Call to EFSA stakeholder organisations for nominating stakeholder experts to the ad hoc ECHA/EFSA Endocrine Disruption Guidance Consultation Group
Deadline for submission of nominations: 31 January 2017

1. Introduction 

In a letter addressed to both the European Chemicals Agency (ECHA) and the European Food Safety Authority (EFSA), the European Commission (EC) requested the two Agencies to develop a common Guidance Document for the implementation of the hazard-based criteria to identify endocrine disruptors (ED) in the context of Regulations (EC) No 1107/2009 and (EU) No 528/2012. The requested technical and scientific assistance is foreseen under Article 31 of Regulation (EC) No 178/2002 (for EFSA) and Article 76 (1) (d) of Regulation (EU) No 528/2012 (for ECHA). The scope of the request received from the EC is limited to the development of a Guidance Document on scientific hazard identification and does not cover other issues potentially related to the evaluation of substances identified as endocrine disruptors.
According to the mandate from the EC, ECHA and EFSA were asked to provide the EC with an outline of the Guidance Document by the end of December 2016. The outline document was published on 20 December 2016 and includes a detailed plan of the drafting process, timelines, responsibilities, the foreseen consultations with relevant parties and information on the respective endorsement procedures of the Guidance by both EFSA and ECHA. The document and additional information are available at http://www.efsa.europa.eu/en/press/news/161220-0.

2. Scope of the Guidance Document

The Guidance Document will provide guidance for the implementation of the scientific criteria concerning the hazard-based identification of EDs in the context of Regulations (EC) No 1107/2009 and (EU) No 528/2012. The Guidance is intended to be suitable for both applicants and regulatory authorities. 

Although the criteria for EDs are being developed to apply in the context of the Biocidal Products and Plant Protection Products legislation, the scientific approach to be described in the joint Guidance could be relevant for other chemical substances, since the ED identification step will be based exclusively on the evaluation of the relevant hazardous properties of a substance. Consequently, EFSA stakeholders interested in the hazard identification of ED substances, even if not involved in the assessment of pesticides, are also invited to submit nominations through this call.
The Guidance will focus on the data and information needed for ED hazard identification, but due to time constraints it will be limited to human health and effects on non-target vertebrates and will only cover the so-called EATS pathways (Estrogen, Androgen, Thyroid and Steroidogenesis) which are the best characterised pathways. 

3. Drafting process and stakeholders’ involvement

The drafting will be carried out by a joint team of scientific staff of ECHA and EFSA. They will receive scientific support from the EU-Joint Research Centre in Ispra, Italy (JRC). The draft Guidance Document will be subject to a public consultation. This process ensures the opportunity for the public (including all relevant stakeholders) to comment on and contribute to  the development of this Guidance. The public consultation will be conducted jointly by the two Agencies.

In order to facilitate the drafting process before the public consultation, an ad hoc ECHA/EFSA ED Consultation Group will be created to support the drafting group. 

4. Role and composition of the ad hoc ECHA/EFSA ED Consultation Group

The drafting group will consult the Consultation Group on initial versions of (parts of) the draft Guidance Document. The Consultation Group will be active during the preparation of the draft guidance prior to the public consultation. 
No meetings of the Consultation Group are planned; written comments from the Consultation Group members will be considered by the drafting group. Considering the time constraints, no responses to the individual comments will be made; following each consultation, the Consultation Group will be provided with a document compiling all received comments and the next version of the draft guidance document. 
For transparency, the comments received from the Consultation Group will be compiled and published as a background document after the publication of the guidance, with the indication of the member that submitted the comment. When submitting comments, the members may claim that personal data, documents covered by copyrights, or the parts of the comments containing confidential information are restricted to the drafting and Consultation groups and may not be included in the public version. ECHA and EFSA will check the claims according to the applicable legal provisions. 
On ECHA’s side the members of the Endocrine Disruptors Expert Group (EDEG) will be part of this Consultation Group. Additional information is available at https://echa.europa.eu/addressing-chemicals-of-concern/substances-of-potential-concern/endocrine-disruptor-expert-group. 
To ensure that experts with expertise in Plant Protection Products (PPP) are also involved in the process, EFSA will select an equivalent number of members representing Member State (MS) risk assessment organisations and other stakeholders. EFSA launched a call for nomination for MS organisations in December and is hereby launching a call for nomination for stakeholder organisations. 
5. Process for nomination of EFSA stakeholder organisations for the ad hoc ECHA/EFSA ED Consultation Group
EFSA’s stakeholders are representative organisations that have an interest in the Authority’s work or in the wider food and feed sector. EFSA divides stakeholders into seven major groups; all groups with interest in the area are invited to nominate members for the Consultation Group. Additional information on EFSA’s stakeholder engagement principles and involvement is available at:  https://www.efsa.europa.eu/en/partnersnetworks/stakeholder.
Organisations already registered as EFSA stakeholders (https://www.efsa.europa.eu/sites/default/files/stakeholders-registered-list.pdf) can proceed directly with the nomination of the proposed member for the Consultation Group. Other organisations interested in nominating a member for the Consultation Group should send first a request to be registered as a EFSA stakeholder; information and the link for submitting the request are available at https://www.efsa.europa.eu/en/engage/stakeholders.
Nominations of members for the ED Consultation Group should be sent by email to PRAS.secretariat@efsa.europa.eu, indicating in the Subject box: “Nomination for the ED Consultation Group” and submitting in attachment a fulfilled Nomination form. 
The deadline for submission of the nominations is 31 January 2017. Organisations may submit nominations for up to three stakeholder experts; however, as indicated below no more than one stakeholder expert per organisation will be selected by EFSA.

Organisations already represented in ECHA’s Endocrine Disruptors Expert Group (EDEG) that want to be considered also as EFSA stakeholders should send a nomination according to the procedure above. The same expert should represent the organisation from both the ECHA and EFSA perspective.
6. Process and criteria for the selection of EFSA stakeholder representatives in the ad hoc ECHA/EFSA ED Consultation Group

EFSA will select a maximum of 16 stakeholder expert representatives from the nominations received through this call, distributed according to the following groups (as defined at https://www.efsa.europa.eu/en/partnersnetworks/stakeholder):
· Up to 4 experts nominated by stakeholders representing the business and food industry, distributors and HORECA, and farmers and primary producers;
· Up to 4 experts nominated by stakeholders representing consumer organisations, NGOs and advocacy groups;
· Up to 8 experts nominated by stakeholders representing practitioners’ organisations and academia.
The selection will be made only from the pool of stakeholder experts nominated by stakeholder organisations registered as EFSA stakeholders or with ongoing requests. It will follow the principles established in EFSA’s Stakeholder Engagement Approach and the Decision of the Management Board of EFSA on the criteria for establishing a list of stakeholders and the establishment of the Stakeholder Forum and Stakeholder Bureau; in particular those applicable to targeted engagement platforms as described in https://www.efsa.europa.eu/sites/default/files/Document18992.pdf.

For the selection, EFSA will consider the following principles:

· Interest in the field and expected benefits from the participation of the organisation as expressed in its application;
· Role and remit of the organisation at the EU level;
· Achieving a balanced representation of stakeholder interests, considering also the organisations previously selected for the ECHA EDEG;
· Knowledge and expertise of the nominated stakeholder expert, considering the need for the Consultation Group to cover a range of technical and scientific areas, including  human health and ecotoxicological assessments, pesticides and biocides, and the different methodologies and  scientific disciplines relevant for the identification of EDs.
After the selection, EFSA will inform all nominating organisations of the selected stakeholder experts, inviting non-selected organisations to contact those selected within their group and to contribute to the process through the selected organisations.

7. Roles and responsibilities of the stakeholder experts selected as members of the ad hoc ECHA/EFSA ED Consultation Group

The selected stakeholder experts will be invited to comment on initial versions of (parts of) the draft Guidance Document. No physical or virtual meetings of the Consultation Group are planned. The members should follow the indications received regarding the confidentially of personal information and documents marked as restricted or confidential. Personal information should be treated as confidential and will not be distributed; restricted documents can be shared within the organisation if needed for preparing the comments but may not be further distributed or published. 
The names of the stakeholder experts and nominating organisations will be made publicly available. 
Members of the Consultation Group from stakeholders representing business and food industry, distributors and HORECA, farmers and primary producers, consumer organisations, NGOs and advocacy groups will be invited to submit a Declaration of Interests according to the EFSA template; submitted Declarations of Interests will be published by EFSA. These stakeholder experts are responsible for ensuring that their comments represent the views of the organisation, considering, as appropriate, the views of other non-selected organisations within the same main stakeholder groups. 

For members nominated by stakeholders representing practitioners’ organisations and academia the submission and publication of the Declaration of Interest is mandatory. EFSA will assess those declarations and inform the drafting and Consultation groups whether, according to EFSA principles, the stakeholder experts can be considered as fully independent or if a potential conflict of interest has been identified; the identification of a potential conflict will not exclude the participation of the stakeholder expert but will be considered by the drafting group regarding a potential bias when considering the comments submitted by the stakeholder expert. Members representing these stakeholders’ groups will be asked to clarify whether their contributions are based on their personal scientific and professional expertise or represent a broader view from the nominating organisation.
