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STATUS: Legislation under review; com-
ment period closed July 10.

The European Commission recently
drafted legislation for a new Euro-
pean chemicals policy governing the
manufacture and import of chemi-
cals in the European Union. The
commission hopes to make the legis-
lation law by 2005.

The proposed legislation, based on
a 2001 European Commission white
paper, calls for the establishment of a
testing and registration process for
30,000 new and existing chemicals on
the market. The, program, called
REACH (Registration, Evaluation and
Authorization of Chemicals), is
intended to protect human health and
the environment from the toxic effects
of chemicals while strengthening the
competitive position of the EU’s chem-
ical industry. It is unlikely to achieve its
aims, however.

To start with, the costs are stagger-
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ing. Testing 30,000 sub-

stances over 11 years will
- cost $2.4 billion by the
EU’s own estimates; oth-
ers put the figure as high
s of as $8 billion. The high
fixed costs of obtaining
government approvals
will likely drive small and
medium-sized manufac-
turers out of business.
Because the returns to
innovation will be
reduced, chemical com-
panies that weather the
initial costs will cut back
on research and develop-
ment, denying the public
of benefits from new
chemicals technology.

Based on the Precautionary Princi-
ple, REACH switches the burden of
proof. Instead of the government hav-
ing to show a given substance poses a
risk, the manufacturer must prove it is
safe. In the absence of scientific proof,
the substance may be banned.

This approach is a rejection of sci-
entific risk assessment. Risk assess-
ment estimates and characterizes risk,
specifying the probability of certain
outcomes. The Precautionary Principle
does not assess risk, but assumes haz-
ard where evidence is lacking. (See
“The Paralyzing Principle,” by Cass
Sunstein, Winter 2002.) The result is a
confusion of real and assumed risk,
making it impossible for the risk man-
ager to weigh the merits of alternative
decisions and implement the policy
that maximizes benefits to the public.

The EU does not need to base its
chemicals policy on a bad idea; it is
possible to establish a testing frame-
work for chemicals without using the
Precautionary Principle. Chemical

testing and risk assessment can be
made the responsibility of industry
and not government authorities with-
out rejecting the principles of scientif-
ic risk assessment. Regardless of who
conducts the risk assessment, the
objective should be to elicit an accu-
rate and unbiased estimate of risk.
Neither an “innocent until proven
guilty” rule nor a “guilty until proven
innocent” rule will advance that
objective.

STATUS: EPA examining options.

In this proposal, the Environmental
Protection Agency requests comment
on alternative approaches to imple-
menting the 8-hour national ambient
air quality standard (NAAQS) for
ozone that it promulgated amid con-
troversy in 1997. At that time, EPA’s
analysis recognized that the standard
would impose costs on Americans far
in excess of the value of any health
benefits achieved. Other reviewers,
including scholars at the Mercatus
Center, showed that even without
considering the costs of the standard,
the negative health effects of reducing
ozone would outweigh the positive
health effects.

Despite those concerns, the agency
overcame a series of legal challenges to
the standard, and is now preparing to
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develop regulations to guide states in
implementing it. Though net costs are
inevitable under the standard, EPA can
take steps to minimize those costs.
Comments to EPA by Mercatus adjunct
scholar Joel Schwartz argue that
because already-adopted federal
requirements will eliminate the vast
majority of remaining ozone precur-
sor emissions during the next 20 years
or so, the details of how non-attain-
ment areas are classified and treated
under the 8-hour NAAQS rule will
have at most a modest effect on future
emission reductions. (See Schwartz’s
“Clearing the Air,” Summer 2003.)
However, the option EPA selects could
have significant impacts on the costs
of achieving emission reductions.
Thus, the agency should seek to maxi-
mize the flexibility non-attainment
areas have in developing and imple-
menting state implementation plans to
attain the standard. Optimal ozone
control strategies will vary from place
to place, and EPA should allow states
the time and flexibility to find the
appropriate strategy.

In many cases, states may find EPA’s
current focus on large, near-term
nitrogen oxide (NOx) reductions is
likely to worsen ozone air quality or
slow progress in meeting standards.
Recent ozone research suggests that
under conditions found in many parts
of the country, NOx reductions will
actually increase ozone concentra-
tions, at least for the next decade or so.
Reduction in volatile organic com-
pounds (VOC), on the other hand,
appears to be somewhat effective in
reducing ozone in many places, and
very effective in some populous urban
areas. The state of the science suggests
that in the near-term, a focus on vOC
and carbon reductions entails lower
risks and higher returns than NOx
reductions.

In addition, EPA should develop
realistic emission inventories — cur-
rent inventories greatly underestimate
the fraction of all VOC emissions com-
ing from automobiles, for example —
and require states to do the same.
Known errors in current inventories
continue to misdirect emission reduc-
tion efforts. In particular, too little

focus has been placed on the potential
for rapid, substantial vOC reductions
from the in-use automobile fleet.
About half of tailpipe VOC emissions
come from the worst five percent of
vehicles. Remote sensing-targeted
repair or voluntary scrappage of those
vehicles could achieve substantial,
rapid, and relatively inexpensive VOC
reductions.

STATUS: FDA comment period
closed May 19.

The Food and Drug Administration is
concerned that some consumers mis-
takenly believe it currently regulates
manufacturing practices for dietary
ingredients and supplements. It is also
concerned that other consumers who
understand the FDA does not regulate
this area wish it would. As a result, it is
proposing to implement “current good
manufacturing practice” regulations to
require firms involved in the manufac-
turing, packaging, or holding of any
dietary ingredient or supplement to
ensure that such products are not
adulterated or misbranded.

The FDA attempts to justify the
proposed rules with surveys that show
a large portion of dietary supplement
users do not believe the products are
safe. However, there appears to be a
disconnect between what consumers
say and do; if dietary supplement users
really do believe the products are
unsafe, one wonders why they use the
supplements. Instead of examining the
puzzle, the FDA proposal simply spins
the results to provide pretext for the
increase in regulation.

The FDA suggests that federal regu-
lations are necessary to provide a com-
mon standard for manufacturing prac-
tices, reduce adverse outcomes
resulting from adulterated supple-
ments, lower search costs because of
imperfect information about the quali-
ty of manufacturing practices, and
lower variance in product quality.

According to FDA estimates, the
expected benefits are twice as large as
the costs associated with the proposal.
However, the administration’s benefit-

cost analysis does not adequately
examine alternatives to federal regula-
tion such as private initiatives or state
and local regulation.

While acknowledging the existence
of third-party evaluation and certifica-
tion of dietary ingredients and supple-
ments, the FDA’s proposal does not
appreciate that this could address its
concerns. Without any analysis of the
potential benefits of private certifica-
tion, the FDA’s benefit-cost analysis
supporting federal regulation is, at
best, incomplete. If consumers actually
do harbor significant fear about the
safety of dietary products, there are
probably sufficient private incentives
for firms to submit their products for
independent analysis and certification.
A rigorous analysis would compare
the FDA scheme with a private third-
party system, favoring whichever
regime maximized consumer welfare.

The FDA also expresses concerns
that state and local regulators will bias
their procedures in favor of local pro-
ducers to the detriment of consumers
and out-of-state manufacturers. How-
ever, such practices surely would not
pass court scrutiny under the Com-
merce Clause of the U.S. Constitution.
While the FDA is correct in asserting
that it has the authority to regulate
those markets, its claim that lower-
level oversight would lead to protec-
tionist activities on the part of state
authorities is simply disingenuous in
the face of settled case law. R|
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