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today

Improving transparency is the recipe

for restoring trust in…









and also



nobody questions



How could anybody be against

transparency?





What’s transparency?





its aim

to liberate

DATA

to empower individuals





not only access to



but

permissive and unrestricted use of ressources 









interoperability 

allow hyperlink and aggregation

visualisation of

DATA , which lead to…



New system of information 
based on: 

• Collaboration
• Collective sharing 
• Data expertise and resources



continuous upgrading





To what extent these digital innovations

may affect the 

role and functions of the public 

administration?

(including the agencies)





 Invitation to  US Agencies to incorporate digital data-rich platforms
to interact with US citizens into their processes





 A set of mechanisms aimed not only at maximising access to increase accountability, but 
also inspired by the idea that « knowledge is dispersed » and that « agencies may benefit from it »





What about the

? 





drivers

« EU’s institutions – including its agencies – shall

conduct their work as openly as possible »  
Article 1 TEU and 15 TFEU



openness

• Right of access to documents 

« Any citizens…right of access to docs of EU.. » Art. 15

• Right to participate

« the institutions shall…give citizens and representative

associations the opportunity to make known and publicly

exchange their views in all areas of Union action » Art. 11



rationale

to enhance the legitimacy of EU action, by 

promoting active participation

(“to promote good governance and ensure the participation of civil society ») 

Art. 15 TFEU



How the transp debate apply to 
EU agencies?



e.g.



To be reconciled with

• Founding regulations

• Commercial sensitivity

• Existing procedures



2 stories



EU openness

• Right of access to documents 

What documents ? 

• Right to participate

Who may participate?



< 1 >

What documents ?



access to docs



Pharma companies

often ask EMA

to grant access to docs contained in dossier



historically







new policy on access to docs



New policy
confidential

• Detailed info 

quality/manufacturing

• Info on dev’t

• Formulation, test, 

validation

• Description manufacturing

non confidential

• Clinical dev’t trials 

indented to discover effects

• Non-clinical dev’t

pharma properties and 

toxico profile



ready to grant access to competitor

but prevented by a legal challenge

before EU Court 



Lesson learned



to be balanced

Confidential

information

Access to

documents



The job of

Policymakers

&

Courts

under the pressure of the parties



< 2 >

Who may participate? 



Transparency as 
right to participate

Release of data increasingly perceived as a 

means to an end:

participation



To what extent agencies may / should

ensure this right of participation?



To what extent agencies may take

advantage of dispersed collective 

intelligence?





• Leading expert from Canada on thalassemia

• Run clinical trials but breach of confidentiality

agreement (due to low efficacy)

• Challenge EMA (revised) autorisation

but



« the applicant has not established an interest in 

bringing proceedings in order to protect public 

health or in order to defend her professional

reputation… declared inadmissible ».



Lesson learned



Information management is
agencies’ raison d’être:

collect

filter

gatekeep

frame expertise



Yet

EU agencies source expertise based on 

a self-contained and insulated model through

pre-selected expert elite



To what extent agencies should take

advantage of dispersed collective 

intelligence?



opportunities

• Democratise cognitive model of scientific

expertise

• More efficient use of resources

• Modernisation



constraints
• Founding regulations

• Commercial sensitivity

• Existing procedures

• Not subject to reuse of PA data

• No incentive to benefit-sharing mechanisms



Beyond transparency
If get it right, potential to:

• solve allegations of conflict of interest

• new avenues of accountability

• Contribute to ‘open, efficient and 

independent PA’  (Art. 298)



conclusion

In the Internet era, no agency can disregard the 

call for (more) transparency

an opportunity to reconsider its model of 

sourcing of expertise



demand for access

carries the potential to turn EFSA as well as 

other EU agencies from mere providers of 

technical information to managers of 

information platforms



The question today is not if but 



Thank you !
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