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1. Welcome and apologies for absence

EFSA welcomed the participants.

2. Adoption of agenda

Change proposed was to move up section ‘Format of meetings’ from point 4.5 to 4.2. All the partici-
pants agreed, and the agenda was adopted.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence? and the Decision of the Executive Director on
Competing Interest Management® EFSA screened the Annual Declarations of Interest filled out by the
Working Group 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 by the members at the beginning of this meeting.

4. Scientific topic(s)

4.1.EFSA provided an overview of its mission and organization, including the way how it addresses
and carries out food safety risk assessments. More specific details were provided on the work
done by the Applications Desk Unit, and how the applications for market authorisation of reg-
ulated products are handled from reception to validation.

EFSA presented the Good Laboratory Practice (GLP) activities and structure in the last four
years of implementation with the aim of enhancing GLP compliance check of studies in dossiers
during suitability/completeness check and risk assessment. Activities such as: GLP Annual
Audit Programme; development of the GLP verification checklist; creation of the GLP Task
Force at EFSA, creation of the GLP Working Group and the establishment of collaboration with
EC DG GROW, Monitoring authorities from Member States (MS), ECHA, EMA and SANTE F.

EFSA presented what are the expectations from the GLP Working Group: to support scientific
units assessing GLP studies and to provide advice and training on GLP matters to the specific
units and EFSA staff.

The experts of the working group provided a brief introduction on their career background.

4.2.Format of the meetings: EFSA proposed the technical agenda for the future WG meetings,
administrative aspects, frequency and duration of the meetings, the way of sharing documents
with the experts and the output documents to be delivered.

4.3.GLP in Genetically Modified Organisms (GMO) applications: EFSA provided an overview of the
regulatory framework for GMO applications as regards the quality standards required for stud-
ies supporting GMO applications. Discussions were held on the interpretation of the regulation;
on the definition of ‘study’ and ‘toxicological study’; on criteria to assess GLP compliance; on
other quality standards as ISO; on GLP compliance of facilities and on the role of MS as mon-
itoring authorities of GLP facilities. Further discussion is needed.
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4.4.EFSA and the experts discussed about a GMO application where a self-declaration of GLP com-
pliance is provided for the studies. Experts provided advise and suggested to request further
clarifications to the applicant.

A second case was presented of a newly received application, where a study is requested to
be eligible for the derogation of article 5 of Regulation 503/2013. Further clarifications will be
requested to the applicant.

4.5.Verification of GLP status of studies — GLP checklist

Two weeks before the WG meeting, the experts were requested to apply the new GLP checklist,
developed by the GLP Task Force for the second phase pilot, on five studies from different
food sectors, that were claimed to be studies performed under GLP principles. The experts
provided detailed feedback and views in writing and also comments and suggestions for the
improvement of the checklist during the meeting.

5. Any Other Business

None.

6. Next meeting(s)

Four meetings are proposed for 2021, with a frequency of one meeting every three months. Dates
will be defined in January 2021.



