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◼ European Commission: Francesco BERLINGIERI (DG SANTE)  

 

◼ EFSA:  

 Animal and Plant Health (ALPHA) UNIT: Nikolaus KRIŽ; Yves VAN DER STEDE; Gabriele 

ZANCANARO; Alessandro BROGLIA; Francesca BALDINELLI 

Legal and Assurance Services (LA): Citlali PINTADO (DAY 2 - Agenda Item 1;2) 

SIGMA CONSORTIUM: Paolo CALISTRI, Angelo CERELLA, Christoph STAUBACH (web), Carola 

SAUTER-LOUIS (web) 

Day 1, 20 May 2019 

1. Welcome and apologies for absence 

The chair welcomed the meeting participants. Apologies were received from: Cyprus, Finland, 

Germany, Hungary, Malta, Slovenia, Lichtenstein delegated Lukas Perler (CH) 

2. Declarations of Interest /Confidentiality 

In accordance with EFSA’s Policy on Independence1 and the Decision of the Executive Director 

on Competing Interest Management2, EFSA screened the Annual Declarations of Interest filled 

out by the Network members invited to the present meeting. No Conflicts of Interest related to 

the issues discussed in this meeting have been identified during the screening process, and no 

interests were declared orally at the beginning of this meeting. Declarations of confidentiality 

from Member States were collected.  

3. Adoption of agenda 

The agenda was modified and adopted as follows: 

Day 1 (20 May 2019): 1. Welcome and apologies for absence; 2. Declaration of Interest / 

Confidentiality; 3. Adoption of the Agenda; 4. Tour the table; 5. Introduction: SIGMA in EU and 

beyond, advantages, resources needed; 6. SIGMA in action; 7. Presentation by SIGMA 

countries and Discussion; 8. Questionnaire results from NON-SIGMA countries; 9. Wrap up and 

conclusions day 1 

Day 2 (21 May 2019): 1. Legal aspects of the data submission in SIGMA and discussion; 2. 

Joining SIGMA: instructions, impact on ongoing data collection activities and discussion; 3. 

Tour de table: Input from the participants; 4. Revision of the Network Terms of Reference 

(ToRs); 5. Wrap up and conclusions day 2 

                                       
1 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf  
2 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf 

http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf
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4. Tour de table 

All attendees introduced themselves with an “elevator pitch” of one/two minutes each. 

5. Introduction: SIGMA in EU and beyond, advantages, resources needed 

EFSA gave an overview of the goals, principles and ongoing activities related to the SIGMA 

project. The presentation was followed by a questions-and-answers session to collect feedback 

from the participants. The details of the discussion will be reported in the event report that will 

be published in the EFSA website. 

6. SIGMA in action 

The SIGMA consortium provided information about the functioning of the “DoUtDes”: the 

software developed by the IZS AM and that must be tailored to each country to enable 

automated data extraction and transformation before submission by the data provider. 

 

The SIGMA Consortium provided an overview of the technical questionnaires that the countries 

engaging in the SIGMA project have to fill in. Until now 2 out of 6 questionnaires were 

completed. The questionnaires have the specific goal of understanding the entire data flow, 

from their generation at country level to the EFSA Scientific Data Warehouse. 

7. Presentation by SIGMA countries and discussion 

The seven Member States engaged in the SIGMA project gave a short presentation providing 

information on the amount of time invested, a judgement on the work compared to the 

expectations and the first feedback on the job performed so far. The message received from 

these MS was that, up this point, the total effort is rather limited, with a maximum of 60 

hours. The feedback will be available in full detail in the event report that will be published in 

the EFSA website.  

8. Questionnaire results from NON-SIGMA countries 

The countries not yet involved in the SIGMA project were requested to fill in a questionnaire, 

focussing particularly on the reasons for preventing them to adhere to the SIGMA project. 

EFSA presents the summary results where it emerges that the main reasons are related to the 

need of having more resources in terms of dedicated personnel and the need of having more 

information on the data requested and on the legal aspects related to the data submission. The 

full details of the feedback will be reported in the event report that will be published in the 

EFSA website. 

9. Wrap up and conclusions DAY 1 

The representative for the European Commission welcomed the initiative which, as presented 

by EFSA, will take place within the remit of EFSA mandates. It noted that the voluntary 

participation by MS was one of the keys of this project. Also, the intent of the project to reduce 
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the administrative burden for MS was welcome. However, it was stressed that the data 

collected needed to be proportionate to the assessment and avoid collecting unnecessary data. 

Finally, the need to ensure data consistency with official data sources (e.g. ADNS) was 

stressed. 

EFSA concluded the first day session wrapping up the major elements of the meeting and 

closes the first day of activity. 

Day 2, 21 May 2019 

1. Legal aspects of the data submission in SIGMA and discussion 

EFSA provides an overview of the legislation applicable to EFSA for collecting data, using the 

data for scientific risk assessment and for requests for access to the data by third parties or EU 

citizens, e.g. the General Food Law (Regulation (EC) No 178/2002), the General Data 

Protection Regulation (Regulation (EU) 1725/2018) and the PAD (Public Access to Documents, 

Regulation (EC) No 1049/2001). The data concerned by the SIGMA project does not represent 

an exception and is covered by the same rules as any other data submitted to EFSA. An 

advantage of having beforehand a well-defined and stable set of data is the possibility of 

producing an ex ante clearance of the confidential parts of the data which should not be 

released in case of a request for public access to the data with sound justification on the 

grounds for protection. An EFSA will propose to the data providers an example of ex ante 

clearance adapted to the data under the SIGMA project, to be agreed before the data is 

submitted for the first time. Information on the ex ante clearance will be included in the event 

report that will be published in the EFSA website . 

2. Joining SIGMA: instructions, impact on ongoing data collection 

activities and discussion 

Starting from the feedback received on day 1, EFSA provides the participants with information 

on: i) the procedure to join the SIGMA project; ii) the supporting activities made available by 

EFSA, e.g. financial support; iii) the consequences on the ongoing data collection activities, 

within and beyond the Animal Health and Welfare team. The presentation triggers the 

discussion giving the possibility to clarify some technical aspects. 

3. Input from the participants 

Each country gives a set of proposals to improve the SIGMA project, practical needs in which 

EFSA could help, ongoing national projects somewhat related to SIGMA suggestions to improve 

the SIGMA project and identifies potential criticisms. EFSA records all comments and 

suggestions: actions must be set to address the points for improvement emerged during the 

session. 

4. Revision of the Network Terms of Reference (ToRs) 

EFSA provides the participants with the existing Terms of Reference of the Animal Health and 

Welfare network. It was agreed that the network will review the TORs of the network and will 
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be published later in 2019. In the meanwhile, the document will be uploaded for discussion in 

the sharing platform of EFSA. 

5. Wrap up and conclusions DAY 2 

EFSA concludes the second day session, wrapping up the major elements of the meeting and 

closes the 16th meeting of the Animal Health and Welfare Network. 


