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	Authorisation of PB(T)s


Authorisation of PB(T)s – Significant Flaws identified in the Council text

WWF is extremely concerned that the Council text will, as currently drafted, fail to deal with the most problematic substances of them all - persistent and bioaccumulative chemicals. The problem was recognised recently in a REACH Implementation Project (RIP)
. 

Summary

For persistent and bioaccumulative substances to enter authorisation they must first be identified according to Article 56(d) or (e) - the detailed criteria are then set out in Annex XIII. However, it has been realised that many internationally recognised PB(T)s - including some proposed UNEP POPs - will actually not meet the Annex XIII criteria. 

Of the 2,767 existing
 High Production Volume (HPV)
 chemicals, 43 chemicals or groups are potential or agreed PB(T)s
. At the Stakeholder Expert Group of RIP 3.2.2 it has been stated that out of the ones that are agreed to be PB(T)s, only 1 substance could be said to meet the Annex XIII criteria because this Annex dictates a restricted number of test methods which must be used to judge whether the criteria are met.

Therefore, those PB(T)s that are not identified according to articles 56(d) or (e) will need to enter authorisation via the chemicals of ‘equivalent concern’ route (article 56(f)) - the so-called safety net. Yet the Council text sets too high a burden of evidence for the safety net to be considered effective. 

At First Reading it was clearly the intention of the Member States that PB(T)s would not go through the 'adequate control of the risk’ route (article 59(2)) - as Article 59(3)(b) excludes this route for  those substances meeting the Annex XIII criteria. But given most PB(T) substances do not meet the Annex XIII criteria, it would appear likely that most PB(T) substances may be eligible for consideration under the ‘adequate control’ route.  
It would seem to represent a significant credibility issue for REACH from the very outset if:

· the majority of internationally recognised PB(T)s fail to be classified as PB(T)s under REACH;

· Several internationally recognised PB(T)s also then fail to be classified as ‘chemicals of equivalent concern’; and 

· those which are caught by the ‘equivalent concern’ safety net are then simply processed through the “adequate control” route and guaranteed an authorisation, even if safer alternatives are available. 

Given that it is absolutely critical that these flaws are corrected during Second Reading WWF therefore proposes a threefold solution that could be agreed at Second Reading by both the European Parliament and Council. 

The Problem with Annex XIII (identifying PB(T)s)

Put simply, the type of data admissible for consideration under the Annex XIII criteria for P and B is too restrictive and fail to take account of the real world situation regarding test data availability. 

The root of the problem is that there are very few substances for which the required ‘simulation test’ for persistence is available. This is the test which allows the derivation of a half life, and it is essential if the criteria in Annex XIII are to be met (as this Annex stipulates that "the assessment of the persistency in the environment shall be based on available half-life data collected under adequate conditions"). For the majority of known PBT chemicals, however, their persistence/half-life has been extrapolated from other tests (such as the ‘ready test’) and as such they can't legally be said to meet the Annex XIII criterion. The authorities could, of course, rectify this by additionally requiring the half-life test, however the problem with the assessment of the B criteria is not so easily dealt with. For example, many of the highly B lipophilic substances are, by definition, poorly water soluble and as such, are not amenable to the BCF study in fish which is required for judgment against the B criterion. Knowledge of their potential to bioaccumulate comes instead from an equally reliable adapted feeding study, but such data are excluded from consideration under the current Annex XIII criterion for B (which states that "the assessment of bioaccumulation shall be based on measured data on bioconcentration in aquatic species.") 

In the current list of HPV PBTs there is actually only 1 substance (endosulfan) which fulfils the Annex XIII criteria. All the others PB(T)s would be 'equivalent concern' PBTs. Furthermore, many proposed UNEP POPs also do not meet the Annex XIII criteria. 

It is clear these problems are technicalities – it is not that these substances are not persistent or bioaccumulative, but simply that the type of data admissible for consideration under the Annex XIII criteria for P and B are too restrictive and fail to take account of the real world situation regarding test data availability.  

Substances of ‘equivalent concern’

The result would be that many, if not the majority, of the most problematic substances would have to enter authorisation by the ‘safety net’ of equivalent concern rather than by the P and B criteria themselves. This would seem to represent a significant credibility issue for REACH from the very outset. 

Moreover, WWF has serious concerns that, as currently drafted, article 56(f) will fail to function as a safety net as the Common Position requires too high a level of evidence to be provided prior to bringing these substances under authorisation, such that it would likely mean that effects on wildlife or the humans would not be prevented. WWF is concerned about the wording ‘probable serious effects’ because it implies that such chemicals could only be subject to authorisation when serious effects were the most likely scenario, and as such were deemed more likely than not. To limit the possible use of precautionary action in this way would not necessarily be cost effective, as it circumvents any consideration of the potential costs of inaction, as compared with the costs of action. 

Another unfortunate consequence of this wording is that it would unnecessarily open up the door to legal challenges from industry, and could result in the regulatory authorities having to show that serious effects were probable, before a chemical with PB(T) properties could be drawn under authorisation. 

For vPvB chemicals which will not be identified by the classical test methods for persistence and bioconcentration, it would require animal tests in order to provide scientific evidence that serious effects were probable. Such a requirement for animal testing would mean that these ‘non-classical’ vPvB chemicals will not be treated in an equivalent manner to the vPvBs identified by the Annex XIII criteria, and moreover would result in unnecessary animal suffering. As an example, perfluorinated chemicals, such as PFOS which accumulates by binding to blood proteins, would not meet the B criterion using the test specified in Annex XIII which requires measuring bioconcentration in aquatic species. However, PFOS is certainly exceedingly persistent and accumulates in organisms to a high degree.

The Solution: amendments to Annex XIII, Article 56(f) & Article 59

Annex XIII

The best (and the most scientifically sound) way to solve the problem in Annex XIII would be to change the text in Annex XIII which relates to how the assessment of the PBT criteria are undertaken.  

The current text in Annex XIII which specifies that “the assessment of the persistency shall be based on available half-life data” and “the assessment of bioaccumulation shall be based on measured data on bioconcentration in aquatic species” – should be deleted.   Instead, the following wording should be used, and perhaps this would be best placed in a footnote from where it could be linked to both the P and B criteria.

“The testing and assessment of many PBT and vPvB candidate substances create technical challenges. Thus, modifications of standard tests may be needed. Therefore, because the test results may not be directly related to a half-life in an environmental compartment or a BCF, expert judgement will be needed to determine whether the criteria are fulfilled.”

Article 56(f)

WWF fully supports the Parliament’s text, which mirrors the original text of REACH (of May 2003) which the Commission published on the internet as a consultation text. Furthermore, the Commission accepted in principle the Parliament’s amendment at First Reading. 
The Parliament’s text requires a lower burden of proof, and requires that the additional substances which could be drawn into authorisation are identified “as giving rise to a similar level of concern” as the other substances listed.

It is workable, because it would be for the Member State Committee to weigh those concerns, and such a committee will not act against a chemical without the concerns being well-founded. The number of chemicals brought under prior authorisation would anyway be limited by the system’s capacity. Moreover, it should be noted that bringing a chemical under prior authorisation does not result in an overnight ban, but it does serve to identify the uses of that chemical, and to subject these to strict regulatory oversight.


WWF considers that Article 56(f) must serve as a safety net to bring worrisome chemicals under strict control, in advance of harm actually occurring in humans or wildlife. The prior authorisation procedure is the preferred mechanism for imposing precautionary controls, because unlike the restrictions process, it puts the burden of proof entirely on industry, such that industry itself must make the case for continued use.


Furthermore, vPvB substances would not have the requirement to have any scientific evidence of effects, as the undesirable properties of high persistence and high bioaccumulation should suffice to warrant them being brought under prior authorisation, as is the case with the Annex XIII vPvB chemicals. 

Adequate control (article 59) 

A further impact of the Council text is that industry will argue that all substances of ‘equivalent concern’ should be granted an authorisation on the basis of ‘adequate control of the risk’. It was clearly the intention of the Member States that PB(T)s would not go through the 'adequate control of the risk’ route (article 59(2)) as Article 59(3)(b) excludes this route for  those substances meeting the Annex XIII criteria. 
Given that it is important to ensure that all substances with PB(T) properties - whether identified in accordance with Article 56(d), (e) or (f) - are dealt with by article 59(4), it remains fundamental that the 'adequate control of the risk’ route to authorisation is taken out so that safer substitutes must be used whenever available. 

� REACH Implementation Project 3.2 on Preparing the Chemical Safety Report, Subgroup PBT vPvB – environmental. However, the problem is seen as being outside the scope of the group to suggest a way forward. 


� “Existing” substances are those on the EU market before 1981. Of the 4,300 “new” substances that have been notified since 1981, Commission documents state that around 49-50 are PB(Ts) or potential PB(T)s but it is not clear which of these have data required to meet the Annex XIII criteria. 


� There are no good data on how many MPV and LPV existing chemicals might ultimately be agreed to meet the PB(T) criteria, and also not for how many would meet the strict Annex XIII  criteria assessment.


� 25 of the 43 need further testing





WWF DeTox campaign web site: www.panda.org/detox

1
[image: image2.png]SAFER CHEMICALS

FOR A HEALTHIER FUTURE





[image: image2.png]_1140534269.doc
[image: image1.png]SAFER CHEMICALS

FOR A HEALTHIER FUTURE







