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Dear Mr. López Aguilar, 
Dear Members of the Civil Liberties, Justice and Home Affairs (LIBE) Committee, 
 
Since 1994, Europe has been both a leader in the development of research infrastructures such 
as populational biobanks and in the development of knowledge of disease etiology and 
targeted therapies. 
 
As an active member of the European scientific and biobanking community, I would like to 
express my utmost concern regarding certain amendments in the Compromise Text of the 
proposed General Data Protection Regulation, adopted by the Committee on Civil Liberties, 
Justice and Home Affairs (LIBE Committee) on 21 October 2013. 
 
These amendments jeopardize international efforts to enhance and promote global health 
research.  It has major implications for the European scientific and biobanking research 
community. In fact, the new amendments would make an essential part of biobanking research 
activities extremely difficult, especially when a broad consent for research is required.  
Currently: 
  

 at least 108 European biobanks have used a broad consent from their research 
participants, allowing for a wide range of research uses on the collected samples and 
associated data; 

 these biobanks are located in more than 23 European countries;  
 research based on biobanking activities has led to the publication of more than 

17,094 peer-reviewed scientific publications; and, more importantly; 
 all this was made possible by the participation of more than 11,760,479 European 

citizens, who voluntarily agreed to provide a broad consent for biomedical research 
as approved by an ethics committee. 

 
The amendments to Article 81(2a) and Article 83(1) introduce a disproportionate threshold for 
the consent exemption. Currently in many Member States, consent is often not required to 
process pseudonymised (i.e. coded) data as there are multiple, successful governance 
mechanisms and technical standards in place to ensure data security and privacy, including 
research ethics committees, data access committees, codes of conduct, and encryption and 
key management to restrict data access. Requiring a ‘high public interest’ for the processing of 
pseudonymised data implies an exceptional, emergency situation disproportionate to the risks 
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and safeguards of such processing. Indeed, ‘high’ adds no value to the judgment that needs to 
be made about the use of data and can only serve to confuse. For data protection authorities, 
the key question should be whether there is a ‘public interest’ in such data being used – but 
only when other ‘public interests’, such as the importance of protecting autonomy and 
minimizing harms, are also taken into account. Where these other public interests are 
protected, there is a public interest in such data being used. 
 
Further, as currently drafted, Article 81(1b) is ambiguous. In the context of processing medical 
data exclusively for public health purposes of scientific research, consent may be ‘given for 
one or more specific or similar researches’. This current phrasing seems to exclude broad 
consent for future ‘health-related research’ as approved by an ethics committee. This 
requirement for specific consent, together with the ‘high public interest’ requirement in Art. 
81(2a), will cause a major burden for and threat to genomic research and to large-scale studies 
and research infrastructures such as biobanks. 
 
By adopting the proposed text, the EC would deny the autonomy and legitimate interest of 
these almost 12 million participants, and of those of future generations, to freely and 
knowingly provide data and biological samples to support long term longitudinal research. 
 
In the last decade, substantive funding in the FP5, FP6 and FP7 programmes of the EC 
supported the development of research resources such as biobanks based on broad 
consent.  By funding these initiatives, the EC has recognized the scientific imperative of such 
research and demonstrated its willingness to position Europe as a leader in the domain of 
medical and biobanking research.  The Compromise Text approved by the LIBE Committee will 
affect on the sustainability of current resources and hamper the leadership of Europe in 
medical research.  Therefore, we respectfully ask that the latest Compromise Text be amended 
so as to respect the wishes of research participants and make possible common forms of 
broad consent in research. 
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