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Summary 

 

Quality Management Vision: To create a preeminent, fit for purpose quality 

management system that is fully integrate into the organisations Management 

Standards, focused on customer service and dedicated to achieving excellence through 

continuous improvement. 

 

2012 saw further progress on implementing a fully integrated Quality Management 

System (QMS) for EFSA with the following highlights: 

 

 Renewal of the Mandate of the External Review Working Group (ERWG) along 

with the appointment of new members with Editorial Board and International 

Scientific review experience;    

 Completion of the Scientific Process Mapping exercise which was then the basis 

for the revision and re-launch of the Standard Operating Procedures; 

 The development of mechanism for bringing together and effectively managing 

the documents relating to the Governance of the organisation; 

 Completion of an exercise by an internationally recognised certification body to 

assess the organisation’s progress towards its stated aim of developing an ISO 

9001 compliant QMS for its scientific activities by the end of 2014. 

  

2013 has started with the adoption of an ambitious and exciting plan to put customer 

focus at the centre of our continuous improvement activities. This plan will require the 

development of an internal and external customer service culture, the development of a 

fit for purpose approach for our products and services, and will test the organisations 

appetite for change and its resources availability.   

 

 

 

2012 Activities 

 

1. EFSA’s External review process 2012 

 

1.1 Introduction  

 

EFSA established the ERWG in 2009 to review the quality of scientific outputs in areas 

covered by EFSA’s Scientific Directorates, and its Scientific Committee and Advisory 

Forum Unit. The ERWG completed reviews in 2009 and 2011 affording a critique of a 
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random sample of outputs which generated a series of recommendations for both EFSA 

activities and for future ERWG reviews.  

 

In 2012 a total of 50 scientific outputs, which were randomly selected by EFSA, 

generated by 16 Science Units were reviewed. These outputs were allocated by the 

Chairman with each output being reviewed independently by two reviewers.  Each 

output was reviewed using the pre-determined template prior to a collation of reports.  

 

Each output was evaluated according to a clear set of parameters aligned with EFSA’s 

core values and guidance given on the criteria for the scoring. 

 

The 2012 Review was carried out in a three step process. Step 1: The process 

commenced with a meeting to agree and fine tune operating procedures and timelines 

and to receive a formal reply from EFSA to the 2011 recommendations. Step 2: A 

meeting to discuss the distribution of the work, finalise ways of working and timings 

and train new members. Following an EFSA evaluation of re-applications and new 

applications, commensurate with the three year cycle, 23 experts were selected by April 

2012. Step 3: In line with the learning’s from 2011 and with normal peer review 

processes a consensus building step was introduced into the process prior to drafting of 

the final report which was produced as a result.  

 

1.2 Implementation of the recommendations from 2011 review  

 

 Recommendations from the ERWG in relation to EFSA and its outputs 

EFSA’s progress in implementing the recommendations from the 2011 review were 

reviewed in 2012 and considerable progress was seen against most recommendations. 

Satisfactory explanations were given for the few cases where recommendations were 

not integrated into practice. For details see Annex 1. 

 

 Recommendations from the ERWG regarding its own operations 

 

EFSA’s progress in implementing the recommendations from the 2011 review were 

reviewed in 2012 and good progress was seen against most recommendations. 

Explanations were given for the cases where recommendations were not integrated into 

practice. For details see Annex 1. 

 

1.3 2012 Review of Outputs published in 2011  

 

As for previous reviews, the major finding of the review was that a high proportion of 

the outputs were well constructed, transparent and easily understood, in line with EFSA 

Transparency Guidance. Key recommendations to ensure that the highest quality of 

EFSA outputs extends to all outputs are: i) a move from a Quality Control to Quality 

Assurance procedures, ii) that SOPs are introduced in line with Project Management 

Procedures to enhance accountability and responsibility, iii) that the peer-review system 

is revisited to ensure that the minority of problematic outputs are identified and 

rectified, and iv) that patterns in low scores should be analysed and highlighted in order 

to circumvent future repetition of these issues. Details of the specific recommendations 

are given in Annex 1. 
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In conclusion, the large majority of outputs reviewed were of high quality. To further 

enhance Quality a review of activities around the peer review and project management 

aspects is recommended.   

 

2. SOP revision 

 

Work started in 2011 and completed in 2012 on mapping our scientific process, 

indicated the potential for simplification and improvement in clarity of our SOPs. As a 

result work was started on their revision. A matrix was developed and approved by the 

Directors which aligned our SOPs against the Business Processes, the requirements of 

the Internal Control Standards and the requirements of the ISO 9001:2008 management 

standards.  

 

The number of SOPs was reduced from 32 down to 18 and they were redrafted to 

ensure that there was clarity on roles and responsibilities and focus on key records that 

needed to be kept in order to demonstrate compliance with the overall process. 

 

In addition an SOP was developed to manage the overarching framework of the 

organisations Governance documents and a process of annual review included in the 

system. 

 

SOP development followed a clear process with agreement with the Science Directors 

on i) the SOPs needed; ii) the lead authors for the SOPs; and iii) a process for review 

including the formalisation of the reviewer role and the use of a sounding board which 

included 3 Heads of Units, the Head of Unit for LRA and the Head of Internal Audit.. 

 

The SOP roll-out was supported by a communication and training programme and will 

be backed up in 2013 with a formalised monitoring programme to measure compliance. 

 

3. EFSA Governance Documents 

 

EFSA has been producing policy documents such as ED Decisions and MB Decisions 

since its creation in 2002 along with a large number of other documents such as 

guidance documents and procedures (SOPs). EFSA requires a mechanism for managing 

the documents that govern its operations i.e. ensuring that these are current and 

complete. This has resulted in the development of the EFSA Repository of Governance 

Documents.   

 

Back in 2008 the organisation formally adopted the Internal Control Standards (ICS) of 

the European Commission as the organisations own Management Standards. In 2012 

the decision was taken to begin the process of aligning the documents governing its 

operations with the Internal Control Standards and to create a mechanism to ensure their 

effective management. 

An initial long list of Policy documents and Decisions had been compiled. An SOP to 

define the mechanism for managing the Repository was also developed and approved. 

Following the SOP an initial analysis of the list has resulted in the development of the 

first list of documents for inclusion in the Repository.  
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4. Benchmarking 

 

In December 2012 Lloyds Register carried out a benchmarking exercise to determine 

the current level of compliance with the ISO9001:2008 as the reference standard. In 

summary the degree of compliance was determined as over 80%. The following areas 

were identified as needing development in order to meet the reference standard 

requirements. They are as follows: 

 Competence training and awareness including ensuring new employees are 

adequately trained prior to commencing in their role. 

 Project management including service design planning (both resource and 

milestones) 

 Measurement system verification including IT tools  

 Customer satisfaction including feedback and inclusion in continuous 

improvement 

 

The work plan for 2013 has been developed in order to address these remaining areas. 

 

 

 

Activities planned for 2013 

 

The original objective was to have a Quality Management System for science 

compatible with ISO 9001:2008 in place by the end of 2013. In the main this has 

already been achieved, however the remaining areas directly related to science where 

work is required, such as Customer satisfaction and Project management, represent 

significant pieces or work. In addition areas outside science would need to be 

addressed in order for certification to be realistically achievable; due to resource 

limitations this work will have to be delayed until 2014. Never the less an exciting 

vision and work plan for 2013 have been developed. The following is a summary of 

those areas that need addressing to meet the ISO requirements, along with an indication 

the activities that will be carried out and those but that will have to be delayed. 

 

1. EFSA’s External Review Process 2012 

 

In line with the direction of travel of moving from Quality Control to Quality Assurance 

the remit of the ERWG will be extended to cover Technical Reports submitted to EFSA 

by third parties. The current composition and format of the meetings will remain the 

same although the evaluation criteria will need further fine tuning and adaptation to 

third parties reports. 

   

2. SOP revision 

 

In line with the principles of continuous improvements and as foreseen in the current 

Quality Management system, the SOPs developed and implemented last year will be 

reviewed both in the light of experience gained in their operation and the important new 
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initiatives launched such as the one on Transparency. Alignment of the SOPs with the 

transparency initiative is an essential step in the process of adequately preparing the 

organisation for the new demands that will be placed on it with regard to Transparency 

in the Risk Assessment process. 

 

3. EFSA Governance Documents 

 

The screening process of the remaining documents in the initial long list will continue 

in parallel with the process of ensuring all relevant documents have been identified and 

included in the process.  The full list will need to be assessed to identify those 

documents that should be added to the Repository and those that can be made obsolete. 

The objective is that the detailed review and the final population of the Repository are 

achieved by May 2014.  After that date all documents not included in the Repository 

will be considered as obsolete. 

 

One critical aspect concerns the handling of scientific guidance documents. There is no 

doubt that guidance provisions should be included in the Repository. However as 

indicated by the MT in previous discussion, due to their nature and origin guidance 

documents require a separate process for inclusion in the Repository A detailed 

screening process of all scientific guidance documents has been instated by EMRISK 

and SCOM and is ongoing.  

 

4. Deepening the integration of the Quality Culture (Filling the Gap of the 

issues identified during the benchmarking) 

 

4.1 Non Science 

 

During the benchmarking exercise non-science areas were identified where 

improvements would be required to meet the requirements of ISO 9001. These include 

Verification of IT system performance following deployment, intellectual property 

right protection and training record keeping. In addition there is the ambition to roll-out 

the Quality management approach to the no-science part of the organisation. There is 

however a gap between resource and ambition and new initiatives such as the one on 

Transparency and the need to fill other science related gaps such as customer 

satisfaction mean that this element of the work for 2013 will have to be delayed.  

 

 

4.2 Customer (including stakeholder) satisfaction 

 

Ensuring effective customer and stakeholder feedback is essential to the operation of an 

effective Quality management System. The current plan is to address this during 2013 

using the following approach: 

 

 Customers are defined as EU Parliament, EU COMM and EU Member States.  

 Stakeholders are defined as members of the Stakeholder Platform 

 

The focus of engage with these two communities in 2013 will be on: 
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 Definition of products 

 Definition of customer requirements for the products 

 Refinement of Quality Criteria 

 Creation of feedback mechanism 

 

Activation of the feedback mechanism will start in 2014 with feedback from the various 

groups (ERWG, Customers and Stakeholders) combined into a single Quality 

Management Report.  

 

4.3 Project Management 

 

Development and implementation of a programme and project management approach 

has been independently identified and recommended by both the ERWG and by Lloyds 

Register. A project to address this has been initiated. Development in this area is 

necessary to meet the requirements of the ISO 9001 Quality Management system. 
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Annex Detail of 2012 ERWG Report 

 

1.0 Implementation of the recommendations from 2011  

 

1.1 Recommendations from the ERWG in relation to EFSA and its outputs 

 

1. “The outputs should be subject to more rigorous proofreading and/or review by an 

individual with appropriate experience of editing complex technical outputs” 

 

EFSA has re-positioned the function of proofreaders in the scientific directorates rather 

than in the communications directorate.  Furthermore, a call has been launched for 

additional support in the area of proofreading.  We will monitor the effectiveness of the 

changes introduced so far and then review them.  

 

2. “A more in depth consideration of uncertainties and limitations should be provided, 

both at the level of the parameter estimates and integrated final risk estimate as 

outlined in EFSA Scientific Committee guidance on Transparency in Risk 

assessment”   

EFSA will be looking at mechanisms to deliver a more meticulous adherence to key 

elements of the Guidance document on Transparency (EFSA, 2006). EFSA would 

welcome that, within the 2012 exercise the ERWG helps in identifying the relevant 

areas.  Consideration will also need to be given as to exactly which categories of 

EFSA’s outputs should be covered under the External Review Process. 

 

2.a)“Adequate support should be provided to the panels to avoid recurring issues, 

which may be addressed through reviewing selection criteria for panel members.  

EFSA introduced in 2011 an external appraisal during the selection process of the 

external experts applying for membership of the Scientific Committee or a Scientific 

Panel (EFSA, 2006a).  Three independent external evaluators are invited to review 

EFSA’s internal evaluation procedure, evaluating a random sample of 10% of all 

eligible candidates and comparing their evaluations with those carried out by the 

internal evaluators. 

2.b)Better adherence to the output templates is advised” 

The use of the output templates has been incorporated in to the SOP process, reducing 

the frequency of change, centralising the versions and in the process now making their 

use compulsory. 

3. “EFSA should provide a timely response to the review, especially to the 

recommendations presented” 

 

EFSA has introduced the practice of delivering a formal reply to the ERWG addressing 

each of the recommendations made in its report.  

 



 
 

 

Report of the QM 2012 
 

8/10 

1.2 Recommendations from the ERWG regarding its own operations 

 

1. “A training session should be incorporated at an early stage in the first meeting to 

‘calibrate’ the scoring system” 

 

Training sessions were held during the first and second meetings covering the aim and 

process of the External Review, the guide and template to be used, and the workflow of 

the Science Directorates. 

2. “The meetings with Heads of Units should be reviewed in terms of effectiveness” 

Following the recommendation from the ERWG, a possibility to meet with EFSA’s 

scientific Units will take place after the ERWG experts have had an opportunity to work 

on the review of the outputs. 

 

3. “To review the timing of the cycle especially in the two months prior to the first 

meeting” 

 

As opposed to starting the External Review late September, the first meeting for the 

2012 exercise took place on 15 Feb.  A second meeting was held in May and the final 

meeting in October.   

 

4. “We suggest that EFSA considers a more appropriate review group to optimally 

address aspects such as timeliness and independence” 

 

EFSA has given this due consideration and for the moment feels that the independent 

review of timeliness and especially independence are key to assessing quality of 

EFSA’s work.  At present, the ERWG is the only independent review body looking at 

the Quality of EFSA’s work.  The terms of reference for the ERWG and its activities 

will be made clear for the new mandate. 

 

5. “The content and structure of the review template should be reviewed, potentially 

incorporating views from the ERWG” 

 

It is the responsibility of EFSA to define in its mandate the scope and remit of the 

ERWG.  Furthermore, the definition of Quality in terms of scientific outputs is also the 

responsibility of EFSA.  However, changes to specific wording around grading of the 

criteria will be considered. 

 

2.0 2012 Recommendations  

 

2.1 Recommendations from the ERWG in relation to EFSA and its outputs 

 

1. EFSA should further implement project management procedures to drive 

accountability and responsibility in a move from quality control to quality 

assurance. This could involve a standardised online account (pdf version) of the 

project management key points which would address many issues while being 

effective regarding time restrictions. It would be useful to adopt a project 
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management tool to clarify reasons for deviations such as timelines. This would also 

be useful for peer reviewing and proof reading steps. 

 

2. EFSA should revisit the peer review and editorial process as a small number of 

documents persistently have typographical or grammatical errors.  

 

 For example, EFSA could insert a 2 week period for peer review and proof 

reading, with a sign off protocol.  

 It is recommended that there is enhanced dialogue between the ERWG and 

the EFSA Journal Editors.  

 It may be valuable to appoint the Chair of the ERWG to the Editorial Board.  

 Introduce our document evaluation template for use by the panels for a pre-

publishing check. 

 Panels should be held to account for poor documents. Is there a system failure 

at times?  

 

 

3. EFSA should introduce additional SOPs where necessary. In the case of errata, what 

are the criteria for an output to be republished? For example, should an output be 

republished if a table was omitted?  

 

4. Low quality outputs may arise from low quality inputs. A more prospective 

proforma should be supplied to companies before they provide supporting evidence 

and reports. 

 

5. It is recommended to split terms of reference where an opinion is very long.  

Outputs which include transparent assessment of robust data alongside more 

speculative discussions could also be split. For example, outputs can include a 

question of some 20 chemicals with only a fraction being addressed, with the 

remainder having insufficient data to provide a risk assessment.  

 

6. Efforts should be made to make the outputs (for each class) homogenous and to 

ensure that there is consistent use of RA terminology, using Scientific Opinion on 

Risk Assessment Terminology (OP 2664) as guide. 

 

7. In some cases, much greater efforts are needed when the summary section of the 

output is drafted in order to synthesise the key information of the output, rather than 

simply repeating large sections of text from the body of the output. 

 

2.2 Recommendations from the ERWG regarding its own operations 

 

The role of the ERWG and its relationship to EFSA is continuing to evolve. This would 

be an appropriate time for EFSA to consider how the remit of the ERWG might be 

updated alongside the move from a quality control to a quality assurance approach. 
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It was agreed that the consensus approach was wholly beneficial, although this was not 

always reached in line with journal peer review experiences. In some cases there were 

issues with deadlines in both directions between ERWG and EFSA. It is anticipated that 

this situation will improve when an electronic board is adopted.  

 

Other recommendations concerning the ERWG include: 

 

1. Move ERWG to use Sciencenet in procedural form to capture 

Non-responses from Heads of Units 

Discrepancies 

Grades 

Responses 

2. Extend ERWG remit to include raw material (e.g. company reports) sent to EFSA 

where appropriate. 

3. A verbal report from the ERWG Chair to the EFSA Heads of Units may be useful. 

4. Clarification of timeline issues remain owing to lack of access of ERWG members 

to some data held by EFSA. This issue needs to be revisited.  

5. Some ERWG reviewers may find it difficult to distinguish the quality of science 

versus clarity in communication. The role of the ERWG is not to challenge the 

assessments contained in individual outputs but to ensure the quality of those 

outputs.  The ERWG must remain mindful of this distinction. 

6. ERWG should adhere to templates with a uniform input format – and not alter 

format (landscape etc). 

7. The ERWG review would benefit from more involvement with and feedback from 

EFSA panels, perhaps with the ERWG Chair sitting in on an EFSA panel meeting. 

8. Issues remain with:  

 A single ERWG evaluation template for very different output classes.  

 Ambiguity remains in the interpretations of ‘A’ and ‘B’ scores in the ERWG 

template.  For example, The work or supporting documentation clearly 

demonstrate that the EFSA guidance document on Transparency has been 

followed and documented (e.g. output references) (a score of ‘A’) may be 

difficult to distinguish from The work or Supporting documentation indicate the 

guidance document on Transparency has been followed (e.g. consistent with 

other outputs in key areas such as methodology description) (a score of ‘B’). 

 


