
All your answers to 

questions in sections 

2, 3 and 4, are 

intended to be 

published on the web, 

together with some of 

your personal data 

(please read the 

specific privacy 

statement before 

answering the 

following questions). 

Please note that 

answers to questions 

1.1. Your full name:
1.7. I’m replying as 

a(n):

1.7.a.If replying as an 

individual/citizen/cons

umer, 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:

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)Australian Government b. On behalf of an organization

Anonymously (I consent to the publication of all the information in my 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)SILUE GNENEYERI b. On behalf of an organization

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)Chris LEGGETT b. On behalf of an organization

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)Lars Juergensen b. On behalf of an organization

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)Claudia Mónica Cabezas Vargasb. On behalf of an organization

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)MINISTÉRIO DA AGRICULTURA, PECUÁRIA E ABASTECIMENTO DO BRASILb. On behalf of an organization

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)John Reeve on behalf of New Zealand Governmentb. On behalf of an organization

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)Ministerio de Relaciones Exteriores y Culto, en nombre de la República Argentinab. On behalf of an organization

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)Tania De Belder b. On behalf of an organization

Anonymously (I consent to the publication of all the information in my 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)Christopher Kanema b. On behalf of an organization

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)Annika Hanberg b. On behalf of an organization
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1.7.a.ii. If you selected 

working environment, 

please specify:

If 

o

t

h

e

r, 

p

l

e

a

s

e 

s

p

1.7.b.1. If responding on behalf of a(n) 

organisation/association/authority/company/body, please 

provide the name:

1.7.b.2. Is your 

organisation listed in 

the EU transparency 

register?

Australian Government c. Do not know

Direction de la protection des végétaux, du contrôle et de la Qualité du Ministère de l'Agriculture de Côte d'Ivoireb. No

Government of Canada b. No

Health Canada c. Do not know

INSTITUTO COLOMBIANO AGROPECUARIO - ICA b. No

MINISTÉRIO DA AGRICULTURA, PECUÁRIA E ABASTECIMENTO DO BRASILc. Do not know

Ministry for Primary Industries, Environmental Protection Authority, Ministry of Foreign Affairs and Tradeb. No

República Argentina b. No

United States Government b. No

Zambia Environmental Management Agency c. Do not know

Institute of Environmental Medicine, Karolinska Institutet c. Do not know



1.7.b.2.a. Please 

specify identification 

number (optional):

1.7.b. Please specify 

the organisation you 

represent:

1.7.b.i. If public 

authority, please 

specify:

1.7.b.i.(3). If 

government authority, 

please specify:

i. Public authority (3) Government authorityNational

i. Public authority (3) Government authorityNational

i. Public authority (3) Government authorityNational

i. Public authority (3) Government authorityNational

i. Public authority (3) Government authorityNational

i. Public authority (3) Government authorityNational

i. Public authority (3) Government authorityNational

i. Public authority (3) Government authorityNational

i. Public authority (1) International institution

i. Public authority (3) Government authorityNational

ii. Academic/Research institution



1.7.b.ii. If 

Academic/Research 

institution, please 

specify:

1.7.b.iii. If 

hospital/health 

institution, please 

specify:

1.7.b.iv. If private 

company, please 

specify size:

1.7.b.vi(1). If 

consumer/non-

governmental 

organisation, please 

specify members:

University (including teaching)



1.7.b.vi(2). If 

consumer/non-

governmental 

organisation, please 

specify actions:

1.7.b.vi(2): If other, 

please specify.

1.7.b.vii. If industrial 

or trade association, 

please specify:

1.7.b.viii. 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)

If other, please 

specify.

1.12. In what context 

have you been made 

aware of the 

discussions about 

endocrine disrupting 

chemicals?

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?

Classification and Labelling (Regulation 1272/2008);REACH (Regulation 1907/2006);Plant Protection Products (Regulation 1107/2009);Biocides (Regulation 528/2012);Water Framework Directive (2000/60/EC);Cosmetics (Regulation 1223/2009);Chemicals Agents Directive (98/24/EC)As part of my professionYes

Not involved As part of my professionNo

Classification and Labelling (Regulation 1272/2008);REACH (Regulation 1907/2006);Plant Protection Products (Regulation 1107/2009);Biocides (Regulation 528/2012);Cosmetics (Regulation 1223/2009);Chemicals Agents Directive (98/24/EC)As part of my professionYes

Classification and Labelling (Regulation 1272/2008);Plant Protection Products (Regulation 1107/2009);Biocides (Regulation 528/2012)As part of my professionYes

Plant Protection Products (Regulation 1107/2009)As part of my professionNo

Not involved Media for the general publicNo

Classification and Labelling (Regulation 1272/2008);REACH (Regulation 1907/2006);Plant Protection Products (Regulation 1107/2009);Biocides (Regulation 528/2012);Cosmetics (Regulation 1223/2009);OtherNew Zealand is directly affected by the EU Cosmetics Regulations, which are adopted by New Zealand’s Hazardous Substances and New Organisms Act 1996 (HSNO) Cosmetic Products Group Standard, including any updates to the Regulations (following consultation).  New Zealand is also indirectly affected by the four other pieces of legislation selected above.  For example, New Zealand is currently consulting on a proposal to adopt some elements of the EU's Classification and Labelling and the REACH Regulations.  New Zealand also refers to outputs under the Plant Protection Products Regulations as well as the Biocides Regulations when we do our assessments of new substances.  New Zealand may also be negatively affected in the future if the options proposed in this Public Consultation are implemented.As part of my professionYes

Classification and Labelling (Regulation 1272/2008);REACH (Regulation 1907/2006);Plant Protection Products (Regulation 1107/2009);Biocides (Regulation 528/2012)As part of my professionNo

REACH (Regulation 1907/2006);Plant Protection Products (Regulation 1107/2009);Biocides (Regulation 528/2012);Cosmetics (Regulation 1223/2009)As part of my professionNo

Classification and Labelling (Regulation 1272/2008);Plant Protection Products (Regulation 1107/2009)Scientific publications No

Not involved As part of my professionNo



If yes, please 

describe the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Although Australia has responded ‘yes’ in response to option one, we note that none of the three options identified are directly comparable to the Australian system for assessing the safety of chemicals, including those that could be defined as endocrine disruptors.  Consistent with our trade obligations and international best practice, Australia uses a risk-based rather than a hazard-based approach to conduct a comprehensive assessment of health and environmental impacts before chemicals can be approved for sale.The rules of the World Trade Organization (WTO) in relation to sanitary and phytosanitary measures (SPS measures) require that such measures are based on a scientific assessment of the risks to human, animal or plant life or health.  Australia’s risk-based approach begins with hazard identification, but assesses these adverse effects together with the potential for human and environmental exposure arising from the proposed use pattern and a consideration of product efficacy.  Hazard characterAustralia welcomes the opportunity to participate in the European Union’s public consultation process on defining criteria for identifying endocrine disruptors.  This is a complex area of policy development that will require a balanced and pragmatic approach to ensure the legitimate protection of human health coupled with the application of strong scientific evidence and adherence to international trade obligations.  Australia urges the European Union to take full account of the international trade implications of different policy options, and to consider carefully comments made by trading partners and scientific experts, prior to the introduction of new measures.We would expect any EU measures on endocrine disruptors to adhere to WTO rules in relation to SPS measures and also in relation to technical barriers to trade.  In this regard, we would also encourage the European Union, where appropriate, to adopt measures that are consistent with international standards, guidelines and recommendations. 

*Note: While Health Canada has identified "yes" in the applicable sections, none of the options, as presented, are directly comparable because Health Canada uses a risk-based rather than a hazard-based approach for assessing the safety of chemicals. Therefore, from a Canadian perspective, none of the options provide a fulsome scientific approach.  

Hazard identification / characterization of a chemical are the first steps in the internationally accepted scientific risk assessment framework. As such, an endpoint (or endpoints) may be identified in accordance with the WHO definition of "endocrine disruptor", such as impaired fertility, adverse effects on endocrine tissues, a change in hormone level, effects on reproductive parameters, etc. However, in keeping with this risk assessment paradigm, it is imperative that these adverse effects be put into context with the level of potential human and environmental exposure, based on the anticipated conditions of use. Health Canada applies science-based, quantitatiThe outcome of each chemical assessment stands on its own merit. That is, the determination of whether a chemical can be registered (or continue to be registered following re-evaluation), and the conditions surrounding that registration, are a function of the amount of exposure as determined through exposure characterization, estimation, and quantitative risk assessment steps.

Quantitative exposure and risk assessment informs the acceptability of product registration. The level of exposure is quantitatively determined for both dietary and non-dietary (i.e., occupational and residential /bystander) exposures. 
 
For human dietary exposure to be acceptable (i.e., no risk of concern), the level of exposure must be lower than the established Acceptable Acute or Chronic Dietary Reference Dose / Daily Intake (ARfD, ADI*). In the case of non-dietary exposures, target Margins of Exposure (MOE*) must be met or exceeded in order for a product to be acceptable for registration.  When assessing cancer, the applicati85eb9c96-8046-4cce-9971-38f31843a57f/Response to 2.1.1 Additional Clarification.pdf

*Note: While Health Canada has identified "yes" in the applicable sections, none of the options, as presented, are directly comparable because Health Canada uses a risk-based rather than a hazard-based approach for assessing the safety of chemicals. Therefore, from a Canadian perspective, none of the options provide a fulsome scientific approach.  

Hazard identification / characterization of a chemical are the first steps in the internationally accepted scientific risk assessment framework. As such, an endpoint (or endpoints) may be identified in accordance with the WHO definition of "endocrine disruptor", such as impaired fertility, adverse effects on endocrine tissues, a change in hormone level, effects on reproductive parameters, etc. However, in keeping with this risk assessment paradigm, it is imperative that these adverse effects be put into context with the level of potential human and environmental exposure, based on the anticipated conditions of use. Health Canada applies science-based, quantitatiThe outcome of each chemical assessment stands on its own merit. That is, the determination of whether a chemical can be registered (or continue to be registered following re-evaluation), and the conditions surrounding that registration, are a function of the amount of exposure as determined through exposure characterization, estimation, and quantitative risk assessment steps.

Quantitative exposure and risk assessment informs the acceptability of product registration. The level of exposure is quantitatively determined for both dietary and non-dietary (i.e., occupational and residential /bystander) exposures. 
 
For human dietary exposure to be acceptable (i.e., no risk of concern), the level of exposure must be lower than the established Acceptable Acute or Chronic Dietary Reference Dose / Daily Intake (ARfD, ADI*). In the case of non-dietary exposures, target Margins of Exposure (MOE*) must be met or exceeded in order for a product to be acceptable for registration.  When assessing cancer, the applicati1c8c871d-c982-4a37-8478-4062b06bd61d/Response to 2.1.1 Additional Clarification.pdf

*Note:  Because New Zealand uses a risk-based rather than a hazard-based approach for assessing the safety of chemicals, none of the options presented are directly comparable.  Accordingly, New Zealand does not support any of the four proposed options, which lack a fulsome scientific approach.  We note that all comments provided in this submission should be received on this basis.  In New Zealand, all hazardous chemicals and chemical products are regulated under the Hazardous Substances and New Organisms Act 1996 (HSNO) by the Environmental Protection Authority (EPA) in respect of their potential for adverse effects on human health and the environment, including plant protection products and biocides.The HSNO Act uses an early version of the United Nations GHS (Globally Harmonized System) for the classification of chemicals – this is the same classification system used under EU regulations. Although the GHS and the HSNO classification system do not include specific classification criteria or regulatory reThe HSNO classifications for carcinogenicity, reproductive toxicity and target organ toxicity (equivalent to classification under GHS chapters 3.6, 3.7 and 3.9) are used to determine the requirements for labels (in accordance with the GHS) and safety data sheets. The classifications are also used to inform the health risk assessment of the substance. Subsequent regulatory decisions on approval and setting of management controls are made on the basis of the risk assessment (and associated socio-economic evaluation), together with the classifications. The assignment of hazard classifications is not used as a ‘cut-off’ to preclude further consideration of a substance for approval.

Please provide the reference(s) if possible

../../../../Documents/EDs/Public consultation/85eb9c96-8046-4cce-9971-38f31843a57f/Response to 2.1.1 Additional Clarification.pdf
../../../../Documents/EDs/Public consultation/1c8c871d-c982-4a37-8478-4062b06bd61d/Response to 2.1.1 Additional Clarification.pdf


Australia welcomes the opportunity to participate in the European Union’s public consultation process on defining criteria for identifying endocrine disruptors.  This is a complex area of policy development that will require a balanced and pragmatic approach to ensure the legitimate protection of human health coupled with the application of strong scientific evidence and adherence to international trade obligations.  Australia urges the European Union to take full account of the international trade implications of different policy options, and to consider carefully comments made by trading partners and scientific experts, prior to the introduction of new measures.We would expect any EU measures on endocrine disruptors to adhere to WTO rules in relation to SPS measures and also in relation to technical barriers to trade.  In this regard, we would also encourage the European Union, where appropriate, to adopt measures that are consistent with international standards, guidelines and recommendations. 

85eb9c96-8046-4cce-9971-38f31843a57f/Response to 2.1.1 Additional Clarification.pdf

1c8c871d-c982-4a37-8478-4062b06bd61d/Response to 2.1.1 Additional Clarification.pdf

The HSNO classifications for carcinogenicity, reproductive toxicity and target organ toxicity (equivalent to classification under GHS chapters 3.6, 3.7 and 3.9) are used to determine the requirements for labels (in accordance with the GHS) and safety data sheets. The classifications are also used to inform the health risk assessment of the substance. Subsequent regulatory decisions on approval and setting of management controls are made on the basis of the risk assessment (and associated socio-economic evaluation), together with the classifications. The assignment of hazard classifications is not used as a ‘cut-off’ to preclude further consideration of a substance for approval.

Please provide the reference(s) if possible



2.1.2. Are you aware 

of any assessment(s) 

of substitutability of 

the identified 

substances?

If yes, please 

describe the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Australia welcomes the opportunity to participate in the European Union’s public consultation process on defining criteria for identifying endocrine disruptors.  This is a complex area of policy development that will require a balanced and pragmatic approach to ensure the legitimate protection of human health coupled with the application of strong scientific evidence and adherence to international trade obligations.  Australia urges the European Union to take full account of the international trade implications of different policy options, and to consider carefully comments made by trading partners and scientific experts, prior to the introduction of new measures.We would expect any EU measures on endocrine disruptors to adhere to WTO rules in relation to SPS measures and also in relation to technical barriers to trade.  In this regard, we would also encourage the European Union, where appropriate, to adopt measures that are consistent with international standards, guidelines and recommendations. Yes Australia maintains a risk-based approach to EDCs as our chemical regulation system for agricultural and veterinary chemicals aims to ensure a sufficiently comprehensive assessment of their health and environmental impacts before they can be approved for sale in Australia. Specific assessments are instigated if evidence of endocrine interaction exists, e.g. from the data submitted to support an active constituent approval, from actions of overseas regulatory agencies or from literature alerts.Risk Assessment: For chemicals proposed for use in commerce, measures or estimates of likely human and environmental exposure arising from the proposed use would be included in Australian risk assessments [i.e. Chemical Risk = ∫Hazard . Exposure]. For agricultural and veterinary chemicals the approved use patterns of products are well known and human and environmental exposure can be reasonably estimated from exposure databases or modelling.  For the multiplicity of industrial chemicals, realistic estimates of human Australian chemical regulatory agencies would concur with the 2013 opinion of the Scientific Committee (SC) of the European Food Safety Authority (EFSA) that “to inform on risk and level of concern for the purpose of risk management decisions ……. risk assessment (taking into account hazard and exposure data/predictions) makes best use of available information” (http://www.efsa.europa.eu/de/search/doc/3132.pdf ). The EFSA document makes regular reference to effects (human health or environmental) arising “as a result of exposure to endocrine active substances” i.e. exposure is a key component of the risk assessment equation. The EFSA document notes that:-•“With regard to the use of severity, (ir)reversibility and potency for the hazard characterisation of EDs, the SC considers that to inform on a level of concern for endocrine disrupting substances, these elements should be evaluated in relation to the degree, duration and timing of exposure”•“The standard risk assessment paradigm consists of four steps,

No

Yes As per Canadian pesticide legislation, Health Canada assesses the availability of alternatives based on acceptable health and environmental risk.For those chemicals where exposure is below the level of concern for dietary and environmental exposures, and where target Margins of Exposure are achieved for non-dietary exposures, the health risks are considered acceptable and registration is possible.

Yes As per Canadian pesticide legislation, Health Canada assesses the availability of alternatives based on acceptable health and environmental risk.For those chemicals where exposure is below the level of concern for dietary and environmental exposures, and where target Margins of Exposure are achieved for non-dietary exposures, the health risks are considered acceptable and registration is possible.

No

No

The HSNO classifications for carcinogenicity, reproductive toxicity and target organ toxicity (equivalent to classification under GHS chapters 3.6, 3.7 and 3.9) are used to determine the requirements for labels (in accordance with the GHS) and safety data sheets. The classifications are also used to inform the health risk assessment of the substance. Subsequent regulatory decisions on approval and setting of management controls are made on the basis of the risk assessment (and associated socio-economic evaluation), together with the classifications. The assignment of hazard classifications is not used as a ‘cut-off’ to preclude further consideration of a substance for approval.No

No

No

No

No

Please provide the reference(s) if possible



Australian chemical regulatory agencies would concur with the 2013 opinion of the Scientific Committee (SC) of the European Food Safety Authority (EFSA) that “to inform on risk and level of concern for the purpose of risk management decisions ……. risk assessment (taking into account hazard and exposure data/predictions) makes best use of available information” (http://www.efsa.europa.eu/de/search/doc/3132.pdf ). The EFSA document makes regular reference to effects (human health or environmental) arising “as a result of exposure to endocrine active substances” i.e. exposure is a key component of the risk assessment equation. The EFSA document notes that:-•“With regard to the use of severity, (ir)reversibility and potency for the hazard characterisation of EDs, the SC considers that to inform on a level of concern for endocrine disrupting substances, these elements should be evaluated in relation to the degree, duration and timing of exposure”•“The standard risk assessment paradigm consists of four steps,

For those chemicals where exposure is below the level of concern for dietary and environmental exposures, and where target Margins of Exposure are achieved for non-dietary exposures, the health risks are considered acceptable and registration is possible.

For those chemicals where exposure is below the level of concern for dietary and environmental exposures, and where target Margins of Exposure are achieved for non-dietary exposures, the health risks are considered acceptable and registration is possible.

Please provide the reference(s) if possible



Australian chemical regulatory agencies would concur with the 2013 opinion of the Scientific Committee (SC) of the European Food Safety Authority (EFSA) that “to inform on risk and level of concern for the purpose of risk management decisions ……. risk assessment (taking into account hazard and exposure data/predictions) makes best use of available information” (http://www.efsa.europa.eu/de/search/doc/3132.pdf ). The EFSA document makes regular reference to effects (human health or environmental) arising “as a result of exposure to endocrine active substances” i.e. exposure is a key component of the risk assessment equation. The EFSA document notes that:-•“With regard to the use of severity, (ir)reversibility and potency for the hazard characterisation of EDs, the SC considers that to inform on a level of concern for endocrine disrupting substances, these elements should be evaluated in relation to the degree, duration and timing of exposure”•“The standard risk assessment paradigm consists of four steps,

For those chemicals where exposure is below the level of concern for dietary and environmental exposures, and where target Margins of Exposure are achieved for non-dietary exposures, the health risks are considered acceptable and registration is possible.

For those chemicals where exposure is below the level of concern for dietary and environmental exposures, and where target Margins of Exposure are achieved for non-dietary exposures, the health risks are considered acceptable and registration is possible.

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?

If yes, please 

describe the 

methodology(ies):

If yes, please 

describe the the 

outcome(s) of the 

assessment(s):

Yes Common Technical Policy Considerations across Different Chemical ClassesAustralian chemical regulatory agencies, do not consider that endocrine disruption is an adverse end-point per se, but rather is a mode or mechanism of action potentially leading to other toxicological or eco-toxicological outcomes e.g. reproductive, developmental, carcinogenic or ecological effects; these effects are routinely considered in reaching regulatory decisions for pesticide active constituents for which the required toxicology database is generally very extensive. Thus, in addition to endocrine disruption, there are other biochemical and physiological mechanisms which can be affected by excessive chemical exposure. Australia’s chemical regulators consider that chemical assessment needs to consider all toxic end-points of concern, taking into account the potency of the chemical and the severity and reversibility of the effect in the organism. It could be argued that the term “endocrine disrupting” is not particularly helpfPlease see responses to 2.1

No

Yes Implications of adopting any of the proposed approaches must take into account the potential economic impact of restrictions on the usage of an identified substance specific to the commodity or group of commodities impacted.   These economic factors include, but may not be limited to, impacts on production, including on type and quality, level of demand in domestic and third-country market, and the significance of trade in the affected agriculture commodities (including volume and value).Any change to the EU's scientific assessment from risk- to hazard-based criteria would likely result in the de-listing of a variety of Plant Protection Products (PPPs) that are extensively – and safely – used in Canada, in other trading partner countries and most likely in the EU as well, resulting in MRLs for delisted substances either entirely withdrawn or set at a near zero default level without additional safety or economic benefits to the EU consumer.  The use of solely hazard-based cut off criteria could have the potential to significantly disrupt Canadian and global exports of agriculture and agri-food products to the EU, as producers and exporters would likely be unable to meet the excessively low tolerance levels and could face increased risk of shipment rejection/restrictions.The potential trade restrictions and trade barriers related to a hazard-based approach largely depends on two factors, both of which remain uncertain at this point and prevent a complete analysis of potential trade and econ

No

No

No

No

No

No

No

No

Please provide the reference(s) if possible



Any change to the EU's scientific assessment from risk- to hazard-based criteria would likely result in the de-listing of a variety of Plant Protection Products (PPPs) that are extensively – and safely – used in Canada, in other trading partner countries and most likely in the EU as well, resulting in MRLs for delisted substances either entirely withdrawn or set at a near zero default level without additional safety or economic benefits to the EU consumer.  The use of solely hazard-based cut off criteria could have the potential to significantly disrupt Canadian and global exports of agriculture and agri-food products to the EU, as producers and exporters would likely be unable to meet the excessively low tolerance levels and could face increased risk of shipment rejection/restrictions.The potential trade restrictions and trade barriers related to a hazard-based approach largely depends on two factors, both of which remain uncertain at this point and prevent a complete analysis of potential trade and econ

Please provide the reference(s) if possible



2.1.4. Please, provide 

us with any other 

comments you may 

have regarding option 

1:

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?

If yes, please 

describe the the 

methodology(ies):

The use of ‘carcinogenic’ and ‘toxic for reproduction’ categories as an interim identification tool for substances with endocrine-disrupting properties is difficult to justify scientifically.The criteria within this option (with classifications that are not necessarily precise) are likely to lead to the  identification of some substances as endocrine disruptors when they are not. The substances in these categories are likely to produce adverse effects but these may not be caused by an endocrine mode of action.Yes Please see responses in 2.1

Se référer aux propositions de CROPLIFE AFRIQUE MOYEN ORIENT et ECPA.No

Any change to the EU's scientific assessment from risk- to hazard-based criteria would likely result in the de-listing of a variety of Plant Protection Products (PPPs) that are extensively – and safely – used in Canada, in other trading partner countries and most likely in the EU as well, resulting in MRLs for delisted substances either entirely withdrawn or set at a near zero default level without additional safety or economic benefits to the EU consumer.  The use of solely hazard-based cut off criteria could have the potential to significantly disrupt Canadian and global exports of agriculture and agri-food products to the EU, as producers and exporters would likely be unable to meet the excessively low tolerance levels and could face increased risk of shipment rejection/restrictions.The potential trade restrictions and trade barriers related to a hazard-based approach largely depends on two factors, both of which remain uncertain at this point and prevent a complete analysis of potential trade and econEndocrine disrupting chemicals, either naturally occurring or used safely as an active ingredient in certain PPPs within the Canadian agricultural production system must be assessed in a manner that meets the requirements of Canada’s national regulatory authority and be consistent with internationally accepted standards. As stated, Canada assesses in a manner consistent with internationally accepted standards, using a risk-based approach that does not go beyond what is necessary to protect human health or the environment.  None of the four scenarios proposed in the EU roadmap for impact assessment of ED criteria includes a risk-assessment option.  Therefore, Canada’s view is that none of the options presented in this roadmap are consistent with the approach, which is intended to prevent unnecessary trade disruption and barriers.   The use of hazard-based cut off criteria, enabled by the categorization of compounds as endocrine disruptors, has the potential for negative and far reaching impacts on globYes See response to 2.1.1.

Yes See response to 2.1.1

No

No

New Zealand regulators do not support this option. Criteria based only on classifications more or less indirectly related to endocrine disruption effects are not sufficiently precise and could wrongly identify some substances as endocrine disrupters. There will be examples where the classifications under this option are based on adverse effects which are not caused via an endocrine mode of action.
The fact that this option is only based on mammalian toxicological classifications constitutes another drawback because it does not take account of results coming from the tests dedicated to the identification of endocrine effects in fish or amphibians.
No

Dado que la normativa argentina vigente no exige la identificación de sustancias disruptoras endocrinas, no se cuenta con evaluaciones oficiales en esta materia. Ello no excluye la posibilidad de que existan estudios realizados por el sector privado o bien investigaciones académicas sobre este tema.No

This option only determines if a certain chemical can have an effect on an endocrine system in some animal—irrespective of whether in the real world there is a situation where this would actually happen. We can agree with the EC’s own initial rejection of Option 1 and its assessment that Option 1 would not meet objectives 2 and 3 as set forth: 2) scientific criteria and regulatory operability, and 3) “horizontal” application to all legislation.Under this policy, the accepted science-based risk assessment process found in international standards and guidelines would not be followed. Rather, regulatory policy would be based on the existence of a hazard—irrespective of exposure to the hazard, the risk of the hazard to human health, or whether safe uses can be identified. Products would be removed from the market, and maximum residue levels (MRLs) in commodities produced with active crop protection substances identified under this categorization system could either be withdrawn entirely or set at a default leNo

No

The Institute of Environmental Medicine does not support option 1. This option is not based on scientific criteria for endocrine disruption.No

Please provide the reference(s) if possible



If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Please see responses in 2.1

See response to 2.1.1.

See response to 2.1.1

Please provide the reference(s) if possible:



Please provide the reference(s) if possible:



2.2.2. Are you aware 

of any assessment(s) 

of substitutability of 

the identified 

substances?

If yes, please 

describe the the 

methodology(ies):

Yes Please see responses in 2.1

No

Yes See response to 2.1.2.

Yes See response to 2.1.2

No

No

No

No

No

No

No

Please provide the reference(s) if possible:



If yes, please 

describe the 

outcome(s) of the 

assessment(s):

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?

If yes, please 

describe the the 

methodology(ies):

Please see responses in 2.1 Yes Please see responses in 2.1

No

See response to 2.1.2. Yes See methodology under 2.1.3.

See response to 2.1.2 No

No

No

No

No

No

No

No



If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Please provide the 

reference(s) if 

possible

2.2.4. Please, provide 

us with any other 

comments you may 

have regarding option 

2.

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) 

Please see responses to 2.1 According to this definition, An endocrine disruptor is an exogenous substance or mixture that alters function(s) of the endocrine system and consequently causes adverse health effects in an intact organism, or its progeny, or (sub)populations. Thus, for a substance to be defined as an endocrine disruptor, there should be demonstration of an adverse effect and of an endocrine disruption mode of action; the definition implies a causal link between the observed adverse effect and the endocrine disruption mode of action.
This is a hazard identification approach (which considers adversity, mode of action and plausibility) but does not take into account the additional element of hazard characterisation i.e. consideration of potency and other criteria such as specificity, severity and irreversibility in an overall weight-of-evidence approach. 
While Option 2 does have some potential consistency with a risk-based approach to regulating chemicals [see issues outlined in items a) through to e) under Option 2 in the Yes

Se référer aux propositions de CROPLIFE AFRIQUE MOYEN ORIENT et ECPA.No

See outcome of assessment under 2.1.3. See other comments under 2.1.4.No

No

No

No

For the reasons outlined in para 2.1.1 above, New Zealand does not support this option.  If adopted, however, these criteria should be used as described under para 2.1.1. That is, they should be used to inform the health risk assessment of the substance, with subsequent regulatory decisions on approval and setting of management controls being made on the basis of the risk assessment and associated socio-economic evaluation. They should not be used as a ‘cut-off’ to preclude further consideration of a substance for approval.No

Dado que la normativa argentina vigente no exige la identificación de sustancias disruptoras endocrinas, no se cuenta con evaluaciones oficiales en esta materia. Ello no excluye la posibilidad de que existan estudios realizados por el sector privado o bien investigaciones académicas sobre este tema.No

Policy Option 2 for Aspect I of the EU criteria is based on the WHO/IPCS definition to identify endocrine disruptors (hazard identification). In addition, Option 2 includes scientific issues in articles (a) through (e) that the EPA relates to endocrine bioactivity (including potency), hazard, exposure, and risk in the context of a systematic consideration of whether a substance has the capacity to cause endocrine-mediated adverse effects in humans or population-relevant endocrine-mediated adverse effects on animal species living in the environment, which EPA interprets to mean capacity under an assumption of ordinary exposure. In the U.S. view, Option 2 appears to have some potential consistency with a risk-based approach to regulating chemicals. However, Option 2 does not explicitly mention potency, exposure or risk in any direct terms.Taking a risk-based approach would also be consistent with the report of the EC’s own Endocrine Disrupters Expert Advisory Group.25 That report recommends the use of a WeiNo

No

The Institute of Environmental Medicine does not support option 2. This option lacks the possibility to identify/classify compounds that not (yet) meet all the criteria. It is our opinion that identification and categorisation of suspected EDs is important for example for further research priorities and other non-legislative activities.No



If yes, please 

describe the the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Please see responses in 2.1Please see responses in 2.1

Please provide the reference(s) if possible:



2.3.2. Are you aware 

of any assessment(s) 

of substitutability of 

the identified 

substances?

Yes

No

No

No

No

No

No

No

No

No

No

Please provide the reference(s) if possible:



If yes, please 

describe the the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Please see responses in 2.1Please see responses in 2.1

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?

If yes, please 

describe the the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Yes Please see responses in 2.1Please see responses to 2.1

No

Yes See methodology under 2.1.3.See outcome of assessment under 2.1.3.

No

No

No

No

No

No

No

No

Please provide the reference(s) if possible:



Please provide the reference(s) if possible:



Please, provide us 

with any other 

comments you may 

have regarding option 

3.

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?

If yes, please 

describe the 

methodology(ies), 

including the potency 

thresholds that 

applied:

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Proposed categories (based on hazard and extent of data/information re the hazard) would be as follows: Category I: Endocrine disruptors; Category II: Suspected endocrine disruptors i.e. where the evidence is not sufficiently strong to place them into Category I; Category III: endocrine-active substances where there is only limited evidence of a potential for endocrine-mediated effects.  We concur with comments in the EC Roadmap that Option 3 would enable assessors to appropriately incorporate uncertainty (i.e. “to judge the varying strength of evidence”) and would reduce pressure on them to have to make yes/no decisions.  Option 3 allows for recognition of the fact that data to demonstrate a causal link between a chemical exposure and an effect are generally only available after many years or decades of research.  It could be seen to strike a better balance in the approach to identifying endocrine disruptors, based on the currently available scientific evidence.  Furthermore, it should facilitate a regulatYes The EU Plant Protection Product Regulation (PPPR) stipulates that substances with endocrine disrupting properties (that may cause adverse effects in humans) cannot be approved for use unless human exposure (under realistic conditions of use) is negligible whereas the Biocidal Product Regulation (BPR) stipulates that substances considered as having endocrine disrupting properties (that may cause adverse effects in humans) should not be approved unless the risk to humans is negligible. Therefore, it would appear that any assessment under either Regulation would require not just a hazard assessment but a risk assessment, not only to establish whether a substance shown/suggested to have ‘endocrine-disrupting’ properties in toxicology studies conducted in vitro or in test organisms in vivo may be likely to cause adverse effects in humans (or other organisms in the environment) but also to assess the likely exposure of humans (or, for the ecotoxicology assessment, of off-target organisms in the environment).CheIndustrial chemicalsPhthalates and BFRs: The most relevant examples of recent NICNAS assessments of chemicals with endocrine activity include some PEC assessments on well characterised antiandrogenic phthalates, di(ethylhexyl) phthalate and dibutyl phthalate, and brominated flame retardants (BFRs) which have neurodevelopmental effects resulting from impacts on the thyroid hormone system. These assessments largely used classical toxicological data which could be assigned to a mechanism involving one or more endocrine pathways. NICNAS was able to determine NOAEL values with a dose response relationship similar to that for chemicals where endocrine activity is not postulated.It must be emphasised that the classifications of certain phthalates and BFRs in highest category were results of standard risk assessment methods. In the absence of a full risk assessment, the category of “endocrine active substances” would normally be the highest NICNAS could propose.Under a pilot study related to NICNAS’s IMAP, a nu

Se référer aux propositions de CROPLIFE AFRIQUE MOYEN ORIENT et ECPA.No

See other comments under 2.1.4.Yes See response to 2.1.1 

Please also note that although potency is considered as part of Health Canada risk assessment process, Option 4 fails to address the full scope of potency in the context of scientific-based health and environmental risk assessments.See response to 2.1.1.

Yes See response to 2.1.1 
Also note that although potency is considered as part of Health Canada risk assessment process, Option 4 fails to address the full scope of potency in the context of scientific-based health and environmental risk assessments. See response to 2.1.1

No

No

For the reasons outlined in para 2.1.1 above, New Zealand does not support this option.   While New Zealand regulators are supportive of the principle of defining different categories for classification as a means of ranking and prioritizing substances, we have substantial concerns about the currently proposed EC definitions for the following reasons:  
Category III is too broad. It would be expected to end up in a very large number of substances being classified purely on the basis of an in vitro finding that may not be of relevance for human health or the environment. Given the large number of substances that may be affected it is considered unlikely that it will be possible to perform further assessment of many of these substances. Therefore they may be subject to some form of restriction or concern for a very long time without adequate scientific justification, and in many cases unnecessarily. 
New Zealand considers that there is currently insufficient clarity about the distinction between Categories I No

Dado que la normativa argentina vigente no exige la identificación de sustancias disruptoras endocrinas, no se cuenta con evaluaciones oficiales en esta materia. Ello no excluye la posibilidad de que existan estudios realizados por el sector privado o bien investigaciones académicas sobre este tema.No

The EC’s own initial assessment that there are inconsistencies within Option 3 is sound, as stated in the roadmap: “for sectors with decision making mainly based on hazard identification (PPPR, BPR general public uses), the impact on number of identified substances are expected to be higher as compared to the sectors with decision making based on risk or on socioeconomic considerations (BPR, REACH, MDR, WFD).”Indeed, it is unclear why a chemical/class of chemicals would be differently classified, depending on what form of analysis one uses (hazard vs. risk). Specifically, chemicals are expected to have the same effect at the same concentrations in the same situation. The different classifications of the same chemical/class of chemicals are an artifact of the system of analysis, not a scientific quality of the chemical itself or its effects. Also we note two references in Option 3 to “mode of action.” A chemical could have a mode of action which under some circumstances could disrupt endocrine systems, butNo

No

The Institute of Environmental Medicine supports option 3. This option provides the possibility to identify/classify compounds that not (yet) meet all the criteria. It is our opinion that identification and categorisation of suspected EDs is important for example for further research priorities and other non-legislative activities. In addition, this option is in accordance with the principles of CLP and thus EDC may facilitate incorporation in CLP in the future.No



Industrial chemicalsPhthalates and BFRs: The most relevant examples of recent NICNAS assessments of chemicals with endocrine activity include some PEC assessments on well characterised antiandrogenic phthalates, di(ethylhexyl) phthalate and dibutyl phthalate, and brominated flame retardants (BFRs) which have neurodevelopmental effects resulting from impacts on the thyroid hormone system. These assessments largely used classical toxicological data which could be assigned to a mechanism involving one or more endocrine pathways. NICNAS was able to determine NOAEL values with a dose response relationship similar to that for chemicals where endocrine activity is not postulated.It must be emphasised that the classifications of certain phthalates and BFRs in highest category were results of standard risk assessment methods. In the absence of a full risk assessment, the category of “endocrine active substances” would normally be the highest NICNAS could propose.Under a pilot study related to NICNAS’s IMAP, a nu

Please provide the reference(s) if possible:



2.4.2. Are you aware 

of any assessment(s) 

of substitutability of 

the identified 

substances?

If yes, please 

describe the the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Yes Please see responses to 2.1Please see responses to 2.1

No

Yes See response to 2.1.2. See response to 2.1.2.

Yes See response to 2.1.2 See response to 2.1.2

No

No

No

No

No

No

No

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?

If yes, please 

describe the the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Yes Please see responses to 2.1Please see responses to 2.1

No

Yes See methodology under 2.1.3.See outcome of assessment under 2.1.3.

No

No

No

No

No

No

No

No

Please provide the reference(s) if possible:



Please see responses to 2.1

See outcome of assessment under 2.1.3.

Please provide the reference(s) if possible:



2.4.4. Please, provide 

us with any other 

comments you may 

have regarding option 

4.

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 

If yes, please 

describe the 

methodology(ies)

As noted in the comments above (under ‘Option 2’), potency should not be the only additional consideration; other criteria including specificity, severity and irreversibility should be considered in an overall weight-of-evidence approach (and in determining criteria for identifying endocrine disrupters of regulatory concern).  It is not clear whether Option 4 includes items a) through to e), that were contained in Option 2. If Option 4 included these articles and explicitly added potency as an element of hazard characterization, which is critical for comparisons to exposure for risk-based methods, then this would be a more comprehensive alternative.  This could create opportunities for harmonising the scientific approach for endocrine disruptors between the EU and other countries (including Australia, Canada, NZ and the USA).  Yes Please see responses to 2.1

Se référer aux propositions de CROPLIFE AFRIQUE MOYEN ORIENT et ECPA.No

See other comments under 2.1.4.Yes As noted in 2.1.1., Health Canada applies a quantitative risk assessment approach to determine whether a chemical can be registered (or continue to be registered following re-evaluation), and to define the conditions surrounding that registration.  Endpoints and points of departure related to endocrine activity are managed in the same way as other toxicity endpoints of concern. The application of additional uncertainty factors are also considered as described in section 2.1.1. This approach allows for utilization of all scientific information, using exposure information to provide context to the identified hazards, thus, enhancing the consistency, predictability, and defensibility of decision making. 

Yes As noted in 2.1.1., Health Canada applies a quantitative risk assessment approach to determine whether a chemical can be registered (or continue to be registered following re-evaluation), and to define the conditions surrounding that registration.  Endpoints and points of departure related to endocrine activity are managed in the same way as other toxicity endpoints of concern. The application of additional uncertainty factors are also considered as described in section 2.1.1. This approach allows for utilization of all scientific information, using exposure information to provide context to the identified hazards, thus, enhancing the consistency, predictability, and defensibility of decision making. 
 

No

Identifica-se, como a mais apropiada, a Opção 4 - WHO/IPCS definition to identify endocrine disruptors and inclusion of potency as element of hazard characterization (hazard identification and characterisation).
Trata-se de uma definição de critérios para DE da Organização Mundial da Saúde (OMS), com a adição de uma caracterização de elemento de perigo.
Acredita-se que a definição da WHO/IPCS apresenta um balanço adequado entre as distintas opiniões dos países membros da ONU, de distintos perfis socioeconômicos. 
O acréscimo à definição da OMS da caracterização do elemento de perigo trataria de segregar aquelas substâncias que, atendendo ao critério para ser categorizada como DE, são mais ou menos perigosas. É racional se imaginar que, mesmo que uma, ou mais, substâncias sejam julgadas como DE, uma tenha mais potencial de perigo que outras, o que justificaria pertencerem a classes de perigo distintas. 
No

While New Zealand does not support any of the four proposed options for the reasons outlined in para 2.1.1, Option 4 is an improvement over the other options presented.  It is well known that substances can vary widely in terms of their endocrine activity. Substances with a very low potency may not be expected to have adverse effects and may not require classification or restriction. In addition, the ability to take potency into account would enable ranking of different substances and help prioritize substances for further research or regulatory action. However, as stated in the previous sections, such criteria for identification and characterization of endocrine disrupters should be used to inform the health risk assessment of the substance, with subsequent regulatory decisions on approval and setting of management controls being made on the basis of the risk assessment and associated socio-economic evaluation. The ED criteria should not be used as a ‘cut-off’ to preclude further consideration of a substanYes As stated in para 2.1.1, under the New Zealand HSNO Act substances are classified in accordance with a GHS based classification system that contains the elements equivalent to the criteria in Option 1, for reproductive and developmental toxicity, and carcinogenicity.These classifications are not used, however, as ‘cut-off’ criteria to preclude further consideration of a substance for approval. Rather they are used as an input to a risk assessment methodology, which uses socio-economic considerations, to arrive at a risk-benefit determination. That is, do the positive effects of the substance outweigh the adverse effects, or vice versa? It is this determination that results in approval of the substance or decline of the application (to import or manufacture in New Zealand).Section 29 of the HSNO Act details the determination approach, using the information supplied in applications made under section 28. The purpose of the HSNO Act and principles and matters relevant to the Act are given in sections 4-6, th

Dado que la normativa argentina vigente no exige la identificación de sustancias disruptoras endocrinas, no se cuenta con evaluaciones oficiales en esta materia. Ello no excluye la posibilidad de que existan estudios realizados por el sector privado o bien investigaciones académicas sobre este tema.No

Policy Option 4 for Aspect I is also based on the WHO/IPCS definition to identify endocrine disruptors, with the inclusion of potency as an element of hazard characterization (hazard identification and characterization). In the U.S. view, the mention of potency in Option 4 is related to endocrine bioactivity, hazard, exposure and risk in the context of a systematic consideration of whether a substance has the capacity to cause endocrine-mediated adverse effects in humans or population-relevant endocrine-mediated adverse effects on animal species living in the environment.

However, it is not clear that Option 4 includes articles (a) through (e) associated with Option 2. If Option 4 includes articles (a) through (e), similar to Option 2, and explicitly adds potency as an element of hazard characterization relevant to dose-response and critical for comparisons to exposure for risk-based methods, then Option 4 would be more consistent with a risk-based approach to regulating chemicals, including its approach tYes Please see U.S. comments attached for more information.

No

The Institute of Environmental Medicine does not support option 4. We consider the concept of potency to be highly inappropriate in the context of defining an endocrine disrupter as we think that this categorisation should be purly hazard-based. Our opinion is that if/when potency has to be considered then a risk assessment also considering exposure shall be performed. A distinct borderline for potency separating hazardous and non-hazardous compounds has no scientific basis and shall be avoided. In addition, dose-response issues are particularly complex for EDs.No

Please provide the reference(s) if possible:



If yes, please 

describe the 

outcome(s) of the 

assessment(s):

Please see responses to 2.1

See response to 2.1.1.

See response to 2.1.1

Regulatory decisions on the approval of hazardous substances and setting of management controls under the HSNO Act are made on the basis of the risk assessment (and associated socio-economic evaluation) described above together with the classifications identified. The HSNO classifications for carcinogenicity, reproductive toxicity and target organ toxicity (equivalent to classification under GHS chapters 3.6, 3.7 and 3.9) are also used to determine the requirements for labels (in accordance with the GHS) and safety data sheets.

The roadmap asserts the possibility of three approaches for regulating endocrine disruptors. It is unclear why the Commission identifies only these three approaches, but the following comments outline specific concerns regarding those approaches.With respect to Option A, “no policy change,” the Roadmap explicitly characterizes this option as not meeting the requirements of the BPR and PPPR or any of the other objectives listed). Accordingly, despite being mentioned, it does not seem to be an option under consideration.Option B provides the introduction of additional elements of risk assessment into sectoral legislation. Here, the document gives the example of the exemption in the BPR for cases where negligible risk can be demonstrated. It says such an exemption could be introduced into the PPPR. While this is a positive step, it insufficient. In the U.S. view, it would be preferable to modify Option B to ensure that risk assessment is a core and fundamental component with respect to endocrine disrupto

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 

If yes, please 

describe the 

methodology(ies):

If yes, please 

describe the 

outcome(s) of the 

assessment(s):

No

No

Yes In addition to comments under 2.1.3, whichever option is considered, the EU’s regulatory approach should conform to the principle of non-discriminatory application that applies to all trading partners as well as EU member states.  For example, if derogations are permitted to Member States that would allow them to apply products otherwise not authorized in the EU, then the same conditions for granting such derogations should be applied to imports as well (e.g., same MRL for imports as for Member State). Derogations should not favour some traders or products over others in an arbitrary or discriminatory fashion.See response to 2.1.3.

No

No

No

Regulatory decisions on the approval of hazardous substances and setting of management controls under the HSNO Act are made on the basis of the risk assessment (and associated socio-economic evaluation) described above together with the classifications identified. The HSNO classifications for carcinogenicity, reproductive toxicity and target organ toxicity (equivalent to classification under GHS chapters 3.6, 3.7 and 3.9) are also used to determine the requirements for labels (in accordance with the GHS) and safety data sheets.No

No

The roadmap asserts the possibility of three approaches for regulating endocrine disruptors. It is unclear why the Commission identifies only these three approaches, but the following comments outline specific concerns regarding those approaches.With respect to Option A, “no policy change,” the Roadmap explicitly characterizes this option as not meeting the requirements of the BPR and PPPR or any of the other objectives listed). Accordingly, despite being mentioned, it does not seem to be an option under consideration.Option B provides the introduction of additional elements of risk assessment into sectoral legislation. Here, the document gives the example of the exemption in the BPR for cases where negligible risk can be demonstrated. It says such an exemption could be introduced into the PPPR. While this is a positive step, it insufficient. In the U.S. view, it would be preferable to modify Option B to ensure that risk assessment is a core and fundamental component with respect to endocrine disruptoYes Please see question 3.2.Please see question 3.2.

No

No

Please provide the reference(s) if possible:



Please see question 3.2.

Please provide the reference(s) if possible:



4.1. Please provide 

any other data or 

information that could 

help the Commission 

to conduct its impact 

assessment.

The extent and the way in which endocrine disrupting chemicals are regulated in Australia Agricultural and Veterinary ChemicalsThe Australian Pesticides & Veterinary Medicines Authority (APVMA) regulates agricultural and veterinary chemicals (including plant protection products, veterinary medicines and veterinary chemical products such as ectoparasiticides).  APVMA, in conjunction with the Australian Department of Health’s Office of Chemical Safety (OCS) and the Australian Department of the Environment, independently evaluates the safety and performance of pesticides and veterinary medicines intended for sale, ensuring that the health and safety of people, animals, crops and the environment are protected. Product efficacy and impacts on international trade are also factors which must be considered for most of the products the APVMA assesses. APVMA’s guidelines on mammalian toxicology data submission can be found at http://apvma.gov.au/node/1036#Data_elements_and_guidelines. While they do not make spe

La suppression des substances actives considérées comme des perturbateurs endocriniens (en cas de mauvaise utililisation) aura des impacts très grave sur l'économie de notre pays.
Pratiquement toutes les substances actives de produits phytosanitaires utilisés sur nos cutures de rente (café, cacao, hévéa, palmier à huile, coton, banane,...) seront frappées d'interdiction. Et pourtant il existe une gamme variée de ravageurs à combattre absolument sur ces plantes, afin d'avoir des niveaux de productions satisfaisants.
Nous pensons que le danger existe, certes; mais les risques (danger*exposition) pourraient être minimisés par la mise en oeuvre des bonnes pratiques d'utilisation des pesticides.

Science Policy Notice SPN2003-03, Assessing Exposure from Pesticides in Food  - A Users Guide, provides an overview of Health Canada's approach to estimating risk and exposure from pesticide residues in food (see:  http://www.hc-sc.gc.ca/cps-spc/pubs/pest/_pol-guide/spn2003-03/index-eng.php).
 
Further general information on Health Canada's risk assessment and risk management approaches for pesticides may be found in Science Policy Notice SPN2000-01, A Decision Framework for Risk Assessment and Risk Management at the Pest Management Regulatory Agency (see:  http://www.hc-sc.gc.ca/cps-spc/pubs/pest/_pol-guide/spn2000-01/index-eng.php).
 
Other statutes/risk assessment programmes of Health Canada have a similar risk-based approach.

Science Policy Notice SPN2003-03, Assessing Exposure from Pesticides in Food  - A Users Guide, provides an overview of Health Canada's approach to estimating risk and exposure from pesticide residues in food (see:  http://www.hc-sc.gc.ca/cps-spc/pubs/pest/_pol-guide/spn2003-03/index-eng.php).
 
Further general information on Health Canada's risk assessment and risk management approaches for pesticides may be found in Science Policy Notice SPN2000-01, A Decision Framework for Risk Assessment and Risk Management at the Pest Management Regulatory Agency (see:  http://www.hc-sc.gc.ca/cps-spc/pubs/pest/_pol-guide/spn2000-01/index-eng.php).
 
Other statutes/risk assessment programmes of Health Canada have a similar risk-based approach.
 
This submission presents Health Canada's input from a regulatory science perspective. For comprehensive Government of Canada input, including trade perspective, please note submission by Chris Leggett, Counsellor (Agriculture) , Mission of Canada to the European Union. 
 

Desde el punto de vista de dinámica agroalimentaria y en el contexto de los tratados de libre comercio que ya están firmados y ratificados con la Unión Europea, el ICA tiene como misión, trabajar por la sanidad agropecuaria y la inocuidad en la producción primaria para proyectar los negocios del agro Colombiano al mundo, debe propender por que las exportaciones de Colombia a Europa no se vean afectadas y por el contrario cumplan con los requisitos fitosanitarios exigidos para la importación, desde este punto de vista el ICA como responsable de la Sanidad e Inocuidad Agropecuaria debe facilitar a lo agricultores las herramientas (Agroinsumos), necesarias para garantizar la calidad de sus productos, libre de patógenos, plagas y además de las calidades organolépticas y nutricional.
El ICA como autoridad nacional competente y responsable de la fitosanidad garantizara en la producción primaria el uso eficiente y responsable de las mencionadas herramientas.
Teniendo en cuenta que gran parte de las exportaciones d

CONSULTA PÚBLICA DA COMISSÃO EUROPEIA SOBRE CRITÉRIOS PARA IDENTIFICAR DESREGULADORES ENDÓCRINOS
1. Esta informação refere-se à consulta sobre a definição dos critérios de identificação dos desreguladores endócrinos no contexto da aplicação do regulamento relativo aos produtos fitofarmacêuticos e do regulamento relativo aos produtos biocidas, aberta entre 26.09.2014 e 16.01.2015.
2. Para a avaliação do documento intitulado Defining criteria for identifying Endocrine Disruptors in the context of the implementation of the Plant Protection Product
Regulation and Biocidal Products Regulation, apresentam-se os comentários a seguir:

Campo C - Quanto ao Aspecto I: Critérios da EU para identificação de DE:
Identifica-se, como a mais apropiada, a Opção 4 - WHO/IPCS definition to identify endocrine disruptors and inclusion of potency as element
of hazard characterization (hazard identification and characterisation).
Trata-se de uma definição de critérios para DE da Organização Mundial da Saúde (OMS), com a adi

New Zealand (NZ) uses a risk (rather than hazard)-based approach based on science, for determining whether substances with potentially endocrine disrupting properties should be approved, in accordance with the WTO Agreements and international standards and norms.  NZ considers that basing such determinations on hazard identification and/or characterisation alone (as envisaged in the four options), without a robust risk-assessment methodology, lacks scientific justification. Consequently, NZ does not support any of the four options.  
Given the limited information provided and lack of clarity around how the options, if adopted, would be implemented, it is difficult to assess the potential impact on trade.  However, for an exporting country like NZ, this could be significant.  Accordingly, NZ encourages the EU to notify any draft regulations to the WTO SPS and TBT Committees to enable trading partners to consider the specific implications and provide comments.  

All hazardous chemicals and chemical products

Argentina comparte la preocupación por los posibles efectos sobre la salud y el medio ambiente que las sustancias con propiedades de Disruptores Endocrinos (DE) podrían tener. Sin perjuicio de ello, cualquier decisión que sobre las mismas se adopte debe respetar los principios multilateralmente acordados, en particular las disposiciones del Acuerdo sobre la Aplicación de las Medidas Sanitarias y Fitosanitarias (AMSF) y el Acuerdo sobre los Obstáculos Técnicos al Comercio de la OMC, particularmente: (i) no crear obstáculos innecesarios al comercio, (ii) no restringir el comercio más de lo necesario para proteger la salud o para alcanzar los objetivos legítimos tutelados, y (iii) que los riesgos se evalúen teniendo en consideración la información científica/técnica existente, así como las normas internacionales pertinentes.
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The extent and the way in which endocrine disrupting chemicals are regulated in Australia Agricultural and Veterinary ChemicalsThe Australian Pesticides & Veterinary Medicines Authority (APVMA) regulates agricultural and veterinary chemicals (including plant protection products, veterinary medicines and veterinary chemical products such as ectoparasiticides).  APVMA, in conjunction with the Australian Department of Health’s Office of Chemical Safety (OCS) and the Australian Department of the Environment, independently evaluates the safety and performance of pesticides and veterinary medicines intended for sale, ensuring that the health and safety of people, animals, crops and the environment are protected. Product efficacy and impacts on international trade are also factors which must be considered for most of the products the APVMA assesses. APVMA’s guidelines on mammalian toxicology data submission can be found at http://apvma.gov.au/node/1036#Data_elements_and_guidelines. While they do not make spe

La suppression des substances actives considérées comme des perturbateurs endocriniens (en cas de mauvaise utililisation) aura des impacts très grave sur l'économie de notre pays.
Pratiquement toutes les substances actives de produits phytosanitaires utilisés sur nos cutures de rente (café, cacao, hévéa, palmier à huile, coton, banane,...) seront frappées d'interdiction. Et pourtant il existe une gamme variée de ravageurs à combattre absolument sur ces plantes, afin d'avoir des niveaux de productions satisfaisants.
Nous pensons que le danger existe, certes; mais les risques (danger*exposition) pourraient être minimisés par la mise en oeuvre des bonnes pratiques d'utilisation des pesticides.

Science Policy Notice SPN2003-03, Assessing Exposure from Pesticides in Food  - A Users Guide, provides an overview of Health Canada's approach to estimating risk and exposure from pesticide residues in food (see:  http://www.hc-sc.gc.ca/cps-spc/pubs/pest/_pol-guide/spn2003-03/index-eng.php).
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Desde el punto de vista de dinámica agroalimentaria y en el contexto de los tratados de libre comercio que ya están firmados y ratificados con la Unión Europea, el ICA tiene como misión, trabajar por la sanidad agropecuaria y la inocuidad en la producción primaria para proyectar los negocios del agro Colombiano al mundo, debe propender por que las exportaciones de Colombia a Europa no se vean afectadas y por el contrario cumplan con los requisitos fitosanitarios exigidos para la importación, desde este punto de vista el ICA como responsable de la Sanidad e Inocuidad Agropecuaria debe facilitar a lo agricultores las herramientas (Agroinsumos), necesarias para garantizar la calidad de sus productos, libre de patógenos, plagas y además de las calidades organolépticas y nutricional.
El ICA como autoridad nacional competente y responsable de la fitosanidad garantizara en la producción primaria el uso eficiente y responsable de las mencionadas herramientas.
Teniendo en cuenta que gran parte de las exportaciones d

CONSULTA PÚBLICA DA COMISSÃO EUROPEIA SOBRE CRITÉRIOS PARA IDENTIFICAR DESREGULADORES ENDÓCRINOS
1. Esta informação refere-se à consulta sobre a definição dos critérios de identificação dos desreguladores endócrinos no contexto da aplicação do regulamento relativo aos produtos fitofarmacêuticos e do regulamento relativo aos produtos biocidas, aberta entre 26.09.2014 e 16.01.2015.
2. Para a avaliação do documento intitulado Defining criteria for identifying Endocrine Disruptors in the context of the implementation of the Plant Protection Product
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Identifica-se, como a mais apropiada, a Opção 4 - WHO/IPCS definition to identify endocrine disruptors and inclusion of potency as element
of hazard characterization (hazard identification and characterisation).
Trata-se de uma definição de critérios para DE da Organização Mundial da Saúde (OMS), com a adi

New Zealand (NZ) uses a risk (rather than hazard)-based approach based on science, for determining whether substances with potentially endocrine disrupting properties should be approved, in accordance with the WTO Agreements and international standards and norms.  NZ considers that basing such determinations on hazard identification and/or characterisation alone (as envisaged in the four options), without a robust risk-assessment methodology, lacks scientific justification. Consequently, NZ does not support any of the four options.  
Given the limited information provided and lack of clarity around how the options, if adopted, would be implemented, it is difficult to assess the potential impact on trade.  However, for an exporting country like NZ, this could be significant.  Accordingly, NZ encourages the EU to notify any draft regulations to the WTO SPS and TBT Committees to enable trading partners to consider the specific implications and provide comments.  

All hazardous chemicals and chemical products

Argentina comparte la preocupación por los posibles efectos sobre la salud y el medio ambiente que las sustancias con propiedades de Disruptores Endocrinos (DE) podrían tener. Sin perjuicio de ello, cualquier decisión que sobre las mismas se adopte debe respetar los principios multilateralmente acordados, en particular las disposiciones del Acuerdo sobre la Aplicación de las Medidas Sanitarias y Fitosanitarias (AMSF) y el Acuerdo sobre los Obstáculos Técnicos al Comercio de la OMC, particularmente: (i) no crear obstáculos innecesarios al comercio, (ii) no restringir el comercio más de lo necesario para proteger la salud o para alcanzar los objetivos legítimos tutelados, y (iii) que los riesgos se evalúen teniendo en consideración la información científica/técnica existente, así como las normas internacionales pertinentes.

Es fundamental que los miembros de la OMC al elaborar, adoptar o aplicar cualquier medida, opten por aquella menos restrictiva del comercio haciendo que sean proporcionales a los objetivo
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Given the limited information provided and lack of clarity around how the options, if adopted, would be implemented, it is difficult to assess the potential impact on trade.  However, for an exporting country like NZ, this could be significant.  Accordingly, NZ encourages the EU to notify any draft regulations to the WTO SPS and TBT Committees to enable trading partners to consider the specific implications and provide comments.  

All hazardous chemicals and chemical products

Argentina comparte la preocupación por los posibles efectos sobre la salud y el medio ambiente que las sustancias con propiedades de Disruptores Endocrinos (DE) podrían tener. Sin perjuicio de ello, cualquier decisión que sobre las mismas se adopte debe respetar los principios multilateralmente acordados, en particular las disposiciones del Acuerdo sobre la Aplicación de las Medidas Sanitarias y Fitosanitarias (AMSF) y el Acuerdo sobre los Obstáculos Técnicos al Comercio de la OMC, particularmente: (i) no crear obstáculos innecesarios al comercio, (ii) no restringir el comercio más de lo necesario para proteger la salud o para alcanzar los objetivos legítimos tutelados, y (iii) que los riesgos se evalúen teniendo en consideración la información científica/técnica existente, así como las normas internacionales pertinentes.

Es fundamental que los miembros de la OMC al elaborar, adoptar o aplicar cualquier medida, opten por aquella menos restrictiva del comercio haciendo que sean proporcionales a los objetivo



The extent and the way in which endocrine disrupting chemicals are regulated in Australia Agricultural and Veterinary ChemicalsThe Australian Pesticides & Veterinary Medicines Authority (APVMA) regulates agricultural and veterinary chemicals (including plant protection products, veterinary medicines and veterinary chemical products such as ectoparasiticides).  APVMA, in conjunction with the Australian Department of Health’s Office of Chemical Safety (OCS) and the Australian Department of the Environment, independently evaluates the safety and performance of pesticides and veterinary medicines intended for sale, ensuring that the health and safety of people, animals, crops and the environment are protected. Product efficacy and impacts on international trade are also factors which must be considered for most of the products the APVMA assesses. APVMA’s guidelines on mammalian toxicology data submission can be found at http://apvma.gov.au/node/1036#Data_elements_and_guidelines. While they do not make spe

La suppression des substances actives considérées comme des perturbateurs endocriniens (en cas de mauvaise utililisation) aura des impacts très grave sur l'économie de notre pays.
Pratiquement toutes les substances actives de produits phytosanitaires utilisés sur nos cutures de rente (café, cacao, hévéa, palmier à huile, coton, banane,...) seront frappées d'interdiction. Et pourtant il existe une gamme variée de ravageurs à combattre absolument sur ces plantes, afin d'avoir des niveaux de productions satisfaisants.
Nous pensons que le danger existe, certes; mais les risques (danger*exposition) pourraient être minimisés par la mise en oeuvre des bonnes pratiques d'utilisation des pesticides.

Science Policy Notice SPN2003-03, Assessing Exposure from Pesticides in Food  - A Users Guide, provides an overview of Health Canada's approach to estimating risk and exposure from pesticide residues in food (see:  http://www.hc-sc.gc.ca/cps-spc/pubs/pest/_pol-guide/spn2003-03/index-eng.php).
 
Further general information on Health Canada's risk assessment and risk management approaches for pesticides may be found in Science Policy Notice SPN2000-01, A Decision Framework for Risk Assessment and Risk Management at the Pest Management Regulatory Agency (see:  http://www.hc-sc.gc.ca/cps-spc/pubs/pest/_pol-guide/spn2000-01/index-eng.php).
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This submission presents Health Canada's input from a regulatory science perspective. For comprehensive Government of Canada input, including trade perspective, please note submission by Chris Leggett, Counsellor (Agriculture) , Mission of Canada to the European Union. 
 

Desde el punto de vista de dinámica agroalimentaria y en el contexto de los tratados de libre comercio que ya están firmados y ratificados con la Unión Europea, el ICA tiene como misión, trabajar por la sanidad agropecuaria y la inocuidad en la producción primaria para proyectar los negocios del agro Colombiano al mundo, debe propender por que las exportaciones de Colombia a Europa no se vean afectadas y por el contrario cumplan con los requisitos fitosanitarios exigidos para la importación, desde este punto de vista el ICA como responsable de la Sanidad e Inocuidad Agropecuaria debe facilitar a lo agricultores las herramientas (Agroinsumos), necesarias para garantizar la calidad de sus productos, libre de patógenos, plagas y además de las calidades organolépticas y nutricional.
El ICA como autoridad nacional competente y responsable de la fitosanidad garantizara en la producción primaria el uso eficiente y responsable de las mencionadas herramientas.
Teniendo en cuenta que gran parte de las exportaciones d
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The extent and the way in which endocrine disrupting chemicals are regulated in Australia Agricultural and Veterinary ChemicalsThe Australian Pesticides & Veterinary Medicines Authority (APVMA) regulates agricultural and veterinary chemicals (including plant protection products, veterinary medicines and veterinary chemical products such as ectoparasiticides).  APVMA, in conjunction with the Australian Department of Health’s Office of Chemical Safety (OCS) and the Australian Department of the Environment, independently evaluates the safety and performance of pesticides and veterinary medicines intended for sale, ensuring that the health and safety of people, animals, crops and the environment are protected. Product efficacy and impacts on international trade are also factors which must be considered for most of the products the APVMA assesses. APVMA’s guidelines on mammalian toxicology data submission can be found at http://apvma.gov.au/node/1036#Data_elements_and_guidelines. While they do not make spe
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Desde el punto de vista de dinámica agroalimentaria y en el contexto de los tratados de libre comercio que ya están firmados y ratificados con la Unión Europea, el ICA tiene como misión, trabajar por la sanidad agropecuaria y la inocuidad en la producción primaria para proyectar los negocios del agro Colombiano al mundo, debe propender por que las exportaciones de Colombia a Europa no se vean afectadas y por el contrario cumplan con los requisitos fitosanitarios exigidos para la importación, desde este punto de vista el ICA como responsable de la Sanidad e Inocuidad Agropecuaria debe facilitar a lo agricultores las herramientas (Agroinsumos), necesarias para garantizar la calidad de sus productos, libre de patógenos, plagas y además de las calidades organolépticas y nutricional.
El ICA como autoridad nacional competente y responsable de la fitosanidad garantizara en la producción primaria el uso eficiente y responsable de las mencionadas herramientas.
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CONSULTA PÚBLICA DA COMISSÃO EUROPEIA SOBRE CRITÉRIOS PARA IDENTIFICAR DESREGULADORES ENDÓCRINOS
1. Esta informação refere-se à consulta sobre a definição dos critérios de identificação dos desreguladores endócrinos no contexto da aplicação do regulamento relativo aos produtos fitofarmacêuticos e do regulamento relativo aos produtos biocidas, aberta entre 26.09.2014 e 16.01.2015.
2. Para a avaliação do documento intitulado Defining criteria for identifying Endocrine Disruptors in the context of the implementation of the Plant Protection Product
Regulation and Biocidal Products Regulation, apresentam-se os comentários a seguir:

Campo C - Quanto ao Aspecto I: Critérios da EU para identificação de DE:
Identifica-se, como a mais apropiada, a Opção 4 - WHO/IPCS definition to identify endocrine disruptors and inclusion of potency as element
of hazard characterization (hazard identification and characterisation).
Trata-se de uma definição de critérios para DE da Organização Mundial da Saúde (OMS), com a adi

New Zealand (NZ) uses a risk (rather than hazard)-based approach based on science, for determining whether substances with potentially endocrine disrupting properties should be approved, in accordance with the WTO Agreements and international standards and norms.  NZ considers that basing such determinations on hazard identification and/or characterisation alone (as envisaged in the four options), without a robust risk-assessment methodology, lacks scientific justification. Consequently, NZ does not support any of the four options.  
Given the limited information provided and lack of clarity around how the options, if adopted, would be implemented, it is difficult to assess the potential impact on trade.  However, for an exporting country like NZ, this could be significant.  Accordingly, NZ encourages the EU to notify any draft regulations to the WTO SPS and TBT Committees to enable trading partners to consider the specific implications and provide comments.  
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Argentina comparte la preocupación por los posibles efectos sobre la salud y el medio ambiente que las sustancias con propiedades de Disruptores Endocrinos (DE) podrían tener. Sin perjuicio de ello, cualquier decisión que sobre las mismas se adopte debe respetar los principios multilateralmente acordados, en particular las disposiciones del Acuerdo sobre la Aplicación de las Medidas Sanitarias y Fitosanitarias (AMSF) y el Acuerdo sobre los Obstáculos Técnicos al Comercio de la OMC, particularmente: (i) no crear obstáculos innecesarios al comercio, (ii) no restringir el comercio más de lo necesario para proteger la salud o para alcanzar los objetivos legítimos tutelados, y (iii) que los riesgos se evalúen teniendo en consideración la información científica/técnica existente, así como las normas internacionales pertinentes.
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