
1

BCPC Food Chain Forum BCPC Food Chain Forum BCPC Food Chain Forum BCPC Food Chain Forum 

The impact of new EU legislation on The impact of new EU legislation on The impact of new EU legislation on The impact of new EU legislation on 

UK food production, availability and UK food production, availability and UK food production, availability and UK food production, availability and 

pricepricepriceprice

Society of Chemical Industry, Society of Chemical Industry, Society of Chemical Industry, Society of Chemical Industry, 

Friday, 6th June 2008Friday, 6th June 2008Friday, 6th June 2008Friday, 6th June 2008

Proposal for a Regulation to replace

Directive 91/414/EEC 

A Simple Guide

Colin Ruscoe, BCPE

•

BCPC Food Chain ForumBCPC Food Chain ForumBCPC Food Chain ForumBCPC Food Chain Forum
The impact of new EU legislation on UK

food production, availability and price

BCPC Food Chain ForumBCPC Food Chain ForumBCPC Food Chain ForumBCPC Food Chain Forum
The impact of new EU legislation on UK
food production, availability and price

Proposal for a Regulation to replace Directive 
91/414/EEC – A Simple Guide

• Nature of Proposals
• Process and Timetable
• Proposed Criteria – Commission
• Proposed Amendments – Parliament
• Present Status

Boring but important background
Further detail at PSD and BCPC websites
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Nature of the Proposals  

Commission proposal (2006):
‘Cut-Off’ Criteria for approval of existing and new active 

ingredients and for “Candidates for Substitution”. 

EU Parliament proposal (2007):
Range of more restrictive amendments/additions 

• Tighter cut-off criteria

• 5 year approval period for “Candidates for Substitution”

- Proposed “Cut-Offs” based purely on intrinsic 
hazard - no reference to risk in use, food residues, 
etc. No evidence of improved safety

1. A ESC opinion 
COR opinion

2. Proposal from the Commission

3. First reading by the EP - opinion

5. First reading by the Council

4. Amended proposal 
from the Commission

6. Council approves all the 
EP’s amendments

8. EP has approved the proposal 
without amendments

7. Council can adopt the act as amended 9. Council can adopt the act

10. Common position of 
the Council

11. Communication from the 
Commission on common position

12. Second reading by the EP

13. EP approves common position 

or makes no comments

14. Act is deemed to be adopted

15. EP rejects common 

position

17. EP proposes amendments 

to common position

18. Commission opinion on EP’s 

amendments

16. Act is deemed not to be adopted

19. Second reading by the Council

20. Council approves amended common position

(i) By a qualified majority if the Commission has delivered a positive opinion.

(ii) Unanimously if the Commission has delivered a negative opinion.

21. Act adopted as amended

22. Council does not approve the amendments to the 

common position

23. Conciliation Committee is convened
24. Conciliation procedure

26. Parliament and Council adopt the act 
concerned in accordance with the joint text

25. Conciliation Committee agrees on a joint text 30. Conciliation Committee does not agree on a joint text

28. Parliament and Council do not approve the joint text 31. Act is not adopted

29. Act is not adopted27. Act is adopted
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The Twenty-Nine Steps
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Publication of 
Council Common position

(3Q 2008?)

Environment 

Committee

Plenary vote

(1Q 2009?)
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reading

Authorisation 
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Council of Ministers

(2Q 09?)

Conciliation 

committee
Rejects EP 2nd reading Agreement

You are 
here

EU Process and Timetable

The proposed legislation will be implemented unless action is taken
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Cut - Off Criteria

1) Commission Proposals

a)  Non-Approval……..
• Category 1 or 2 CMR (carcinogenic, mutagenic or repro-
toxic) - unless exposure ‘negligible’;

• Endocrine disruptors 
- unless exposure ‘negligible’

• POPs, PBTs, vPvBs ( = persistent, bioaccumulating, toxic 

organic pollutants – eg DT50 in water > 2 months)

Impact of some criteria (endocrine, repro-tox) difficult to assess 

without full guidance being given.    
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Cut- Off Criteria – Endocrine Disruption

“An active substance shall only be approved if, 
on the basis of the assessment of Community or 
Internationally Agreed Guidelines, it is 

considered not to have endocrine disrupting 
properties that may be of toxicological 
significance in humans”

Commission wording
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Cut- Off Criteria 

1) Commission Proposals

b)  Candidates for Substitution:

• Acceptable daily intake, Acute Reference Dose or 
Acceptable Operator Exposure Level significantly lower 
than those for the majority of approved substances 

• Meet two criteria to be a PBT

Again, criteria difficult to assess without guidance in place

(e.g. “Significantly lower” )
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Cut - Off Criteria
v 

2) Amendments proposed by Parliament

a) Approvals…..

• Deregister actives with risk of developmental 

neurotoxic or immunotoxic properties 
• Changes to the POP criteria

• Use each POP criterion separately rather than together

• Inclusion of C&M category 3 to classify substances as 
Toxic in the PBT criteria

• Deregister actives with Hazard Quotient for bees <50 

• Deregister actives on priority list for water in Directive 
2000/60/EC.
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Cut - Off Proposals 

2) Amendments proposed by Parliament

b) Candidates for Substitution…..

• Meets one criterion to be a PBT

• Prone to leaching to groundwater
• “Potentially” endocrine disrupting, neurotoxic or 

immunotoxic properties. 

Parliament also proposed that Candidates for 
Substitution be approved once only, for a five 

years – no re-approval
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Combined impact of Commission and Parliament 
proposals on no. of actives
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The Proposals – Impact Assessments

EU Commission, AgChem industry and NGOs analyses to date:

• Numbers of actives affected 

• Not ……impact on pest, weed disease control, yield, price of 

produce, environmental, health

No EU Commission or Parliament assessments of 
impact(s) of the cut-off proposals 

UK PSD assessment ……….
• Only impact assessment by an EU authority
• Ca.300 substances assessed inc. most 
conventional chemicals
• AI availability and agronomic impact. 
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Latest  Move

19 May 2008 . EU Council of Ministers - fail to agree on

• European Commission proposal, or to 

• “Slovenian Presidency Compromise”: 
- retain ‘cut-off criteria’, define “negligible exposure”

- identify relevant methods relevant for establishing e.g. 

endocrine effects 

Subsequent Steps:

• Commission/Slovenian Compromise in preparation

• UK S.o.S. letter to EU Health Commissioner:

- Requests further work on impact and evidence for 

claims that existing substances cause harm

Next Council of Ministers 23/6/08
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