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!  Candidates for substitution and comparative 
assessment 

!  Endocrine disruptors 

!  Risk assessment guidance documents 

!  Impact on residues/MRLs 
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!  List published January 2015 

!  77 substances 

!  Press release and question and answers  

!  Comparative assessment from 1 August 2015 

!  Approval periods will only be limited to 7 years if 
still a CfS after renewal 

5 



6 



1-Methylcyclopropene,  Aclonifen,  Amitrole (aminotriazole), Bifenthrin, Bromadiolone, 
Bromuconazole,  Carbendazim, Chlorotoluron (unstated stereochemistry), Copper 
compounds, Copper hydroxide, Copper oxide, Copper oxychloride, Bordeaux mixture, 
Cyproconazole, Cyprodinil, Diclofop, Difenacoum, Difenoconazole, Diflufenican, 
Dimethoate, Dimoxystrobin, Diquat, Epoxiconazole, Esfenvalerate, Ethoprophos, 
Etofenprox, Etoxazole, Famoxadone, Fenamiphos, Fenbutatin oxide, Fipronil, 
Fludioxonil, Flufenacet, Flumioxazine, Fluometuron, Fluopicolide, Fluquinconazole, 
Flusilazole, Glufosinate, Haloxyfop-P, Imazamox, Imazosulfuron, Isoproturon, 
Isopyrazam, Lambda-cyhalothrin, Lenacil, Linuron, Lufenuron, Mecoprop, Metalaxyl, 
Metam, Metconazole, Methomyl, Metribuzin, Metsulfuron-methyl, Molinate, 
Myclobutanil, Nicosulfuron, Oxadiargyl, Oxadiazon, Oxamyl, Oxyfluorfen, 
Paclobutrazol, Pendimethalin, Pirimicarb, Prochloraz, Profoxydim,  Propiconazole, 
Propoxycarbazone, Prosulfuron, Quinoxyfen, Quizalofop-P-tefuryl, Sulcotrione, 
Tebuconazole, Tebufenpyrad, Tepraloxydim, Thiacloprid, Tri-allate, Triasulfuron, 
Triazoxide, Warfarin, Ziram 

7 



!  Comparative assessment required for all products 
containing a CfS from 1 August 2015 

!  Shall not authorise if another product or non-chemical 
method presents a significantly lower risk and does not 
present significant economic or practical disadvantages. 

!  Take into account: 
−  Effectiveness 
−  Resistance risk 

−  Consequences for minor uses 
−  Acquisition of experience for new products 

!  EPPO guidance document on efficacy aspects 
!  Commission guidance document on risk 
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!  Member State issue – not zonal – less international 
impact 

!  Only for product and uses in the application 

!  Stepwise approach—start with efficacy 
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!  Most CA is expected to stop after efficacy assessment 

−  very hard to apply to niche products 

!  Expectation—few substitutions in practice  

−  very difficult to restrict 77 chemicals cf. 10 

!  Supermarket ‘restricted’ lists? 

!  A lot of discussion 

−  acquisition of experience 
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!  Roadmap document 
−  indicates that this is something difficult to deal with 

!  Substances classified as EDs cannot be approved unless 
negligible exposure 

!  Guidance should have been published December 2013 

!  Significant disagreement within the European Commission 

−  DG environment dislike of pesticides, DG SANTE passed to EFSA  

−  EFSA proposed scientific, risk assessment approach 

!  Impact assessment required 

!  Interim criteria continue to apply 
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Interim criteria: 

!  Shall be considered an ED 

−  Carcinogen Cat 2 and toxic to reproduction Cat 2 

−  Toxic to reproduction Cat 2 and which have toxic effects on the 
endocrine organs 

!  Hazard based 
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!  Public consultation – closed January 2015— 
27,000 responses of which 24,000 identical  
−  clicktovists! 

!  Impact assessment: 
−  Screening methodology—March 2015 
−  Substance screening 
−  Socio-economic impact cf. biocides/REACh 
−  Finalise Q 3/4 2016 

!  Stakeholder Conference—1 June 2015 
!  Proposal end 2016 
!  Agreement on criteria 2017?? 
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!  Impact assessment: 
−  Screening methodology—March 2015 
−  Substance screening 

!  Four options in the road map: 
−  Keep interim criteria 
−  WHO/IPCS definition 
−  WHO/IPCS definition plus categories on strength of evidence 

1.  Endocrine disruptor 
2.  Suspected endocrine disruptor 
3.  Endocrine active 

−  WHO/IPCS definition plus potency  
!  Final proposal may be none of these! 
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!  WHO/IPCS  

−  Known or presumed to have cause endocrine mediated effects  

−  Evidence that the substance has the capacity to cause endocrine 
mediated adverse effects 

−  Evidence of endocrine mediated in the absence of other toxic 
effects or not a secondary consequence 

−  Mechanistic data can demonstrate non-relevance 
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!  Bees 
−  EFSA GD not agreed 
−  Commission roadmap 
−  Sequential implementation 
−  Formal Commission document awaited 

!  Operators 
−  May 2015 adoption—apply from 1 January 2016? 

!  New draft Registration Report guidance (product) 
−  Just published (May 2015) 

!  Negligible exposure 
−  Important for hazard criteria 
−  No agreement 
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!  EU decision making diverging from global 

!  Key criteria still not defined 

!  Reducing numbers of active substances in EU 

!  Human health or environmental criteria? 

!  How will hazard based decisions be reflected in 
MRLs? 
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!  EU review program of MRLs continues 
−  Do not always take note of import tolerances 
−  Need evidence of authorisation and national MRL 
−  Need to track the review program and also SPS notifications 

!  Codex MRLs 
−  Global harmonisation? 
−  Increased number of reservations from European Community 

!  Risk assessment 
−  Workshop in September on acute exposure 
−  Likely to result in a more restrictive IESTI equation 

!  Residues definitions 
−  More complicated in the EU 
−  More rigorous assessment of metabolites 
−  Do not accept TTC approach at present 

!  Reluctance to agree to group tolerances 
−  Extending beyond crops on the label 
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!  Agrochemical regulation continues to increase in 
Europe 

!  Regulation ahead of guidelines 
−  Confusion for all 

!  Reluctance to accept global standards such as Codex 
MRLs 
−  Previously seemed to be embracing Codex system 

!  The need for plant protection products has been lost 
in the debate 

!  When will the impact be seen on food production and 
imports?  
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