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The fight for Substitution within REACH
November 29, 2006

Beverley Thorpe

This week has been an important event in the finalizing of the REACH legislation.  Tripartite talks broke down on 27 November 2006 and the chances of reaching a compromise deal to bring to Parliament for a vote on 12 December look increasingly slim.  As Environment Daily reports:
Substitution remains the outstanding issue, with Sacconi asking for more clarity as to how carcinogens and other highly toxic substances can be authorised. "When there are alternatives, substitution must be obligatory," he insists.

But the Council maintains its position that such substances should be given a green light if they are "adequately controlled". For Sacconi, there must be some guarantee that they will eventually be replaced, something that may come in the form of "an R&D plan".

Sacconi's most vocal opponents in the Council include Germany, the UK, Malta and Poland, NGOs said. Those supporting stricter substitution rules include France, the Benelux countries, Denmark, Sweden and Hungary.
So what are the exact disagreements between the European Parliament and the Council?  

Under REACH any chemical known to be a carcinogen, a mutagen, reproductive toxic, very persistent, very bioaccumulative or of similar concern, such as endocrine disrupting chemicals, would need to go through an authorisation process before being put on the market.  Both the European Parliament and the European Council (representatives from each of the member states) have drafted language on substitution.  

Both agree that any application for authorisation   must submit an analysis of the alternatives considering their risks and the technical and economic feasibility of substitution.

However the emphasis then changes with the European Parliament advocating  for the mandatory substitution of any chemical targeted for authorisation whereas the Council believes adequate control should be the priority focus with substitution a fall back position.  

10 October 2006, the Environment Committee of the European Parliament reaffirmed its position adopted on November 2005
.  The Parliament reaffirmed its backing for mandatory substitution of substances of very high concern where safer alternatives exist.  Where no such alternatives are available and where the benefits to society outweigh the risks connected with the use of such substances, the aim is then to ensure that the use of substances of very high concern is properly controlled and that alternatives are encouraged.  Authorisations would be limited to five years and would have to be accompanied by a substitution plan.  

In contrast the European Council in its Common Position of 12 June 2006
 states that an authorisation shall be granted if the risk to human health or the environment from substances of very high concern is adequately controlled.   If this can not be adequately demonstrated, authorisation will still be granted if it is shown that socio-economic benefits outweigh the risk to human health or the environment arising from the use of the substance and if there are no suitable alternative substances or technologies.   

The Council also recommended that there be no specific time limit but that they will remain valid ‘until the Commission decides to amend or withdraw the authorisation in the context of a review.’ In this review period the holder of an authorisation ‘shall submit an update of any substitution plan included in his application.  If the holder cannot demonstrate that the risk is adequately controlled, he shall submit an update of the socio-economic analysis, analysis of alternatives and substitution plan contained in the original application.  If he can now demonstrate that the risk is adequately controlled, he shall submit an update of the chemical safety report.” 

Furthermore:

Authorisations may be reviewed at any time if:

(a) the circumstances of the original authorisation have changed so as to affect the risk to human health or the environment, or the socio-economic impact; or

(b) new information on possible substitutes becomes available.

The emphasis on control (Council) versus mandatory substitution (Parliament) is the crux of the disagreement.   But it is worth noting that in both submissions the issue of substitution plans and alternatives research are included.  
I have extracted relevant paragraphs from the Council position below to show how they are incorporating substitution as a secondary consideration only.   It will be important for the European Parliament to ensure that ALL applications for Authorisations include a mandatory substitution plan if they cannot win on mandatory substitution (if feasible) for all authorised chemicals.

10 Nov 2006  Sacconi offered two significant concessions:  he stated he was willing to drop the parliament’s insistence that all authorisations to use chemicals of high concern should be limited to a maximum of five years.  And he would accept authorisations granted on the basis of firms promising to "adequately control" the risks their substances pose.

But Sacconi stated in return he wanted the substitution of chemicals by safer alternatives to be "better promoted" in Reach.  The "general criteria" for authorising any chemical should be the "absence of suitable alternatives", he said in an outline compromise proposal sent to the council of ministers 
17 Nov 2006  EU governments had apparently agreed a new package of compromise amendments to put to MEPs in a bid to settle the text at negotiations the following week.

The proposals moved towards the parliament’s position by making substitution mandatory for all substances where manufacturers have identified suitable alternatives. The shift was suggested in an outline compromise document drafted by the Finnish presidency of the EU council of Ministers.  

But as ENDS reported:  

“In a key change to the Finnish document, originally proposed by the UK and backed by other governments on Wednesday, makers of chemicals for which safe threshold concentrations exist will be given extra time before they are required to move to alternatives.

Green groups blasted the UK’s initiative. The new compromise plan "disregards human health and the environment in favour of short term industry profit," WWF complained. Greenpeace said Britain was ignoring "respected and progressive British companies", such as Boots and Marks and Spencer, that support strong substitution rules.

But the UK says its proposal would in fact help to reduce chemical risks by concentrating scarce administrative resources during Reach’s early stages on efforts to replace more dangerous chemicals for which safe thresholds do not exist.

Under the council’s compromise plan, companies seeking authorisation for threshold substances on the basis that they can "adequately control" the risks will only be required to replace them with safer alternatives at the end of the first authorisation period. 

In contrast, firms applying for authorisations for more dangerous non-threshold substances on the grounds that their socioeconomic benefits outweigh the risks will have to substitute them as soon as suitable alternatives are identified. The verification of these alternatives will demand EU chemical regulators’ time and effort, UK officials say.

"It is important that regulation is proportionate to the risks and that the prioritisation of [resources to] the socio-economic route, where there are greater risks, is preserved," a memo from the UK to other governments reads. The parliament will give its response to the plan at a "trialogue" meeting with the council and European commission on Monday.” 

22 Nov 2006  talks broke down with no agreement reached.  According to a parliamentary report seen by ENDS, Sacconi wanted the council to make several changes to rules on authorisations allowing producers to continue making high-concern chemicals where they say they are able to "adequately control" the risks.

However he also wanted  a requirement for dangerous chemicals to be substituted as soon as alternatives are identified instead of, as the council wants, waiting until the end of the first authorisation period.  Where alternatives are not available producers should be forced to invest in looking for them, he added.  Chemicals applied in "dispersive uses" should not be eligible for the "adequate control" authorisation route, he also insisted.

As reported in ENDS “ Some parliamentary sources say the number of issues still unresolved means MEPs are likely to have to make heavy concessions if they want to avoid conciliation.  Branding the council’s failure to meet the parliament’s demands halfway as "blackmail", one proponent of a more environmentally-robust Reach said Monday’s meeting would be "the litmus test of whether we insist on our positions or whether we’re put into a corner and have to sell out".
27 Nov  2006   (as reported by ENDS)

A final scheduled round of compromise talks between governments and MEPs on the Reach chemical reform broke up on Monday night without agreement.  The prospect of the talks entering a conciliation process – a step that would add political uncertainty and delay the regulation’s entry-into-force by several months - now looms large.

Both sides insisted on Tuesday that responsibility for tying up a deal rested with the other.  Socialist rapporteur MEP Guido Sacconi said new concessions on Reach’s substitution rules offered by the council of ministers since the previous round of talks did not move far enough towards the parliament’s position.

The rapporteur is now urging further movement before an emergency meeting on Thursday, while simultaneously preparing contingency plans for conciliation.  "I hope [the council] comes up with an adequate reply, otherwise it will be plan B," Mr Sacconi said.

Mr Sacconi said he saw only a "fifty-fifty" chance of avoiding conciliation since any agreement with the council of ministers would realistically need to be sealed this week, in time for amendments to be processed for the parliament’s final plenary session of 2006 next month.

Meanwhile the Finnish EU presidency has countered by claiming that Monday’s talks foundered after the parliament’s largest group, the EPP, cut short the meeting because of last-minute doubts over Mr Sacconi’s compromise plans.  "We were prepared to conclude the issue yesterday," a presidency official told ENDS on Tuesday.  "The elements of a compromise are there – it’s an internal problem with the EPP".

Finnish environment minister Jan-Erik Enestam told an ENDS Europe conference on Reach in Brussels on Tuesday that the "ball is now in the parliament’s court" to agree a deal.  "What can we win if we go into conciliation?  In my view, nothing," he said.  
See Press Release by the Greens in Appendix 2.
30 Nov 2006.  Council, Parliament and the Commission will hold a final round of negotiations Thursday (30 November) and Friday (1 December). But the chances of reaching a compromise deal to bring to Parliament for a vote on 12 December look increasingly slim.  Sacconi said there was "a 50-50 chance" of a deal. Otherwise, he said, MEPs will vote on a text that cannot be accepted by member states, with the process ending in a last-chance conciliation procedure.

2 Dec 2006  The draft REACH text enters Parliament for a crucial second reading on 12 December 2006. It will then need approval by the Council of Ministers to become law.  If it is not agreed then the prospect of the talks entering a conciliation process – a step that would add political uncertainty and delay the regulation’s entry-into-force by several months - now looms large.
Appendix 1
COUNCIL OF THE EUROPEAN UNION

Common Position on REACH

Brussels, 12 June 2006

Summary of Substitution in Authorisation Procedure  (edited by author)
Aim of authorisation

The aim of this Title is to ensure the good functioning of the internal market while assuring that the risks from substances of very high concern are properly controlled and that these substances are eventually replaced by suitable alternative substances or technologies where these are economically and technically viable.

Substances to be included in Annex XIV

The following substances may be included in Annex XIV in accordance with the procedure laid

down in Article 57:

(a) substances meeting the criteria for classification as carcinogenic category 1 or 2 in

accordance with Directive 67/548/EEC;

(b) substances meeting the criteria for classification as mutagenic category 1 or 2 in

accordance with Directive 67/548/EEC;

(c) substances meeting the criteria for classification as toxic for reproduction category 1 or 2

in accordance with Directive 67/548/EEC;

(d) substances which are persistent, bioaccumulative and toxic in accordance with the criteria

set out in Annex XIII of this Regulation;

 (e) substances which are very persistent and very bioaccumulative in accordance with the

criteria set out in Annex XIII of this Regulation;

(f) substances - such as those having endocrine disrupting properties or those having

persistent, bioaccumulative and toxic properties or very persistent and very

bioaccumulative properties, which do not fulfill the criteria of points (d) or (e) - for which there is scientific evidence of probable serious effects to human health or the environment which give rise to an equivalent level of concern to those of other substances listed in points (a) to (e) and which are identified on a case-by-case basis in accordance with the procedure set out in Article 58.

Granting of authorisations

Article 59
Without prejudice to paragraph 3, an authorisation shall be granted if the risk to human health or the environment from the use of a substance arising from the intrinsic properties specified in Annex XIV is adequately controlled in accordance with section 6.4 of Annex I and as documented in the applicant's chemical safety report. The Commission shall take into account all discharges, emissions and losses known at the time of decision. 

4. If an authorisation cannot be granted under paragraph 2 or for substances listed in paragraph 3, an authorisation may be granted if it is shown that socio-economic benefits outweigh the risk to human health or the environment arising from the use of the substance and if there are no suitable alternative substances or technologies. 

This decision shall be

taken after consideration of all of the following elements:

(a) the risk posed by the uses of the substance;

(b) the socio-economic benefits arising from its use and the socio-economic implications of a refusal to authorise as demonstrated by the applicant or other interested parties;

(c) the analysis of the alternatives submitted by the applicant under Article 61(4)(e) and

any third party contributions submitted under Article 63(2);

(d) available information on the risks to human health or the environment of any

alternative substances or technologies.

Article 60

Review of authorisations

Authorisations granted in accordance with Article 59 shall be regarded as valid until the Commission decides to amend or withdraw the authorisation in the context of a review, provided that the holder of the authorisation submits a review report at least 18 months before the expiry of the time-limited review period.

A holder of an authorisation granted in accordance with Article 59 shall submit an update of any substitution plan included in his application. If the holder cannot demonstrate that the risk is adequately controlled, he shall submit an update of the socio-economic analysis, analysis of alternatives and substitution plan contained in the original application. If he can now demonstrate that the risk is adequately controlled, he shall submit an update of the chemical safety report.

Authorisations may be reviewed at any time if:

(a) the circumstances of the original authorisation have changed so as to affect the risk to human health or the environment, or the socio-economic impact; or

(b) new information on possible substitutes becomes available.

Article 61

Applications for authorisations

1. An application for an authorisation shall be made to the Agency.

4. An application for authorisation shall include the following information:

(a) the identity of the substance(s), as referred to in section 2 of Annex VI;

(b) the name and contact details of the person or persons making the application;

(c) a request for authorisation, specifying for which use(s) the authorisation is sought and covering the use of the substance in preparations and/or the incorporation of the substance in articles, where this is relevant;

(d) unless already submitted as part of the registration, a chemical safety report in accordance with Annex I covering the risks to human health and/or the environment from the use of the substance(s) arising from the intrinsic properties specified in Annex XIV;

(e) an analysis of the alternatives considering their risks and the technical and economic feasibility of substitution.
5. The application may include:
(a) a socio-economic analysis conducted in accordance with Annex XVI;

(b) where appropriate a substitution plan, including research and development and a timetable for proposed actions by the applicant;

----------------------------------------------------------------------------------------------------------------

Appendix 2 
Press Release by the Green in the European Parliament.   Nov 28, 2006
REACH Brussels 28.11.2006

Political upmanship by Council prevents agreement on REACH


Talks between the EP, the Council and the Commission, aimed at agreeing a compromise on draft EU chemicals rules (REACH), broke down without agreement last night (1). Commenting on the outcome of the discussions, Green MEP Carl Schlyter, member of the EP Environment Committee, said:

"It is seriously regrettable that, despite long and painstaking negotiations, the Council blocked even minimal attempts by the Finnish Presidency to move towards an agreement with the EP on REACH. The Council still refuses to accept that chemical substances of high concern should be substituted when safer alternatives exist. REACH has the potential to offer real protection to the public and the environment from toxic chemicals, however Council is willing to jeopardise this to protect short-term financial gains for a few large chemical corporations."
UK Green Caroline Lucas added:

"The Greens, along with other groups in the EP, have engaged constructively in negotiations from the outset, with the goal of ensuring that the end-result offers a meaningful improvement of EU chemicals rules. Unfortunately, not all parties have approached these talks in the same spirit. Both Germany, with the support of the UK, and the EPP group have embraced cloak and dagger politics in an attempt to sabotage the potential environmental gains of REACH: obstructing any agreement on the substitution of hazardous substances. For the Greens it is now clear that a compromise with the Council is no longer possible and we will be pushing for the EP to vote a strong position in its second reading with a view to strengthening the hand of the rapporteur when it comes to conciliation."
Editors notes:
(1) Last night's meeting was intended to be the final 'trialogue' between the Council, Commission and Parliament with a view to agreeing a second reading deal on the REACH regulation. However, talks broke down without agreement. The rapporteur, Mr Sacconi, with a mandate from all groups prior to the trialogue, called for a number of issues to be strengthened in the Council text, however Council failed to respond to this.
References:
� � HYPERLINK "http://www.europarl.europa.eu/news/expert/infopress_page/064-11481-282-10-41-911-20061009IPR11474-09-10-2006-2006-false/default_en.htm" ��http://www.europarl.europa.eu/news/expert/infopress_page/064-11481-282-10-41-911-20061009IPR11474-09-10-2006-2006-false/default_en.htm�


� � HYPERLINK "http://www.consilium.europa.eu/ueDocs/cms_Data/docs/pressdata/en/misc/90268.pdf" ��http://www.consilium.europa.eu/ueDocs/cms_Data/docs/pressdata/en/misc/90268.pdf�


� The full text of the Council Common Position is given in footnote 2 however relevant parts of the position are replicated in Appendix 1.
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