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	Criteria for endocrine disrupting pesticides
Brussels, 25-05-2011.

Contact : Hans Muilerman, 

hans@pan-europe.info, tel. 00316-55807255


To:

Commissioner Janez POTOCNIK

European Commission

Rue de la loi 200

B-1049 Brussels

Concerning :

Criteria for endocrine disrupting pesticides.

Dear Commissioner, Dear Mr. Potocnik,

This letter is to draw your attention to the combined efforts of Germany (initiated by risk institute of German ministry of health, BfR) and UK (initiated by chemicals regulation directorate, CRD) to undermine the criteria for endocrine disrupting pesticides which have to be proposed by Commission in 2013. At the same time we like to present our position paper (attached) to you on the criteria for endocrine disrupting pesticides. 

The introduction of these criteria is an enormous challenge, substituting traditional risk assessment by a ‘cut-off’ regime plus the development of a complete new test design. We therefore propose you start communicating this transition to a different approach to prevent old methods will be continued. We hope you will make it also absolutely clear to these two governments -and possibly others who consider joining this undermining activities- that you will not allow any change in the rules on criteria for endocrine disrupting pesticides and the ‘cut-off’ regime of Regulation 1107/2009.  

Regulation 1107/2009 didn’t even enter in force or parties are already underway in challenging elements they don’t like. For industry we expect this to happen. For national ministries we feel this is an very disloyal act to the agreement reached in Council on the criteria. It will also undermine citizens trust in the EU if democratic decisions are easily questioned afterwards by Member States.

Industry’s main target of destruction in the implementation of Regulation 1107/2009 is the ‘cut-off’ regime for endocrine disrupting pesticides. Probably industry expects this element to be an effective one. Industry and allies already work to fully reverse the compromise on endocrine disrupting criteria reached between Council and Parliament in 2008 on the ‘cut-off’ regime back into traditional risk assessment. 

Risk assessment as is done routinely in Europe for decades allows for the use of an unlimited number of methodologies and assumptions, rarely -if ever- leading to a ban of a chemical. Any outcome can be organised in risk assessment and this is what several regulators like. The decision in the end on a pesticide is done by voting -science plays a minor role- and allows the interests of farmers and industry to prevail over health. It was therefore a very deliberate decision of policy makers to change the assessment paradigm for this category of pesticides to a ‘cut-off’ regime in order to be able to realise –if necessary- a ban on a pesticide with endocrine disrupting properties.

Industry lobby club ECETOC was the first to organise a ‘scientific’ meeting
, inviting regulators, and claiming the ‘cut-off’ regime is nothing else than traditional risk assessment. Germany’s health institute BfR was inspired by these meetings and organised a similar meeting, inviting colleague regulators, carefully keeping NGO’s outside the room, and claimed to have produced a ‘consensus’ outcome. This ‘consensus’ outcome and subsequent proposal
 completely changed the provisions in Regulation 1107/2009. Negligible exposure was changed to traditional standard setting. Exposure-based risk assessment proposed and a new ‘category 2’ endocrine disruptor invented (accepting ‘significant toxic effects’ at “moderate exposure levels’) allowing an escape from the ‘cut-off’ regime. Additionally animal test results could be classified irrelevant for humans based on a proposal of industry lobby club ILSI
 . The simple cut-off regime for pesticides – to ban an endocrine disrupting pesticide with may have adverse effects- is turned back into traditional risk assessment with their numerous methods of classifying harmful effects demonstrated in animal studies irrelevant and deciding high levels of exposure of humans to be acceptable. 
UK ministry (CRD) came up with a similar -even worse- proposal
 adding more ideas for by-passing the ‘cut-off’ provision. They proposed fi. to introduce a strict definition and allow harmful effects in studies to be disregarded because of an alleged ‘adaptivity’ of a body. CRD further proposed to allow for disregarding observed endocrine effects in case of other (higher dose) toxicity effects, to classify scientific evidence on harmful endocrine disruption as irrelevant in case of certain dose-levels and certain exposure routes, and to consider only standard tests, leading to a virtually complete disregarding of independent research. 

It is important to note this type of risk assessment is not science-based, it is based on assumptions, dogma’s and theoretical calculations of regulators and fuelled very much by industry lobby clubs like ILSI. Regulators defending this approach routinely turn observed negative effects of chemicals into acceptable effects or create unlimited time for industry to propose alternative methods (‘confirmatory data’). Any consideration on combined toxicity or other ‘stressors’ in the real world which would argue for a much more precautionary approach is not part of this type of risk assessment.

Recently UK and the Germans merged their proposals
 in an attempt to get more Member States behind their ideas and to corner Commission. Their proposal is merely a collection of ideas to bring back the full toolbox of risk assessment and their endless options of disregarding endocrine disrupting effects. UK and Germany simply want to get rid of the ‘cut-off’ regime.

We think this kind of campaigning is putting a knife in the back of Commission. Commission, having the role of presenting criteria, even didn’t start developing criteria and now risks to be paralysed from the beginning. Given the attitude of UK we could expect these hostile actions; we remember quite well UK PSD misleadingly claimed the ‘cut-off’ regime would lead to a ban of 85% of all EU pesticides. For Germany the economic importance of the big chemical industry must play a role in their attempts undermining EU legislation. And indeed the joint proposal of UK/Germany makes no secret of the mission they are carrying out: 
“Given the commercial impact a prohibition (of pesticides) can have this paper takes the position that the assigning of the ED identifier to a substance should be reserved for those substances where such a property is clearly established, the substance is potent in this respect, and the endocrine-disrupting property is a prominent feature of the hazard profile of the substance”. UK/Germany are redefining pesticide Regulation 1107/2009 and develop new rules on their own.
No wonder, no line in the UK/Germany can be found of showing any worries about health effects of endocrine disrupting pesticides nor any concern on the growing evidence in open literature on endocrine disruption or growing diseases (and costs) in society. Clearly we face here a lobby effort only serving commercial interests, not caring about citizens health and the environment. 

As far as you were not aware of this lobby work, you are now. We hope you will act. Before it is too late and more MS jumped on this car. One could wonder if these UK/DE proposals are supported by the public in their countries and if this is not done only by a handful of traditional regulators without any involvement of society, behind closed doors as usual, trying to change democratic decisions.

To realise a real science-based assessment of the effects of endocrine disrupting pesticides, with the effect of protecting citizens and the environment, the criteria to be developed by Commission are key. In attached position paper we propose a range of elements for the criteria. Crucial is emphasising from the beginning the criteria are meant for the ‘cut-off’ regime and any relation with the traditional risk assessment needs to be forgotten. Discussions on safe levels, relevance of animal evidence for humans, acceptable exposure levels are unwanted. No calculations, no regulator assumptions and no discussion on adaptivity of the organisms should be allowed. 

We propose to start with analysing independent research from open literature and use the evidence found there as a basis for regulating. Additionally, and for those pesticides with limited independent literature, a modern test design needs to be developed by those independent scientists actively publishing on endocrine disruption. Traditional dogma’s like high dose testing and extrapolating down need to be revised as well as the linear dose response dogma. Those pesticide showing adverse effects need to be regulated based on the exact text in Regulation 1107/2009. 

The science for making the criteria setting science-based is available. Independent scientists are doing their innovative and highly specialised work in laboratories and will be happy if their science is finally used in policy. The public will support you if you realise strict criteria leading to removing the most dangerous endocrine disrupting pesticides from the market.   

Given the many attempts to undermine criteria, a big steering role of Commission in the process of criteria setting is essential. Hope you will take the steering wheel, hold it firmly and set a course to ambitious criteria. 

We hope for your reaction,
With kind regards,
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