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Lessons from the EU’s REACH Program

Adam Abelkop* John D. Graham™* and Lois R. Wise***

In the casual political rhetoric about environmental
regulation, it is often claimed that the U.S. govern-
ment regulates on the basis of risk while the Euro-
pean Union (or EU member states) regulates on the
basis of hazard. The implication is that the U.S. gov-
ernment relies on a more rigorous, scientific process
of assessment than does the EU, which allegedly
helps explain why the EU is more pro-regulation
than is the United States.

An alternative view, advanced originally by the
late Professor Aaron Wildavsky of the University of
California-Berkeley and amplified in a recent book
by Professor Jonathan Wiener of Duke University,
and colleagues, is that societies engage in a process
of “risk selection.”! What worries some societies does
not worry others. As Professor Wiener and colleagues
have illustrated through empirical analysis of a wide
range of hazards affecting both sides of the Atlantic,
the United States is more pro-regulatory than Europe
in some arenas (e.g., tobacco and diesel engine ex-
haust) while Europe is more pro-regulatory in other
arenas (e.g., genetically modified foods, chemicals,
and global climate change).

Is it true that Europeans are more averse to haz-
ardous industrial chemicals than Americans? Profes-
sor Lofstedt seems to think so, and there is consid-
erable evidence to support his view. In addition to
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the two in-depth case studies (Bisphenol A and Deca
BDE) in Professor Lofstedt’s article,® one can point to
the fact that the United States has not changed its ba-
sic approach to chemical regulation — the Toxic Sub-
stances Control Act — since 1976, while the European
Union enacted an ambitious regulatory program for
industrial chemicals in 2006 called REACH: Regis-
tration, Evaluation, Authorization and Restriction of
Chemicals.

At TU-SPEA, we are currently engaged in an as-
sessment of the first five years of REACH implemen-
tation, recognizing that REACH will not be fully im-
plemented until 2020 (or later) and that it is far too
early to attempt a formal benefit-cost evaluation of
the REACH initiative. Our purpose is to determine
whether there are any valuable lessons that can be
gleaned from the early experience with REACH im-
plementation, as the United States begins to consider
modernization of its chemicals regulatory program.

In the course of examining the REACH program,
we have considered the design of the legislation as
well as some of the initial guidance documents that
have been issued to guide the implementation pro-
cess.® Based on this initial inquiry, we have already
come to a preliminary conclusion that is quite rel-
evant to Professor Lofstedt’s thesis: the REACH pro-
gram was influenced by a combination of hazard-
based and risk-based thinking.

From the hazard perspective, one can point to the
fact that REACH requires all chemical manufactur-
ers (in collaboration with processors, distributors,
and users) to report standardized information on in-
dustrial chemicals to the new European Chemicals
Agency (ECHA — Helsinki, Finland). The official reg-
istration dossier must include adequate information
on the intrinsic properties of each chemical sold in
the EU.* Those intrinsic properties include a compre-
hensive toxicological profile of the chemical, such as
information about the substance’s acute and chronic
toxicity, flammability, persistence, and the chemical’s
potential to bio-accumulate in the environment. For
industrial chemicals with certain undesirable proper-
ties (e.g., carcinogenicity, reproductive toxicity, and
tendency to persist and/or bio-accumulate in the en-
vironment), REACH contains an accelerated process
of authorization review that includes a regulatory
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push for safer substitutes.” And, the REACH process
of setting priorities for authorization has a strong
hazard orientation, since the intrinsic properties of
chemicals play a key role in determining whether a
chemical makes it on to ECHA’s “candidate list” for
consideration and the final “priority list” for authori-
zation. The restrictions process under REACH also
appears to have a hazard-based orientation; but it is
not really new, as REACH simply carried forward
restriction authority that was previously authorized
under other EU legislation.

It would, however, be a mistake to assume that
REACH is based only on hazard-based thinking. In-
deed, our review of the legislation and the associated
guidance documents reveals that risk-based thinking
enters at several critical phases of the program. For
starters, the dossier for each chemical also includes
information on exposure scenarios for each end use
of the chemical, including an assessment of whether
the extent of exposure, given information on toxicity,
is compatible with established standards of safety. In
other words, the dossiers include risk assessments.
If REACH had been based solely on hazard-based
thinking, there would have been no need for the dos-
siers to include information on end uses, exposure
scenarios, and safety determinations. Moreover, even
for chemicals with worrisome intrinsic properties,
commercial sale is permitted as long as exposures are
“adequately controlled”, a socio-economic analysis
demonstrates that the benefits of use justify any re-
sidual risks,® and if effort is underway to invent safer
substitutes. All of three of those criteria are risk man-
agement constructs. Finally, it should be noted that
the EU is an amalgam of nationalities, some more

risk averse than others. It therefore makes sense that
REACH, which incorporates both hazard and risk-
based thinking, is a product of a multi-national gov-
ernance body like the EU.

What seems to be distinctive about REACH is
not a preference for hazard-based thinking over risk-
based thinking, but a shift in the technical burden
of proving safety from the government to the in-
dustry. Since much of the expertise about chemical
properties, uses, exposures, and substitutes is in the
industry, such a shift in the burden of proof is quite
understandable.

We recognize that the actual process of REACH
implementation is likely to be quite complex, draw-
ing on participation by the chemical industry, NGOs,
ECHA, the European Commission, and the member
States of the EU. The European Court of Justice may
also be called on to resolve inevitable disputes. Over
time, it is possible that the hazard-based aspects of
REACH will become more (or less) influential than
the risk-based aspects than appears to be the case
based on the design of the legislation and the related
guidance documents. But as matters stand today, we
see REACH as a program that is designed to regulate
chemicals based on a combination of intrinsic hazard
and assessment of risk.
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