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The fight for Substitution Within REACH and What was Finally Decided
The whole issue of substituting hazardous chemicals with safer chemicals was the focal point in the final weeks of drafting the REACH regulation.  This overview is prepared to summarize the huge political battle that ensued over this issue and I have reproduced some of the coverage by Environment Daily who covered the debate in their usual succinct way.    This 11 page document gives a short history (Part I) of the intense struggle for the substitution principle within REACH as well as a summary (Part II) of how substitution is finally dealt with in the final text.  Further resources are listed at the end.

The reason for this overview is to help the public and our elected officials better understand how chemicals regulation can provide incentives for the substitution of hazardous chemicals with safer chemicals.   Countries currently revising their chemicals policy, such as Canada, should as a minimum meet the benchmark now established in the final REACH text
.   To fail to do so is a derogation of our collective duty to reverse the current contamination of our environment and our children from hazardous chemicals while at the same time creating the incentives for green chemistry design, clean production and safer consumer products.  
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Part I.  The Debate rages:  How far should the substitution principle prevail in REACH?
A little history:
What were 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 authorization process before being put on the market.  Both the European Parliament and the European Council (representatives from each of the member states) had drafted language on substitution.  

In 2005 both agreed that any application for authorization must submit an analysis of the alternatives considering their risks and the technical and economic feasibility of substitution.

However the emphasis then changed with the European Parliament advocating for the mandatory substitution of any chemical targeted for authorization whereas the Council believed adequate control should be the priority focus with substitution a fallback position only.  This became the focus of disagreement and much horse trading ensued between Sacconi, rapporteur for the European Parliament and the Council of Ministers.   
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.  Authorizations 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 authorization shall be granted if the risk to human health or the environment from substances of very high concern is adequately controlled.   If this cannot be adequately demonstrated, authorization 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 authorization in the context of a review.’ In this review period the holder of an authorization ‘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:

Authorizations may be reviewed at any time if:

(a) the circumstances of the original authorization 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 is included.  

10 Nov 2006  Sacconi offered two significant concessions:  he stated he was willing to drop the parliament’s insistence that all authorizations to use chemicals of high concern should be limited to a maximum of five years.  And he would accept authorizations 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 authorizing 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 Environment Daily 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.

Under the council’s compromise plan, companies seeking authorization 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 authorization period. 

In contrast, firms applying for authorizations 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.

22 Nov 2006 talks break down with no agreement reached.  According to a parliamentary report
, Sacconi wanted the council to make several changes to rules on authorizations 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 authorization 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" authorization route, he also insisted.

As reported by Environment Daily “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
A final scheduled round of compromise talks between governments and MEPs on the Reach chemical reform fails to reach 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 insist 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.  (See Press Release by the Greens in Appendix 1.)

30 Nov 2006.  Council, Parliament and the Commission 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 states there is "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.

1 Dec 2006.  The compromise is reached.  Sacconi is quoted as saying "After years of an extremely difficult political process and intensive negotiations we are now close to adoption of the most ambitious legislation on chemicals in this world,"
  He and the Finnish EU presidency finally agree on substitution rules for the most dangerous chemicals. All firms using substances of ‘very high concern’ – carcinogens, mutagens, reprotoxins, endocrine disrupters and persistent and bioaccumulative chemicals – will have to draw up ‘substitution plans’ for switching to safer alternatives and all authorized chemicals will be reviewed on a regular basis.  However priority is given to the ability to demonstrate adequate control of hazardous substances.

The European Chemical industry (Cefic) expresses disappointment claiming that agreement on rules for replacing high-concern chemicals with safer alternatives was "probably nothing other than a costly and bureaucratic requirement" that would "create legal uncertainty that’s not good for business and that Reach’s chemical substitution rules would raise "obstacles" that could hamper the development of the EU’s chemical industry.  

18 Dec 2006.  Parliament gives its vote of approval and the text is signed. MEPs decide that a fair balance had been struck between the interests of consumers and the environment on the one hand and those of the European chemicals industry on the other.  

The REACH legislation came into force in June 2007
 
Part II.  What was agreed: the current status of substitution within REACH

"My goal has been achieved: all dangerous substances will be dealt with in a way that can or will lead to substitution,” - Mr Guido Sacconi, Rapporteur for the European Parliament. Dec 1, 2006

In many respects the final outcome is the original Council opinion of June 2006.  That is, substitution is not mandatory for chemicals of high concern. (See Press Release of Environmental Groups Appendix I)    Two routes to authorization remain in place. Where a threshold for safe exposure can be set for a substance, companies can theoretically claim its risks are adequately controlled. However this specifically excludes Persistent, Bioaccumulative and Toxic (PBT) and very persistent very bioaccumulative (vPvB) substances. For such substances where adequate control of risks cannot be achieved, there must be an overriding socio-economic need for the substance to be allowed to continue on the market.  Here the presence of feasible substitutes has more weight. 

Substitution is to be promoted through mandatory planning requirements, public access to the List of Chemicals for Authorization, reluctance of downstream users to use such chemicals and the generally onerous nature of convincing the authorities that safe thresholds can be identified and adequate control met for these substances of high concern.    
1.  The aim of the authorization procedure is the progressive replacement of substances of very high concern
The aim of authorization (Title VII Article 55) “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 progressively replaced by suitable alternative substances or technologies where these are economically and technically viable. To this end all manufacturers, importers and downstream users applying for authorisations shall analyse the availability of alternatives and consider their risks, and the technical and economic feasibility of substitution.”
Substitution will be triggered in the following ways:

2.   The Application Process mandates the preparation of substitution plans

Any application for an authorization (Article 62) must include among other information: 

(e) an analysis of the alternatives considering their risks and the technical and economic

feasibility of substitution and including, if appropriate information about any relevant

research and development activities by the applicant;

(f) where the analysis referred to in point (e) shows that suitable alternatives are

available, taking into account the elements in Article 60(5), a substitution plan

including a timetable for proposed actions by the applicant.

It should be noted, however, that authorization will still 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.   

Here the responsibility to identify alternatives falls on the shoulders of those seeking authorization – but the importance of this information is still secondary and does not take priority over the applicant’s case that the hazardous chemical can be adequately controlled.  The fact that manufacturers themselves have to seek and declare the presence of alternatives is a major weakness according to environmental groups who argue this is unlikely to result in a thorough review of alternatives to the manufacturer’s own chemical.
  

If the applicant can show the availability of feasible alternatives this will trigger the need for a substitution plan.  Although such a plan still does not affect the “yes or no” of a certification decision, it can influence the time period of the authorization and the timing of the next review process.
  

Assessing the request for Authorization
3. Difficulty in proving a safe threshold for carcinogens, mutagens and reproductive toxins
‘The Commission shall take into account all discharges, emissions and losses, including risks arising from diffuse or dispersive uses, known at the time of the decision.’  But if no safe threshold can be identified for the substance in question, then the adequate control route cannot be used as justification for ongoing use in the market.   

This raises the issue of scientific assessment of ‘safe thresholds’ which has been critiqued many times, most recently by Greenpeace
 who points out: 

The fact that no effect is observed in any particular toxicity test cannot be taken to imply that the chemical has no adverse effect of any kind; it may simply be that the test conditions used to not allow us to observe the effects, either because they are not sensitive enough or because we are simply looking for the wrong type of effect….Secondly, it follows that the effect thresholds determined from toxicity tests will also depend on what we measure and how, and the assumption that this is the most sensitive and/or relevant indicator for chemical safety assessment.  When we are dealing with chemicals which are carcinogenic, mutagenic, toxic to reproduction or capable of disturbing the endocrine system, this seems to be an unwise and unnecessary risk to take.” 

Dr Lahl of the German Ministry for the Environment
 makes the case that the adequate control avenue for certification has been tightly restricted from the outset and that to date, it has generally not been possible to determine such thresholds for carcinogenic, mutagenic and reproductive toxic chemicals.  

4.  If adequate control cannot be demonstrated then the socio-economic need and the presence of alternatives becomes the deciding factors

An applicant who cannot demonstrate adequate control can still fall back on the socio-economic benefits.  This also applies to PBT and vPvB substances which are considered from the outset not be ‘adequately controllable’ 

60(4)“If an authorisation cannot be granted …an authorization may only 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.” 

At this point the Committee for Socio-economic Analysis then must look at

(a) the risk posed by the uses of the substance, including the appropriateness and

effectiveness of the risk management measures proposed;

(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 62(4)(e) or

any substitution plan submitted by the applicant under Article 62(4)(f), and any

third party contributions submitted under Article 64(2);

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

alternative substances or technologies.

 When assessing whether suitable alternative substances or technologies are available, all

relevant aspects shall be taken into account by the Commission, including:

(a) whether the transfer to alternatives would result in reduced overall risks to human

health and the environment, taking into account the appropriateness and effectiveness

of risk management measures;

(b) the technical and economic feasibility of alternatives for the applicant.

One would assume that in this scenario the basis of alternatives will take precedence over the socio-economic argument.  

The Review Process

5.   As part of the process of reviewing authorization requests, interested third parties may submit “information on alternatives substances or technologies” 

The time limit of ongoing use will be decided on a case by case and the Commission can call for a review of the use authorization if new information, such as on suitable alternatives, becomes available.  If the Commission reviews the use authorization, the holder of the use authorization is to present a substitution plan (if a substitution plan has not already been presented).   Regulators will use the substitution plan to decide how long the more dangerous chemical should continue to be authorized for use. If no safer alternatives are available firms will have to draw up research and development plans to find them. 

Third party input on the presence of alternatives 64(2) allows anyone to submit opinions in connection with certifications and reviews.  As Lahl points out
, this possibility “could enable market competitors to attack an applicant by claiming to know of a possible substitute (ideally a competitor would do this by referring to a substance it has introduced to the market exclusively.)

This brings into question the competence of the authority to become an arbiter of market competitors and their strategic and technical arguments.   It may be assumed, therefore, that mandatory substitution will occur ‘for just a few individual cases in which clearly more favourable substitutes are available.” 

However it could also be the case that the applicant sees the need to discontinue the use of the product but needs a few years’ time to implement the available substitution option.  In this case the substitution plan gives the applicant the opportunity to establish an authority-approved safe basis for the eventual transition.  

6.  Increased information in the supply chain and the Listing of Chemicals for Authorization will create demand for substitution
Although the candidate list for authorization does not exist yet (the authorization procedure does not enter into force until 1 June 2008) it is anticipated that the list will comprise about 1500 substances that fulfill the criteria in Article 57.   This information will be made publicly available -Art. 33(2) - and downstream users of chemicals have the right to ask suppliers if their products contain more than 0.1% by weight of substances found on the list of certification and certification-candidate substances -Art. 59(1)

Retailers and product manufacturers will avoid the presence of any of these substances in their products and this pressure up the supply chain may be the most important factor in the production of cleaner and safer chemicals.  

As Lahl concludes
 : 

When a consumer, with reference to Article 33, asks his supermarket for information about whether a purchased toy or electronic device contains any critical chemicals, this right will have direct and indirect consequences.  The consumer’s question will be passed on, and new awareness about the need for ‘clean production’ will arise throughout the entire relevant supply chain.  All in all, the dictates of consumer communications will foster a general motivation to find substitutes…since ultimately all sellers…want to be able to tell their customers that their products are ‘clean’ and contain no substances of high concern.
Further Resources on REACH

The final REACH text as well as background documents and explanation of the future process can be accessed at the European Chemicals Bureau website:  http://ecb.jrc.it/reach/
A group of health and environment advocates continue to supply information on REACH and networking opportunities for groups working on chemicals policy reform at www.chemicalreaction.org
The International Chemical Secretariat is involved in ongoing chemicals policy work and liaises closely with progressive companies.  Visit them at www.chemsec.org
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WECF
	Press Statement

13 December 2006
For immediate release
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REACH:  Alive but Not Kicking.  Press Release by Environmental Groups 13 December 2006
	    
Strasbourg, France, 13 December 2006 - A plenary vote by Members of the European Parliament has left the new EU chemicals legislation REACH alive but in a critical condition, according to health, environment, consumer and women's advocacy groups.




"Surgery completed. Patient barely alive" - Friends of the Earth Europe comment on the REACH plenary vote today. 

'Alive': The legislation, designed to replace rules up to 40 years old, sets Europe on the first modest step towards a new approach to chemicals regulation: companies will have to provide safety data for large volume chemicals that they produce or import into Europe, and there is a mechanism for the substitution of persistent and bioaccumulative chemicals if safer alternatives exist. It also allows the public to request information about the presence of a limited number of hazardous chemicals in products. In the past, companies could sell almost any chemical they liked without providing health and safety information; and hazardous chemicals were only restricted in response to scandal on a case-by-case basis.

'Not kicking': Major loopholes in REACH will still allow many chemicals that can cause serious health problems, including cancer, birth defects and reproductive illnesses, to continue being used in manufacturing and consumer goods. Further concessions exempt companies which import and manufacture chemicals in volumes below 10 tonnes a year - 60% of chemicals covered by REACH - from the requirement to provide any meaningful safety data.

REACH and the new European Chemicals Agency will therefore require intensive care from policymakers over the coming years to ensure that they protect the public from highly hazardous chemicals.

Under REACH, many 'high-concern' chemicals will be allowed onto the market if producers claim that they can 'adequately control' them. The approach of adequate control - and safe thresholds - is premised on a risky gamble, given the unknown effects of chemicals in combination, on vulnerable hormone functions, and on the development of children from the earliest stages of life. Medical associations, consumer groups and innovative businesses across Europe had called for a complete substitution requirement in REACH as the minimum necessary measure against
hazardous chemicals.

The loopholes and provisions for self-regulation contained in these measures leave REACH very vulnerable to further manipulation by the chemical industry. There is no guarantee, for example, that information from third parties about safer alternatives to hazardous chemicals will be considered in every case. The new EU Chemicals Agency in Helsinki will have to be closely monitored to ensure that REACH can deliver. Without the necessary support, hazardous chemicals will continue to contaminate wildlife, our homes and our bodies, and REACH will prove a failure.

 Accessed from http://www.foeeurope.org/press/2006/joint_13_Dec_chemicals_plenary.html
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