Public Consultation on Defining criteria for identifying

Endocrine Disruptors in the context of the implementation of the Plant Protection Product Regulation and Biocidal Products Regulation.
Fields marked with * are mandatory.

1. Information about you

How would you like your contribution to appear?*

Under the name supplied (I consent to the publication of all the information in my

contribution, and I declare that none of it is subject to copyright restrictions that would prevent publication)
· Anonymously (I consent to the publication of all the information in contribution, except my name/the name of my organisation, and I declare that none of it is subject to copyright restrictions that would prevent publication)

· I ask for confidential treatment of my contribution and do not give consent for

publication (the contribution will not be published and its content may not be taken into account. In any case, the contribution will be subject to the rules on access to documents, Regulation (EC) No 1049/2001

1.1. Your full name:*
	 Jaine Chisholm Caunt


1.2. Your e-mail address for correspondence:*
	 Post@gafta.com


.
1.3. Your gender:*
 FORMCHECKBOX 
Male           FORMCHECKBOX 
Female

1.4 Your age:*
 FORMCHECKBOX 
15-24 
 FORMCHECKBOX 
25-39
 FORMCHECKBOX 
40-54 
 FORMCHECKBOX 
55-64
 FORMCHECKBOX 
65+

1.5 Your level of education (highest degree obtained):*

 FORMCHECKBOX 
Primary school

 FORMCHECKBOX 
Secondary school

 FORMCHECKBOX 
Technical college or similar

 FORMCHECKBOX 
University

 FORMCHECKBOX 
Post/-University

 FORMCHECKBOX 
Still in full time education

1.6. Your occupation:*
 FORMCHECKBOX 
a. Self-employed

 FORMCHECKBOX 
b. Employee
 FORMCHECKBOX 
c. Not in formal working arrangement

 FORMCHECKBOX 
d. Other

1.6.a. If self-employed, please specify:*
 FORMCHECKBOX 
Farmer, forester, fisherman

 FORMCHECKBOX 
Owner of a retail or service outlet, craftsman

 FORMCHECKBOX 
Professional (lawyer, medical practitioner, accountant, architect)

 FORMCHECKBOX 
Manager of a company

 FORMCHECKBOX 
Other

1.6.b. If employee, please specify:*
 FORMCHECKBOX 
Professional (employed doctor, lawyer, accountant, architect)

 FORMCHECKBOX 
General management, director or top management
 FORMCHECKBOX 
Middle management

 FORMCHECKBOX 
Civil servant

 FORMCHECKBOX 
Office clerk

 FORMCHECKBOX 
Other employee (salesman, nurse, etc...)

 FORMCHECKBOX 
Manual worker

 FORMCHECKBOX 
Other
1.6.c. If not in formal working arrangement, please specify:*
 FORMCHECKBOX 
Looking after the home

 FORMCHECKBOX 
Student (full time)

 FORMCHECKBOX 
Retired

 FORMCHECKBOX 
Seeking a job

 FORMCHECKBOX 
Other

1.7. I’m replying as a(n):*
 FORMCHECKBOX 
a. Individual/citizen/consumer

 FORMCHECKBOX 
b. On behalf of an organization
1.7.a.If replying as an individual/citizen/consumer, please specify if your reply is based on your knowledge acquired in your working environment (e.g. private company, NGO, public institution, research) or on general interest:*
 FORMCHECKBOX 
i. General interest

 FORMCHECKBOX 
ii. Working environment
1.7.a.ii. If you selected working environment, please specify:*
 FORMCHECKBOX 
Academic/scientist with main publication area within endocrine disruption or endocrinology

 FORMCHECKBOX 
Academic/scientist with main publication area within (eco)toxicology

 FORMCHECKBOX 
Other academic/scientist

 FORMCHECKBOX 
Public health/medical sector

 FORMCHECKBOX 
National authority (responsible for human or environmental health), e.g. government or

agencies.

 FORMCHECKBOX 
National authorities (other)

 FORMCHECKBOX 
Local/regional authority (responsible for human or environmental health)

 FORMCHECKBOX 
Local/regional authorities (other)

 FORMCHECKBOX 
European Institution/Agency

 FORMCHECKBOX 
International Institution/Agency

 FORMCHECKBOX 
Chemical Industry

 FORMCHECKBOX 
Other private companies/Enterprises /SMEs

 FORMCHECKBOX 
Industry or trade association

 FORMCHECKBOX 
Non-governmental organisation (NGO)

 FORMCHECKBOX 
Consumer association

 FORMCHECKBOX 
Other

If other, please specify.*
	


1.7.b.1. If responding on behalf of a(n) organisation/association/authority/company/body, please provide the name:*
	  The Grain and Feed Trade Association (Gafta) represents the international trade in agricultural commodities. Gafta established in 1878, represents over 1500 companies in over 90 countries globally.


1.7.b.2. Is your organisation listed in the EU transparency register?*
 FORMCHECKBOX 
 a. Yes

 FORMCHECKBOX 
 b. No
 FORMCHECKBOX 
c. Do not know

1.7.b.2.a. Please specify identification number (optional):
	05783468694-28


1.7.b. Please specify the organisation you represent:*
 FORMCHECKBOX 
   i. Public authority
 FORMCHECKBOX 
ii. Academic/Research institution

 FORMCHECKBOX 
iii. Hospital / Health institution

 FORMCHECKBOX 
iv. Private company

 FORMCHECKBOX 
v. Agricultural producers (farmers)
 FORMCHECKBOX 
vi. Consumer / Non-Governmental Organisation

 FORMCHECKBOX 
vii. Industrial or trade association
 FORMCHECKBOX 
viii. Other

1.7.b.i. If public authority, please specify:*
 FORMCHECKBOX 
(1) International institution

 FORMCHECKBOX 
(2) EU Agency

 FORMCHECKBOX 
 (3) Government authority
1.7.b.i.(3). If government authority, please specify:*
 FORMCHECKBOX 
National
 FORMCHECKBOX 
Regional
1.7.b.ii. If Academic/Research institution, please specify:*
 FORMCHECKBOX 
Public Research

 FORMCHECKBOX 
Private Research

 FORMCHECKBOX 
University (including teaching)

 FORMCHECKBOX 
Other

1.7.b.iii. If hospital/health institution, please specify:*
 FORMCHECKBOX 
Public

 FORMCHECKBOX 
Private

 FORMCHECKBOX 
University (including teaching)

 FORMCHECKBOX 
Other

1.7.b.iv. If private company, please specify size:*
 FORMCHECKBOX 
Micro-entity (up to 10 employees)

 FORMCHECKBOX 
Small company (11-50 employees)

 FORMCHECKBOX 
Medium sized (51 - 250 employees)

 FORMCHECKBOX 
Large company (more than 250 employees)

1.7.b.vi(1). If consumer/non-governmental organisation, please specify members:*
 FORMCHECKBOX 
International

 FORMCHECKBOX 
National

 FORMCHECKBOX 
Local

1.7.b.vi(2). If consumer/non-governmental organisation, please specify actions:*
 FORMCHECKBOX 
Environmental concerns

 FORMCHECKBOX 
Consumer concerns

 FORMCHECKBOX 
Worker concerns

 FORMCHECKBOX 
Human rights concerns

 FORMCHECKBOX 
Other

1.7.b.vi(2): If other, please specify.*
	


1.7.b.vii. If industrial or trade association, please specify:*
 FORMCHECKBOX 
International

 FORMCHECKBOX 
National
1.7.b.viii. If other, please specify.*
	


1.8. Your location:*
	 9 Lincoln Inn Fields, London WC2A 3BP, United Kingdom


If other, please specify.*
	


1.9. Would you say you live in a ...?*
 FORMCHECKBOX 
Metropolitan

 FORMCHECKBOX 
Other town/urban

 FORMCHECKBOX 
Rural

 FORMCHECKBOX 
Do not want to

Zone


centre 



zone 


answer

1.10. Were you or your organisation involved in scientific issues in relation to endocrine disrupting chemicals in the last 3 years and in which way? (more than one answer possible)*
 FORMCHECKBOX 
Direct experimental scientific research

 FORMCHECKBOX 
Review of scientific research

 FORMCHECKBOX 
Use of scientific research for safety assessments

 FORMCHECKBOX 
Use of scientific research for regulatory purposes

 FORMCHECKBOX 
Lobbying
 FORMCHECKBOX 
Other

 FORMCHECKBOX 
Not involved

If other, please specify.*
	


1.11. Were you or your organization directly involved in/affected by the EU legislation mentioned below in the past 3 years? (more than one answer possible)*
 FORMCHECKBOX 
Classification and Labelling (Regulation 1272/2008)

 FORMCHECKBOX 
REACH (Regulation 1907/2006)

 FORMCHECKBOX 
Plant Protection Products (Regulation 1107/2009)
 FORMCHECKBOX 
Biocides (Regulation 528/2012)

 FORMCHECKBOX 
Water Framework Directive (2000/60/EC)

 FORMCHECKBOX 
Cosmetics (Regulation 1223/2009)

 FORMCHECKBOX 
Chemicals Agents Directive (98/24/EC)

 FORMCHECKBOX 
Other

 FORMCHECKBOX 
Not involved
If other, please specify*
	


1.12. In what context have you been made aware of the discussions about endocrine disrupting chemicals?*
 FORMCHECKBOX 
Media for the general public

 FORMCHECKBOX 
Scientific publications

 FORMCHECKBOX 
As part of my profession
 FORMCHECKBOX 
Schools, universities, etc

2.Options for criteria for determination of endocrine disrupting properties 
The roadmap defines 4 different options for the establishment of criteria for determination of endocrine disrupting properties.

2.1. Questions regarding option 1 (No policy change (baseline). The interim criteria set in the plant protection products and biocidal products regulations continue to apply. No other criteria are specified).

2.1.1. Have you conducted or are you aware of an assessment of substances which would be identified as endocrine disruptors according to option 1?*
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible

2.1.2. Are you aware of any assessment(s) of substitutability of the identified substances?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible

2.1.3. Are you aware of any assessment(s) of the socio-economic impact if the identified substances were regulated without further risk assessment?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible

2.1.4. Please, provide us with any other comments you may have regarding option 1:
4,000 character(s) maximum

	We understand that Regulation 1107/2009 requires science based criteria for the regulation of endocrine disruptors.  The interim criteria have been established on an arbitrary basis using certain elements of the EU classification system without assessing, if the effects that determine the classification are caused by an endocrine mode of action.  The interim criteria are not science based and are therefore not suitable for the regulation of endocrine disruptors.


2.2. Questions regarding option 2 (WHO/IPCS definition to identify endocrine

disruptors (hazard identification)

2.2.1. Have you conducted or are you aware of an assessment of substances which would be identified as endocrine disruptors according to option 2?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:
2.2.2. Are you aware of any assessment(s) of substitutability of the identified substances?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

2.2.3. Are you aware of any assessment(s) of the socio-economic impact if the identified substances were regulated without further risk assessment?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

2.2.4. Please, provide us with any other comments you may have regarding option 2.
4,000 character(s) maximum

	Gafta considers the use of the WHO/IPCS definition is a step in the right direction for establishing science based criteria for the determination of “endocrine disrupting properties” under Regulation 1107/2009.  However, the missing further elements of hazard characterisation (severity, (ir)reversibility, potency and lead toxicity) need to be included to make this option adequate for regulatory decision making on pesticide substances.  



2.3. Questions regarding option 3 (WHO/IPCS definition to identify endocrine

disruptors and introduction of additional categories based on the different strength of evidence for fulfilling the WHO/IPCS definition)

2.3.1. Have you conducted or are you aware of an assessment of substances which, in addition to those identified according to option 2, would be identified as suspected endocrine disruptors or endocrine active substances (Categories II or III) according to option 3?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:
2.3.2. Are you aware of any assessment(s) of substitutability of the identified substances?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

2.3.3.Are you aware of any assessment(s) of the socio-economic impact if the identified substances were regulated without further risk assessment?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

2.3.4. Please, provide us with any other comments you may have regarding option 3.
4,000 character(s) maximum
	We do not understand and question the inclusion of categories for endocrine disruptors as an option for determining and ultimately regulating endocrine disruptors. Regulation 1107/2009 requires the Commission to establish specific scientific criteria. This does not require a set of categories, but a single set of criteria, which will show, if a substance has endocrine disrupting properties.
Moreover, categorisation of endocrine disruptors has no scientific basis and thus contravenes the specific conditions set in the legislation. Endocrine disruption per se is not an adverse effect. The terminology covers multiple modes of action, which may lead to adverse effects of differing nature, severity and concern. It is these adverse effects that should be regulated, not the modes of action that cause these effects.

Categorisation will inevitably lead to the creation of “black lists”, as substances not considered endocrine disruptors will still be labelled as ‘suspected endocrine disruptors’. Such ‘black lists’ are highly likely to be misinterpreted and misused and may lead to trade barriers.



2.4. Questions regarding option 4 (WHO/IPCS definition to identify endocrine

disruptors and inclusion of potency as element of hazard characterisation (hazard identification and characterisation)

2.4.1. Have you conducted or are you aware of an assessment of substances which would be identified as endocrine disruptors according to option 4?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies), including the potency thresholds that applied:*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

2.4.2. Are you aware of any assessment(s) of substitutability of the identified substances?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

2.4.3. Are you aware of any assessment(s) of the socio-economic impact if the identified substances were regulated without further risk assessment?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

2.4.4. Please, provide us with any other comments you may have regarding option 4.

4,000 character(s) maximum

	Option 4 requires that the potency of a substance be considered as part of the endocrine disruptor criteria and thus recognises that potency is a key factor in determining, if a substance induces adverse effects at relevant concentrations.  However, in addition to potency all elements of hazard characterisation should be included into the endocrine disruptor criteria, i.e. severity and (ir)reversibility of effect and lead toxicity. 

These elements are essential to ensure that all relevant scientific information on the hazard of a substance is considered in regulatory decisions. Taking full account of the related data  is a routine part of the evaluation of chemicals and avoids negative regulatory actions for substances of low or no regulatory concern.

Within the context of the four proposed policy options for the ED criteria and given the fact that a risk assessment framework is currently missing, we call for the development of a single set of  criteria for determination of endocrine disrupting properties, which is based on the WHO/IPCS definition and also incorporates all the hazard characterisation elements. 
However, Gafta suggests that a full risk assessment approach should be considered as an additional and preferred policy option.  


3.Options for approaches to regulatory decision making

The roadmap defines 3 different options for approaches to regulatory decision making. Option A (no changes of the existing provisions in BPR and PPPR), Option B (introduction of further

elements of risk assessment) where necessary and desirable to reduce potential socio-economic impacts, and Option C (introduction of further socio-economic considerations) where necessary and desirable to prevent adverse socio-economic impacts.

3.1. Have you conducted or are you aware of an assessment applying any of the 3 different options for regulatory approaches to decision making (option A-C) to substances identified as endocrine disruptors by any of the options for defining criteria (option 1-4)?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies)*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:

3.2. Have you conducted or are you aware of an assessment of the socio-economic impact of the 3 different options for regulatory approaches to decision making (option A-C) for substances identified as endocrine disruptors by any of the options for defining criteria (option 1-4)?*
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If yes, please describe the methodology(ies):*
4,000 character(s) maximum

	


If yes, please describe the outcome(s) of the assessment(s):*
4,000 character(s) maximum

	


Please provide the reference(s) if possible:
4. Other information

4.1. Please provide any other data or information that could help the Commission to conduct its impact assessment.

4,000 character(s) maximum

	We believe that endocrine disruptors do not need special regulatory treatment, but can be dealt with like other substances of potential concern, i.e. be evaluated using a full risk assessment framework (considering both hazard and exposure).  As already indicated in section 2.4.4 above, an important policy option has been omitted from European Commission’s roadmap document and this public consultation, i.e. evaluating and regulating substances with endocrine disrupting properties using full risk assessment.
Using cut-offs based simply on hazard fails to take account of all relevant scientific information and does not provide a suitable basis for regulatory decision making. The addition of risk assessment elements and socio-economic considerations as options for regulatory decision making (i.e. options B and C in the road map document) would constitute an improvement over the current hazard based cut-offs. However, regulatory decision making on the basis proposed in options B and C cannot substitute for a full risk assessment approach, which also addresses benefits.

We appreciate that such change in regulatory decision making requires amendment to the current Regulation 1107/2009 and that such change will take time. Therefore we recommend that priority is given to ensuring the development of sound regulatory criteria and then make arrangements for returning to a comprehensive risk assessment framework, consistent with the approach taken by other global regions.
Failure to return to risk assessment and regulating endocrine disruptors purely on the basis of hazard cut-offs is likely to result in serious impact on the trade in agricultural commodities and produce. Quite a number of pesticide substances essential for successful crop production may be banned as a result of the hazard based approach. The E.U. MRLs for these substances would be set at the default level of 0.01 mg/kg. 

Future setting of import tolerances for international trade

We understand that discussions have taken place with the European Commission about the future possibilities of setting EU import tolerances for substances that have been removed from the European market as they trigger the ‘cut-off criteria’, including the criteria for endocrine disruption. However, it is today still unclear, in situations when active substances are removed from the European list of approved active substances, if it will still be possible to maintain import tolerances (and request new import tolerances) of those active substances on crops being imported from third countries. This is of great concern to us.
While this situation remains unclear, we would stress that the application of the default level of 0.01 mg/kg for the setting of import tolerances would have a substantial impact on international trade preventing the import into the E.U. of crops treated with these substances in the exporting countries.

The lack of a science based approach to this regulation, and its divergence from appropriate and internationally agreed standards and guidelines is what is at the bottom of the trade issue. The adoption of this approach by the EU differs so substantially from other pesticide regulatory programs that it creates precisely the kind of regulatory barriers that the WTO SPS and TBT agreements are designed to address and avoid.
 The application of a random default level for the setting of import tolerances would be contrary to the EU’s commitment to the WTO SPS and TBT agreements. We would like to highlight that such a restrictive interpretation would have a substantial impact on trade between the EU and third countries. The potential global impact has been estimated to be more than Euro 65 billion (Euro 65,362 million) based on 2012 EU import data.
The potential global impact for Gafta members representing the trade in agricultural commodities is expected to be significant and we would urge the European Commission to adopt regulatory policies on potential endocrine disruptors that minimize the potential trade impact. The preferred option, of course, would be the adoption of a full risk assessment approach, which is likely to have the least impact on trade in agricultural commodities and produce with the European Union.




Please provide the reference(s) if possible:
