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 ' REACH '  :   BETTER REGULATION FOR EUROPE    ? 

Jacques PELKMANS

Presentation for the Hearing of the European Parliament on REACH,  19 January 2005 
(revised / corrected)

1.   I regard it as a privilege to be able to give a statement in this Hearing and I thank Messrs. 
Whitehead, Chichester and Florenz, MEPs and chairpersons of the respective Committees 
involved, for the invitation. 

2.   REACH  is no doubt the critical testcase of whether the Union is capable of giving itself 
"better regulation". Only regulate where unavoidable and justified by important and 
identifiable public interest reasons, and under strict proportionality, directly related to well-
defined objectives. In such a way the ( public) "benefits"  will justify and legitimate 
regulation , and what subsequently remains to be done carefully is  to find alternative options 
to minimize the costs, tangible or intangible. 

3.   Since 2003 the EU institutions are wedded to "regulatory impact assessment"  to support 
these splendid intentions on better regulation. This is to be applauded. However, regulatory 
impact assessment ( = RIA)  makes sense only in a political environment where decision-
makers  are genuinely interested in "better regulation" , hence accept the logic and context of 
what it takes to accomplish good rather than bad regulation. If this condition is fulfilled, 
clearly, RIAs are good news because they could be a tremendous help for MEPs, the Council 
and , indeed, opinion leaders and the wider public.  

4.   With "REACH" , however,  the process has shown lamentable imperfections and 
mistakes. The upshot is that it has not helped MEPs.

In fairness, MEPs can be held politically accountable for what they (co-) legislate, only if and 
when the RIA process and context is appropriate. They should judge and perhaps amend the 
ambitions of the  health and environmental as well as competitiveness benefits of the new 
chemicals regulation, express their political preference on the inevitable trade-offs always 
present in such broad legislative packages – especially but not solely in terms of  dynamic 
efficiency for the chemical industry and downstream activities - and assess what costs, for 
society first of all and possibly more specifically for industry or selected countries, are 
tolerable or not. With good RIAs, decision-makers can  be held accountable because the 
benefits , costs  and trade-offs should be expected to have been  set out clearly , and perhaps 
to some extent even quantitatively , in the RIA in an analytically respectable manner. 
Admittedly, this will never be without some problems, grey zones of uncertainty or degrees of 
reasonable differentiation because of the inherent difficulties of making an RIA. Still, it would 
be the best possible , based on rigorously defined methodology, and within  the framework of 
the 'guidelines' (which are quite systematic). A proper RIA would truly shift the political 
responsibility to the decision-makers where it belongs. And in most cases it would be 
reasonable to expect that decision-makers would follow the course of a better balance 
between identifiable benefits  and ( now more explicit) costs for the European society at large.  
Better EU regulation would result.   



5.   For "REACH" much of what it takes to provide MEPs with the information for a careful 
political decision to legislate  has been breached. One might shrug one's shoulders and point 
out that such a major piece of legislation inevitably will prompt political turmoil, and 
"Brussels" is long used to that.  But this is entirely besides the point. If that were the 
prevailing mood , there would be no need for and no sense in the setting up of quite involving 
RIA procedures   and the very considerable work, analysis, consultation  and refinements they 
imply. The EU could proceed as in the old days : ad-hoc-ery, ideology, party lines, lobbying 
influence and power politics, perhaps even horse-trading and cost-raising compromises  
would be decisive.  Bad regulation would often be the result but, in fact, we would not even 
know how "good"or "bad" our regulation would actually be. 

6.  Let me go into the main defects of what happened. I shall discuss three problems with the 
RIA process and a few minor issues.

7.   Half a decade ago, everybody seemed to long for an overhaul of the EU's chemical 
regulation. That "consensus" was based on two objectives : a 'better'  pursuit of health and 
environmental protection against harmful substances and overcoming a number of 
inconsistencies, rigidities and faultlines in the existing regulation causing the chemical 
industry in Europe to suffer from too slow innovation and other problems of (e.g. cost) 
competitiveness.  The first and crucial flaw can be traced back to this 'consensus' :  a coalition 
of convenience has to be converted , sooner or later, into a precise definition of what these
objectives are and what they imply. Perhaps there are policy domains where one can paper 
over differences and , in so doing, keep up a 'consensus' , but in legislation of such a precise 
nature and of such a vast scope, this will inevitably lead to endless battles. And… it renders 
the proper execution of an RIA next to impossible.  After all, a RIA cannot handle unclear or 
purposefully ambiguous objectives. One, among several, reason(s) why the RIA process has 
failed to deliver in REACH is that the question of objectives, hence by definition the societal 
benefits of why the EU legislates in the first place, has not been resolved.

The notion that one wishes to test and 'know' (almost) every substance forms only one variant 
among many which could serve as an interpretation of the health & environmental objective. 
Moreover, the 11 years ( or more ?) of obtaining this knowledge can subsequently be used in 
several ways and with different degrees of stringency by the Agency and the Member States , 
and only the two stages together clarify what, exactly, the benefits are one is pursuing. A RIA 
is supposed to provide at least several variants of both stages and "guesstimates" of what 
these benefits amount to. Also the cost variations could then be brought in. Little or none of 
this has been done. The translation of the objectives into evaluation and authorisation ( and 
that determines the 'benefits' of this objective) is not available. Anyway,  only a single variant 
has been proposed  ( in May 2003)  and has subsequently been softened by exemptions, in 
October 2003. 

Moreover, the RIA speaks about no less than seven objectives. Not only is a regulatory 
regime pursuing seven objectives almost impossible to analyse in terms of effects ( 
attributable to measures & rules) but the RIA has uncritically adopted this heavy list. 
However, a closer look clarifies that the five 'objectives' other than health/environment  and 
competitiveness do not qualify as objectives : they are either constraints ( internal market ; 
WTO ) or specifications of the methods serving the two objectives ( non-animal testing ; 
international cooperation ; transparency). Is this academic fine-tuning ? Not at all ! It 



facilitates what ought to be the heart of the matter for the EP , in my view :   the focus on 
benefits in the public interests. 

8.   Better regulation is about what benefits Europe wants at what costs. Costs matter only in 
that context. The debate must be about a solid and enlightened assessment of a spectrum of 
benefits juxtaposed with the accompanying costs  of several variants of the regulation. The 
"benefits first" rule has been violated by practically all players. This is the second serious
flaw in the REACH process. It is to be expected that, even if business does enjoy some of the 
benefits of pursuing greater ambitions of health & environment, the industry has a strong 
inclination to fear steep cost increases. But by not putting the objectives and their meaning in 
terms of benefits first in research and the preparatory work [ but rather the methods, 
regulatory and technical issues as well as cost estimates via micro studies of testing costs and 
cost estimates in sectoral terms as well as downstream] , the process has been hijacked by the 
chemical and later the entire manufacturing industry. One can lament about the way in which 
European industry has done this [ more on this , below] but it is naieve and a little artificial to 
expect them not to emphasize these aspects so vital to competitiveness and entrepereneurship.

A correct RIA process should have invested deeply in trying to understand , perhaps 
"guesstimate", the benefits as much as possible,  preferably in relation to several variants of 
the proposed regulation. But even that cannot be sufficient as a help to MEPs. Systematically, 
one should attempt to compare such varying ambitions in terms of benefits with the benefits 
the EU gets ( or fails to get) out of the present system. Very late in the day, some work on the 
benefits has been done. The problems seem unsurmountable :  hazards are not always known ( 
but how much we don't know seems to be everybody's guess, and this matters because some 
recent studies "expect" the number of cancer cases to fall considerably – but , if this is 
somehow "known", caused by 'unknown'  carcogenic substances, the debate becomes truly 
nebulous), dose-response relationships are very often not known, exposures and hence risks 
little better ; as to the environment even less is "known", etc. etc. As a remedy, one falls back 
on extremely rough speculations of the decrease in diseases and deaths , with valuations in 
monetary terms ( technically, in terms of DALY or SVOL), yielding at least proxy figures 
which can be confronted with the 'costs' of REACH. 

I am not suggesting that this can be easily 'solved'.  But why change the current system, so 
consensually seen as no-good only five years ago, if one hasn't the slightest clue of what an 
overhaul is going to yield? Worse, why was it not possible to present several distinct variants
of attempting to improve/overhaul the old system in terms of benefits, why was all-or-nothing 
inevitably the only proposal, if the benefits were hardly considered seriously at first , and later 
in a very speculative fashion at best ? If it is somehow "known" that REACH might come up 
with a category of approximately 4000 'dangerous'  substances – suggested in some studies –
why could a variant zooming in on those suspected substances, combined with , say, 
"conditional grandfathering" of other existing substances, not be assessed in the RIA, not only 
and primarily as to costs but indeed motivated by the 'informed expectation' that practically 
all the benefits would be obtained in this way ! ?  The combination of conditional 
grandfathering – light registration plus testing only if and when the regulator has reasonable 
indications of a hazard – and liability might ensure that whatever society wishes to be 
protected against for those other existing substances  is part of effective policy making ; of 
course, this very suggestion is to be investigated in the RIA. 

9.   A similar approach could be applied to other aspects of REACH. [I shall not discuss the 
shift of the burden of proof to industry for new substances because this is acquis in several 



other risky domains]. The heated debates on 'innovation' have not systematically compared
the new with the old situation. Even with the burden of proof on the industry, the RIA should 
answer the question whether it is better in terms of dynamic efficiency to have the new system 
or the old one, with its proven and worrying drawbacks for the leadership of the EU chemical 
industry over time. But it should, in my view, systematically have distinguished this question 
for new substances only – innovation - and , as an alternative, for all substances. By the all-
or-nothing approach of REACH, the analysis on innovation is 'polluted'  by mixing up the two 
:  the short-run of 11 years  is bound to be dominated by the enormous efforts to register and 
test existing substances, and this is likely to impinge, to some degree at least , on the available 
R & D capacity or funds. But once one considers an option to concentrate on somehow 
'suspected existing substances' , a good deal of this objection falls away. Again, my point is 
not that I 'know' what option is to be favoured. Rather, the point is that a RIA ought to have 
analysed such an option for the decision-makers , if not for the Commission itself. Thus, it 
could well be that 'innovation' is indeed encouraged , or, at least not hindered anymore as it is 
the case today [ heavy procedures, time-to-market, etc.] for what matters, namely , new
substances. Practically everybody concerned with the competitiveness objective regards 
innovation as a crucial potential benefit and this should have been singled out explicitly in 
different options. 
Since there are two central objectives, this omission is part of the second flaw, be it this time 
with regard to the competitiveness objective. Perhaps, some results might emerge from the 
ongoing multi-stakeholder seminars where a very careful and detailed analysis is undertaken 
what exactly the determinants are of  market players' decisions to bring to the market or 
withdraw from the market certain substances, in a number of case studies. 

10.   A third major problem in the RIA process is the disrespect of proper and accepted
analytical quality necessary for a serious impact assessment. The Dutch presidency is to be 
complimented with the initiative to scrutinize 36 studies of REACH. It shows in a sober 
fashion that a cacophony of initiatives , very few of which feel disciplined by hard analytical 
requirements in the public interest, is best characterized as lobbying couched in the clothing 
of 'impact assessment' rather than as a genuine contribution to what MEPs ought to know 
before signing up to legislation.  The mild judgement one might cast on this experience is that 
RIAs are new 'in town' and that lobbying occurs anyway, with or without RIAs. Again, this is 
besides the point. Imagine that the standards of competition analysis , including merger 
control, would be set by such a cacophony of partial and undisciplined studies !! An RIA is up 
to greater analytical problems than competition analysis, and this is the more the case the 
more wide-ranging the scope of the draft regulation is. The RIA on pack sizes in the retail 
sector, for example,   was quite precise and focussed, the analysis based on accessible data 
and the information for MEPs fairly clear (just to mention a clear and limited case, in contrast 
to REACH).  

11.   Nevertheless, a harsher judgement is perhaps justified. Except when carefully fitting the 
overall efforts to produce a comprehensive RIA , partial RIAs are either useless or
counterproductive. Worse, there are degrees in being "partial" and some are more damaging 
than others :  emphasizing costs without benefits, not analysing in terms of alternative 
approaches, not sticking to the guidelines framework the Commssion has developed and 
'creating ' all kinds of problematic 'methodologies' ,  heavily basing oneself on interviews in 
the absence of 'hard' knowledge of the interviewees and without strictly controlling for 
"strategic answers", working without models ( even if working with models has its own 
headaches – it does clarify and discipline thinking a great deal) , etc. etc. 



In a short Note for the purpose of this Hearing it is neither possible nor necessary to elaborate 
on the many defects of a host of "quasi- RIAs " produced by many.  I do suggest, however, 
that MEPs, indeed all decision-makers,  are well-served by far greater discipline for quality, 
accepting what it takes to arrive at a solid RIA for the public interest. 

12.   Let me point out only three conspicuous problems of the RIA process, on top of what has 
already been pointed out above. First, the initial industry studies were not credible. This is 
most regrettable because it was clear that the consultants involved had profound knowledge of 
the chemical sector. Indeed, much was learned from some of the details of these studies. Yet, 
they seemed to have been drafted, not with the purpose of assessing the analytically 
possible/likely impact but with pure lobbying objectives in mind. Rather than suggesting a 
"hurricane scenario" as one of the studies did ( a use of words not befitting the analytical 
character of a RIA !) , these studies acted as a "nuclear scenario" to blast REACH off the 
table. Of course, one can have different views  about the effects but the discipline of a RIA
imposes the utilisation of respectable and verifiable methods for the information of a 
legislative decision. 
Second, many studies do not or only incidentally and very partially compare REACH with the 
current regulation and its benefits and costs. Also, the Commission does not systematically 
do that. This violates an elementary principle of RIAs. 
Third, there has been very scant thinking in terms of alternative ways to accomplish the 
objectives of REACH ( and these objectives themselves could have been scrutinized in terms 
of varying meanings and ambitions). What was done, sometimes and first of all by the 
Commission between May 2003 and October 2003, is to amend marginally the technical 
details of the REACH scope and procedures. This cost-based-thinking was useful but limited. 

13.   A final word on modelling. In highly focused and limited RIAs it is usually possible to 
estimate , within quite reasonable ranges of confidence,  the effects in terms of benefits and 
costs of alternative approaches to the regulation. For REACH that has proven not to be 
possible. There is no economic model of the chemical industry, let alone of the full picture of  
downstream activities ( the latter would probably require very detailed and time consuming 
input/output analysis).  The model by Canton & Allen, used by the Commission, was an 
ingenious attempt to make up for this gap. Ingenious for economists, true, but less than 
suitable for the purposes.  It will be extremely difficult to generate a workable model for this 
kind of purposes. I do not expect it to be around for years, if ever. There is nonetheless a lot of 
respectable work which can assist MEPs in taking appropriate decisions, if and only if 
accepted frameworks ( see the Commission guidelines and the literature)  and analytical 
standards are adhered to. MEPs are entitled , in my view , to benefit from RIAs.  
Consultations with 'stakeholders'  are a good complement, if not pushed too far,  but not a 
substitute for detached analysis in the pubic interest. 

Thank you for your attention. 

Jacques Pelkmans 
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