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Quality Management Vision: To create a pre-eminent, fit-for-purpose quality 
management system that is fully integrated into the organisation’s Management 
Standards, focused on customer service and dedicated to achieving excellence 

through continuous improvement. 
 

Summary 
 

2014 saw further progress on implementing a quality management system 

(QMS) for EFSA with the following highlights: 
 
 a strongly positive opinion of the quality (defined by the criteria scientific rigor, 

timeliness and clarity in communication) of EFSA’s scientific outputs by the External 

Review Working Group (ERWG); 

 a strongly positive opinion of the quality (defined by the criteria fitness for purpose 

and clarity in communication) of EFSA’s scientific outputs by DG SANTE; 

 start of the roll-out of a QMS to Resources & Support (RESU) and Communications 

(COMMS) Departments. 

 
The target remains to achieve a fully integrated ISO 9001:2008 compatible 
QMS for the whole organisation by the end of 2016.  

 
2014 Progress 

 
1. Operation:  

1.1 Management system 

The single reference point for the Governance and Management documents, 
commonly referred to as the Repository, is being successfully operated. The 

Repository contains all policies, procedures and rules that are in force and 
mandatory. The Repository is available to all staff and provides transparency and 
guidance on the necessary elements helping staff to do the right things when 

performing their duties. Science Work Instructions (WINs) have been transferred 
to their own central Repository. The WINs contain useful supporting material to 

help with the implementation of the Standard Operating Procedures (SOPs). 
 
Progress has also been made on the identification of the processes being run in 

the RESU and COMMS Departments. These have been confirmed by 
benchmarking against other National and EU agencies. This benchmarking also 

demonstrated good alignment on key points such as the definition of quality. 
 
The on-going work at EFSA to develop both the necessary foundations and the 

actual management system are well aligned with the approach taken and 
implemented by other agencies including setting up of the Repository of 

management documents, processes identified, process of SOP writing & 
reviewing, internal verification, report of non-compliances and identification of 
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areas for improvement. In addition areas such as the operation of the Quality 

Circle in EFSA represent best practice. 
 

The process model for science has been verified in practice and the 
alignment/coverage of the SOPs against the process model has been confirmed. 
The key steps in the process where the quality of the final EFSA output can be 

impacted have been identified. The approach being taken in science has also 
been confirmed by the above mentioned benchmarking. 

 
1.2 Quality Circle. The Quality Circle composition was extended to include 

RESU and COMMs departments and has completed the review and up-dating of 

the SOPs for Science. Of the 6 SOPs that were revised during 2014 the most 
notable was SOP 015 covering re-publication of EFSA Outputs. The revision 

introduced greater clarity around the error classification and resulted in a 
significant reduction in the number of recorded non-conformities (deviations 
from process or standard). The three verification exercises (checking SOP 

implementation in the science units) were also carried out as planned. The 
activity continues to demonstrate a very high level of implementation of the 

SOPs within the scientific units and is a valuable tool both for identification of 
areas for improvement and in the spreading of best practice. For the first time 

the activity was extended to cover units other than Science to verify the 
implementation of the new Document Management System and EFSA 
Repository of Governance and Management documents. 

 
1.3 External review. The External Review Working Group (ERWG) in 2014 

evaluated 15 EFSA outputs (ONs) and 20 third party outputs (ENs) randomly 
selected by EFSA. The evaluation criteria included scientific rigor, timeliness and 
clarity in communication. The ERWG found the scientific outputs of EFSA to be of 

a very high standard. Over the past 3 years the quality of EFSA’s outputs can be 
shown to have improved and for the first time this year the ERWG has made no 

recommendations with regard to improving EFSA’s own outputs. The detailed 
scoring provides further evidence that progress has been made against a 
constant metric. The main recommendation from the group is for EFSA to fully 

implement a QMS based on quality assurance. 2015 will be the last year of the 
current mandate for the group.  

 
In addition, the ERWG formed four specific subgroups (EFSA Journal, Quality 
Assurance, Alignment of ERWG and DG SANTE customer feedback criteria, and 

Quality of third party outputs. The group on the EFSA Journal contributed to the 
re-drafting of SOP 015 (correcting a published output), the working group on the 

alignment of the ERWG and DG SANTE customer feedback developed material to 
support the evaluation and the group on quality assurance identified the key 
steps in the process scientific where we can have an impact on the quality of the 

outputs, thereby contributing to the development of a quality assurance system. 
 

The 2014 review of the EFSA and third party outputs was carried out following 

the same process and same criteria as during the previous years. The 
recommendations from the report focus this year on the need to continue 
making progress on the development of a QMS based on quality assurance and 

the need to improve the quality of third party reports. 
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1.4 Customer feedback. The collection of customer feedback is an 

essential element of our continuous improvement programme and the 
successful completion of this exercise meets a key requirement of the ISO 

9001:2008 standard. The objective of this exercise was the collection by EFSA 
of feedback from its main customer DG SANTE to enhance the quality of the 
opinions EFSA provides in support of the risk management and policy making 

process. The quality criteria defined in advance of the exercise where fitness for 
purpose and clarity in communication. The intention was to collect the feedback 

in as pragmatic a way as possible. The feedback presented during the 
interviews was well prepared by DG SANTE staff, supported by examples, 
constructive and balanced. Within DG SANTE there is clearly a high degree of 

trust and respect for EFSA, a good understanding of EFSA context and 
constraints along with a strong desire to maintain the current good working 

relationships. 
 
Overall the quality of EFSA’s work was rated as high by all the DG SANTE staff 

interviewed. All of the randomly selected outputs have been used in Risk 
Management.  

 
In addition to the above, the Applications Desk carried out a separate 

stakeholder satisfaction exercise with the overall objective of measuring levels 
of satisfaction with EFSA´s current support and services provided in the area of 
regulated products. The exercise proved useful for EFSA as some areas for 

improvement could be identified such as making the application process more 
predictable and increasing the application support via dialogue. It is planned to 

repeat the exercise periodically. 

 
2. Development 

Initial work on rolling out an ISO 9001:2008 compatible QMS to the RESU and 
COMMs parts of the organisation was begun in 2013. Work has focused on the 

same approach used successfully for science. In 2014 EFSA´s Management 
decided to adopt ISO 9001:2008 standard as the basis for the QMS to be 
applied in both RESU and COMMS, meaning EFSA will have a single integrated 

and harmonised QMS across the whole organisation.  
 

Both RESU and COMMS departments were subject to an independent third party 
benchmarking against ISO 9001:2008 and the gaps necessary to meet 
compliance were identified. Although work to fill the gaps was initially planned 

to start in 2014, this was delayed due to resource constraints. The required 
resource for 2015 has been identified for both Departments and included in the 

resource allocation.  
 

2015 Next Steps 

 
1. Management system development The Internal Control Standards as set 

out by the European Commission were adopted by EFSA in 2008 and these will 
continue to form the basis of the EFSA Management System. The benchmarking 
activities carried out over the last 3 years in Science, RESU and COMMS against 

the ISO 9001:2008 standard will be compared with an Internal Audit Capability 
assessment of Internal Control Standards compliance and used to inform the 
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QMS development. Any remaining gaps against the ISO standard will be filled 

during 2015 and 2016. This is complimentary to the Management Board audit 
plan. 

 
2. Quality Management system development. The final objective of the 
work is to have achieved basic ISO 9001:2008 compatibility across the whole 

organisation by the end of 2015. The journey to a quality assurance based 
approach will be completed for science. The process model for science will be 

included in the management documents. The main elements for continuous 
improvement using the Plan, Do, Check, Act concept necessary for each of the 
key steps in the scientific process will be completed. 

 
Work in RESU and COMMS will focus on the following key points:  

 update processes and procedures 

o identification of Processes (by March 2015) 

o drafting and completing of SOPs (by August 2015); 

 structure Verification 

o development of Monitoring, Verification and Review programme (by 

October 2015) 

o customer feedback mechanism development (by December 2015). 
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