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	Decision on harmful pesticide Chlorpyrifos
Brussels, 07-06-2011.
Contact : Hans Muilerman, hans@pan-europe.info, tel. 0031655807255


To:

Mr. John Dalli

European Commissioner for Health and Consumer Policy

European Commission

B-1049 Brussels.
Concerning :

Decision on harmful pesticide Chlorpyrifos.

Dear Commissioner, Dear Mr. Dalli,

Soon DG SANCO will do a proposal to the Standing Committee on Phytopharmaceuticals how to proceed with the insecticide Chlorpyrifos. Chlorpyrifos was approved in 2006 under the regime of Directive 91/414 with the obligation to submit ‘confirmatory data’. The legality of this ‘invention’ of the regime of confirmatory data can be questioned  in the first place because what exactly needs to be confirmed if data are lacking? We consider this ‘confirmatory data” regime a non-science based approach in which applicants get the advantage of the doubt. Looking at the text of Directive 91/414 and the several court cases like the one on the pesticide Fenarimol
 the opposite conclusion should have been drawn: in case of doubt (which is surely the case if data are lacking) Commission is entitled (and obliged) to decide for a non-approval of a pesticide. 
Further to that we do not get the impression this ‘confirmatory data’ regime is a very solid one.  In the case of Chlorpyrifos, EFSA concludes additional studies of the applicant “cannot be used” and alternative approaches proposed by the Rapporteur have “many uncertainties”. We fear however the numerous ways of risk assessment methodologies will –in the end- grant Chlorpyrifos further market access based on theoretical calculations of acceptable levels and non-science based assumptions on ‘recovery’ of wildlife.

Chlorpyrifos is a very harmful substance. Especially exposure in development phase of an organism and the subsequent risk of irreversible effects in later life is a property that should put an end to any consideration of the acceptability of a substance. 
Independent literature keeps on adding evidence to the harmful effects of Chlorpyrifos (see Annex attached), also at low doses. Additionally Chlorpyrifos is an endocrine disrupting chemical obliging Commission to use the hazard approach in stead of risk assessment. 

Given the presence of Chlorpyrifos everywhere, in food, in house dust, in tissue and even in ice cores in Norway
, a continued exposure of people can be expected.  People should not be exposed to risks of this type of severity. Banning a substance at the phase of an assessment of the ‘confirmatory data’ didn’t happen yet as far as we know, but we see no reason for not doing this. There are data gaps, there is uncertainty, there are high risks with irreversible effects.  We therefore hope you will propose a full ban on Chlorpyrifos now.

Sincerely yours,
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Hans Muilerman.

PAN Europe
ANNEX.

Chlorpyrifos, a health and environmental disaster.

1. Introduction.

Chlorpyrifos is a nerve toxin being implicated in disturbing development of organisms at special windows of vulnerability, leading to irreversible mental damage. Chlorpyrifos targets cell signalling cascades that control neural cell replication and differentiation, leading to cell damage and loss in the immature brain, mis-wiring of neuronal circuits, and corresponding behavioural deficits that continue to emerge later in adolescence and adulthood (Slotkin 2010
).  The key finding was that organophosphate-induced interference with this signalling cascade during critical developmental periods permanently reprograms the future expression and function of the signalling proteins themselves. This means that cellular responses to the multiple neurotransmitters, hormones, cytokines and trophic signals that operate through cyclic AMP are permanently altered.

Chlorpyrifos is everywhere, it is in food, in water (priority list of the WFD), in the air and in tissue. The inclusion of the substance in Annex I in 2006 can be questioned. Risks seen in the many research studies are of irreversible character and will only be uncovered -if at all- after many years. The provision of Directive 91/414 to ensure a high level of protection of man and the environment looks violated.

2. What can we learn from recent independent science?

Recent literature only adds to worries about the negative effects of Chlorpyrifos. Ray (2010
) observes changes in gene expression in the forebrain of rats at 2 mg/kg, a level close to the EU NOEAL of 1 mg/kg. Grigoryan (2009
) and also Gearhart (2007
)  showed disruption of tubulin polymerisation in animal test systems at very low levels (even 1 µM).

Buratti (2011
) discovered developing effects of Chlorpyrifos and possible endocrine disruption. Jayawardena (2010
) showed malformations in frogs at low levels of Chlorpyrifos (0,05 ppm). Yang (2011
) disrupting of axonal growth and motor behaviour by Chlorpyrifos metabolites at 0,03 µM in Zebrafish.

Slotkin (2010
) showed the effect of the developmental toxin Chlorpyrifos might even lead to prediabetes and obesitas in later life.

3. EU NOAEL can’t be right.

Also questionable is the EU NOAEL level for Chlorpyrifos of 1 mg/kg. Ray (2010) shows developmental effects in the rat forebrain (change in gene expression) at 2 mg/kg, and US-EPA bases their NOAEL on 5 studies showing significant cholinesterase inhibition in the range of 0,22-0,3 mg/kg in different animal studies. EU NOAEL is unlikely to be a real NOAEL.  

4. Confirmatory data confirm the damage done only.
Chlorpyrifos applicant received an Annex I inclusion conditionally in 2006. Apart from the question if this is possible at all, a condition should be taken serious. Considering EFSA peer review on Chlorpyrifos of January 2011, the impression is the condition is not taken very serious by the applicant. Studies in birds “cannot be used” due to uncertainties, alternatives approached proposed by Spain have “many uncertainties”, field studies have several uncertainties like no studies on nestlings, wrong application period, etc. EFSA’s expert judgement is: 
· A high acute risk to birds cannot be excluded.

· A high acute risk to small herbivorous mammals cannot be excluded.

· A high long-term risk to mammals was indicated.
5. Say goodbye to Chlorpyrifos.

Chlorpyrifos (and its cousin Chlorpyrifos-methyl) shouldn’t be on the market at all. Risks are high and irreversible, and the chemical is everywhere in our environment. Evaluating “confirmatory data” is a good moment for saying goodbye to Chlorpyrifos. The applicant made a mess of the studies and EFSA concluded they are not very useful for making a decision. Based on best expert judgement EFSA concludes high risks for birds and mammals. This should block any further market access of the chemical immediately. Commission should not allow applicant to proceed to authorisations in Member States. We know from a long experience applicants will put forward questionable risk assessment methodologies to national authorities and negotiate with the Member States authorisations which are non-enforceable and in practice never enforced mitigation methods. The damage should be stopped now.
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