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Note to the Management Board

EFSA QUALITY MANAGEMENT SYSTEM 2.0

The increasing societal expectations as regards EFSA’s activity and the growing
complexity of the scientific and political context served as drivers for EFSA to define its
core values and strategic view (EFSA Strategy 2020).

Based on these and the simultaneous reduction in resources, EFSA developed a Quality
Management System (QMS 1.0), aligned with ISO 9001:2015 requirements, which
includes a Quality Policy, a map of all EFSA’s processes (scientific, communication,
support and governance) and a set of Standard Operating Procedures and Work
Instructions. In addition, EFSA started a series of activities (e.g. TERA project, SEA
project, Policy on Independence, PROMETHEUS project) to support the achievement of
its strategic objectives and the fulfilment of its core values.

After some years, the experience and achievements throughout these initiatives and the
need to operationalise the core value ‘Scientific Excellence’ has triggered the revision of
EFSA’s QMS (QMS 2.0), in order to make the Quality Policy more tailored to the
Authority core business (scientific assessments and communications) and improve
further the efficiency of the organisation.

The under-revision Quality Policy illustrates the difference between ‘science’ and EFSA’s
‘regulatory science’, and defines the concepts of ‘quality’, ‘scientific and communication
value’ and ‘scientific excellence’ and their interrelation in regulatory science. In line with
the requirements set out in ISO 9001:2015, the concept of quality is intrinsically linked
to meeting the needs of an organization’s ‘customers’ and ensuring continual
improvement. To this end, the draft Policy introduces a novel idea, that is, the need for a
clarification of the ‘degree of scientific value’ for an output before the start of the
assessment in order for EFSA to assure customer satisfaction and, indirectly, address
societal expectation. An efficient QMS helps delivery a scientific value that is as close as
possible to excellence, with low effort.

The aim of this presentation is to inform the Management Board on the reasons for
revising EFSA’s QMS, the progress achieved so far and the way forward, including the
possibility for the Board to become accountable for the new Quality Policy, by adopting
it.


