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Note to the Management Board  

Transparency and Engagement in Risk Assessment 

 

 

Scope of the document 

This note addresses the Management Board’s comments on the report presented at its March 

2015 meeting and named “Implementation Plan – First Phase Transformation to an Open 

EFSA”. It also clarifies the evolution from the March report to the current Transparency and 

Engagement in Risk Assessment project.  

 

Introduction 

Over the years the environment in which EFSA operates and the demand for transparency 

have evolved. The Authority anticipated this demand for transparency by adopting after its 

creation in 2003 its approach to “openness, transparency and confidentiality” followed by a 

decision concerning implementing measures for transparency and confidentiality. Society’s 

growing demand for more transparency, however, has led EFSA to the current status quo 

where additional measures are considered necessary. The sequential steps in the recent 

evolution of this process are listed below: 

 In December 2012, the EFSA Management Board issued the recommendation that 

EFSA should respond to the growing demand from interested parties for more access 

to the scientific decision-making process;  

 At the beginning of 2013 and responding to these recommendations, the 

Transparency Initiative was launched, aimed at providing clarity and further 

developing EFSA’s policy and approaches towards transparency and engagement on 

the scientific decision-making process; 

 In March 2013, the EFSA Stakeholder Consultative Platform was consulted to provide 

views on how to further enhance transparency during the risk assessment phases; 

 In September 2013, a discussion group of the EFSA Stakeholder Consultative Platform 

on Process Transparency and Information Access was set up; 

 In October 2013, further input via the EFSA stakeholders conference on 

“Transparency in Risk Assessment was collected”; 

 Between July and October 2014, the public was widely consulted on the discussion 

paper “Transformation to an open EFSA”; 
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 At the 19 March 2015 Management Board meeting, the report named 

“Implementation Plan – First Phase Transformation to an Open EFSA” was presented 

to the Management Board. The document illustrated a plan to implement further 

initiatives on transparency and engagement; 

 The Members of the Management Board, while recognising the relevance of such an 

initiative for EFSA, raised some comments and requested clarification on a number of 

important aspects;  

 With the present note, the Board’s comments are intended to be addressed and the 

evolution from the “Implementation Plan – First Phase Transformation to an Open 

EFSA” to the current Transparency and Engagement in Risk Assessment project 

clarified;  

 All planned efforts needed to transform EFSA into a transparent and publicly-engaged 

organisation over the coming years and the coordination for the gradual 

implementation of these measures will be ensured through project management 

approach.  

 

Comments raised by the Management Board at its meeting on 18 March 2015 on the 

agenda item “Implementation Plan – First Phase Transformation to an Open EFSA” 

and reflected in the minutes 

 

 The scope and extent of the initiative needs a clearer definition and a well described 

deployment plan of the suggested measures aimed at increasing public engagement 

and transparency. Clarification on the terminology is also sought. 

 

It is acknowledged that the different terminology used so far for this initiative might 

have led to some uncertainty about their scope and boundaries. 

In particular “open EFSA” has been used widely to describe an overarching 

organisational aspiration, to transform EFSA’s identity so it is seen and valued by its 

partners, stakeholders and EU citizens as an accountable and trusted provider of 

sound scientific advice that is comprehensible and meaningful for their work or 

everyday lives, that helps to safeguard consumers and to foster food chain innovation. 

Transparency (including accessibility) and engagement are the key requirements to 

achieve EFSA organisational aspiration. A number of initiatives supporting the 

organisational development of the Authority have been reorganised and further 

described under the umbrella of the proposed EFSA strategy 2020. The 

Transparency and Engagement in Risk Assessment project contributes to all the 

proposed Strategic Objectives but is mainly embedded under the Strategic Objective 1 

(Prioritise public engagement in the process of regulatory science) and is instrumental 

in its implementation. 

The objective of the Transparency and Engagement in Risk Assessment project 

is to promote trust and confidence in EFSA’s work among all partners and 
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stakeholders through increased transparency and engagement during the scientific 

risk assessment/scientific advice process (see Figure 1). EFSA’s investments in 

technology and capabilities, as detailed in the proposed EFSA Strategy 2020, will 

support realisation of the project objectives. 

Through the project’s implementation, EFSA will maximise transparency on data, 

information and methodologies, including any background documents used in 

supporting the Risk Assessment and at specific steps in the process. In addition, 

systems and procedures will be rolled-out to make these accessible and available to 

EFSA partners, stakeholders, the scientific community and the public at large. EFSA 

will of course abide by any exceptions provided in the relevant legal framework.  

By fostering engagement, potential contributors will be able to provide input on the 

data and studies underpinning the scientific assessment. A system allowing proactive 

and unsolicited input from interested parties and qualified individuals at all phases of 

its internal decision-making process will be developed. This engagement is intended to 

result in scientific outputs that should be more comprehensive, more understandable 

to those who contributed to their development and more relevant to the intended 

recipients.  

Figure 1 – Characterisation of the Transparency and Engagement in Risk 

Assessment project 

 

What: EFSA makes its risk assessment process transparent and engages with its 

           Partners, stakeholders and the wider scientific community 

 

Why:  EFSA gives better access to the broader scientific risk assessment community 

          and to scientific information, increasing trust and responding to societal 

          expectations, in line with the EC Open Science policy
1
 

 

How:  by proactively releasing all information related to its Risk Assessment and in 

          specific steps of the process as well as by creating opportunities for public 

          engagement 

 

Who
2
: all EFSA’s partners, stakeholder groups and the wider scientific community, 

           recognising different needs and aims, as defined in the proposed EFSA  

          Strategy 2020 

 

In more operational terms, the objectives of the Transparency and Engagement in 

Risk Assessment project translate into the gradual introduction of measures to 

increase accessibility, visibility, understanding and engagement of how EFSA operates 

its risk assessment/scientific assessment processes. 

                                                           
1
 http://ec.europa.eu/research/swafs/index.cfm?pg=policy&lib=science 

2
 Intended as the main recipient 
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Risk Assessment at EFSA3 is a scientifically based process developed through nine 

sequential steps (see Figure 2). 

Currently, this process is predominantly internal with limited public engagement in 

some specific steps of the workflow (e.g. ad-hoc Public Consultation, Technical 

Hearings). By implementing the Transparency and Engagement in Risk 

Assessment project EFSA intends to illustrate how the different steps of the risk 

assessment are carried out and to foster engagement of Member States, Stakeholders 

and the public at large as far as possible in each stage of the process. 

Figure 2 - EFSA Risk Assessment process 

 

 

 

 Some of the suggested measures might intrinsically imply high costs in terms of time 

and resources, and EFSA should carefully evaluate the potential impact their 

implementation could have on EFSA’s capacity to deliver its core tasks.  

                                                           
3
 Including also the provision of scientific advise 
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Following the Public Consultation on “Transformation to an Open EFSA”, the 

Management Board was presented at its meeting in March 2015 with a list of 

measures (n=35) that would support the Authority in meeting the objective of 

increasing transparency and engagement (see Annex 1). These measures were 

divided in two categories, reflecting their readiness for implementation and potential 

impact on EFSA’s organisational set up: 

- Category 1 (n= 12): measures that can be fully implemented by 2017 at the 

latest, due to actions already being delivered by EFSA or already planned in its 

Single Programming Document (SPD) 2015-2017 and Annual Management Plan 

(AMP) 2015, e.g. the measure “publishing full biographies/CVs” for all Panels and 

the SC that will be achieved by July 2015 in occasion of the renewal of the eight 

Panels/Scientific Committee mandates (see Annex 1, measure 2.1.);  

- Category 2 (n= 23): measures that might significantly change the nature of one 

or more steps of the scientific risk assessment (Figure 2) and that, a priori, seem to 

have a greater resource impact, e.g. “pro-actively releasing data/information to be 

considered by EFSA” during the development of the scientific advice (see Annex 1, 

measure 4.2.) 

With regards to those measures currently in progress and that will be delivered by end 

of 2015 (named category 1A, see Figure 3), the resources have been detailed in the 

AMP 2015 and approved in December 2014 by the MB. For those measures that will 

be implemented as of 2016 and up to 2017 (named category 1B, see Figure 3), the 

resource requirements have been described in the SPD 2015-2017 and will be further 

detailed for the next year in the 2016 AMP, to be approved in December 2015 by the 

Board.  

The Category 2 measures are to be subjected to careful consideration before a 

decision is taken on their implementation, including testing their deployment through 

pilot phases. A Cost/Benefit analysis weighing the expected benefits vis-à-vis the 

resource requirements, the time necessary for their implementation and its impact on 

the scientific decision-making process will be carried out for selected Category 2 

measures. To do this EFSA will seek the support of an external contractor and expects 

to deliver the results of the analysis to the Management Board in June 2016. 

Following the Cost/Benefit analysis, a prioritisation will need to be done in line with 

EFSA’s on-going investments on technology and capabilities, as outlined in the 

proposed EFSA Strategy 2020, in order for the underlying tools to be available to 

support their implementation. 

 

 Different categories of stakeholders might pursue opposite interests (e.g. the measure 

about introducing pre-submission meetings with applicants). Hence, EFSA should 

adopt a careful and balanced approach in carrying out the cost/benefit 

(cost/effectiveness) assessment of the various options. 
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EFSA has to guarantee equal treatment to all interested parties and avoid 

disproportionate influence of a limited number of actors. When assessing 

proportionality of the measures, it should be assessed whether a complete and 

indiscriminate opening up of scientific meetings is likely to affect the scientific 

decision-making process and the timelines of the scientific output delivery.  

The Cost/Benefit analysis of Category 2 proposed measures will determine how 

achievable and proportionate the measures are as well as its impact on contributing to 

increasing the transparency and engagement on EFSA scientific processes.  

The analysis will be based on carefully selected criteria and related weighing factors. 

It will follow internationally standard methodologies for elicitation, consulting different 

partners and stakeholders’ categories and taking into account societal demands and 

EFSA’s legal framework. 

In addition, in implementing the selected measures methodological rigour will be 

ensured, as for EFSA core scientific tasks: the information made available will be fact 

and evidence based, ensuring an unbiased approach and the overall soundness and 

quality of the available information and data disclosed. 

 

Next steps  

An overview of the project implementation plan until the end of 2017, including indication 

of the timing of Management Board input needed to provide recommendations and/or 

endorse the implementation of measures through the AMP and/or the SPD is provided in 

Figure 3. 
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Figure 3 – Transparency and Engagement in Risk Assessment project timelines and MB interaction points  
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Annex 1-Measures implementation plan (as presented at the March MB) 
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