tion to this issue in their proposal. We believe the NRC
would resist political manipulation. However, the pool of
experts to conduct peer reviews is often very limited—and
those most skilled and represented in peer review panels
too often have ties to regulated interests. Disclosure of
these connections is important but not an answer. More-
over, the authors’ decision to exclude the application of the
Federal Advisory Committee Act, which may be appropri-
ate, means there is no requirement to ensure that the com-
mittee is balanced.

Third, the results of the review would be released pub-
licly and to the agency “prior to the conclusion of any public
notice-and-comment procedures applicable to the underly-
ing decision.”!® Every two years, these peer reviews would
be reviewed to determine if the agency’s use of science justi-
fies extending regulatory peer review within the agency.

Although we are advocates for government openness,
we have modest concerns about this transparency aspect.
Oftentimes, the utility of peer review is in its anonymous
nature. Hence, every effort must be taken to ensure ano-
nymity, because a reviewer may work with the researcher
in other capacities.
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In its 2000 publication, Strengthening Science at the U.S.
Environmental Protection Agency: Research-Management
and Peer-Review Practices, NRC recommended that the
U.S. Environmental Protection Agency’s (EPA’s) Science
Policy Council use a similar randomized approach to review
those work products already peer-reviewed.?® In addition,
however, it encouraged the review to include “the responses
to review, and the cost, quality, timeliness, and impact of the
review.”?! Tracking these variables through the authors’
peer review process would add even more potentially valu-
able information.

The authors point out, correctly we think, that this ap-
proach may have the advantages of removing peer review
from both agency and OMB influence and not being as
costly as more widespread applications of peer review
within or across agencies. Furthermore, it may have the ef-
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fect of making science-based agencies more careful about
their uses of science in regulatory decisionmaking.

Its most valuable contribution, however, is that there
would be data about how agencies apply scientific informa-
tion, thus providing at least some evidence in the debate about
scientific integrity in agency rulemaking. Focusing on the
question of “how many Klamaths” is a valuable first step.

With this data in hand from independent reviews, it might
be possible to support or refute some of the political impacts
and biases the authors argue exist from their institutional
theory framework. We have to leave it to the environmental,
public health, and workplace safety experts to determine if
this approach is as applicable to other scientific decisions
mandated legislatively as it appears itis to ESA decisions.

Extending this randomized peer review approach across
agencies will likely result in very different findings about
how science is used in agencies with vastly different mis-
sions, programs, and research priorities. If so, those findings
can be very useful in dispelling the notion that a one-size-
fits-all approach to regulatory peer review and to the inte-
gration of scientific information in agency regulatory
decisionmaking is appropriate or feasible.



