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GENERAL DATA PROTECTION REGULATION  

DANISH NON-PAPER 

 

      20 February 2014 

Status     

The European Commission's proposal for a General Data Protection Regulation was put 

forward in January 2012. The Council has yet to reach an agreement, however the 

European Parliament's Civil Liberties, Justice and Home affairs Committee (LIBE) has 

adopted its report on the matter in October 2013.  

 

The LIBE amendments to the Commission's proposal imply that there will be a 

requirement of consent from the data subject - on a case by case basis - when processing 

sensitive personal data for scientific purposes, including any use of individual-level data 

in e.g. research projects. 

 

Importance of research  

Danish law provides – in accordance with Directive 95/46 – an independent legal basis 

for processing of personal data for scientific purposes. Even though there is no 

requirement of consent when processing data for these purposes, there are however 

appropriate safeguards and conditions in place in Danish law to ensure the rights and 

freedoms of data subjects when their personal data is being processed for these 

purposes. 

 

It would render it virtually impossible to utilize existing population-based registries or 

large population-based cohorts for research if there is a requirement of consent from 

each individual for every study utilizing public registries or large cohorts containing 

information on tens of thousands to millions of individuals. For instance, the Danish 

Cancer Biobank contains more than 7 million tumor samples. The Danish Birth Cohort 

contains scientific and clinical data on 100,000 individual births. The Danish Cause-of-

Death register contains information on all deaths occurring in Denmark since 1970. The 

information in these kinds of registries is used for numerous scientific studies which 

have provided important results.  

 

One example is a population-based (537,303 children) study of measles, mumps and 

rubella vaccination and autism (MMR) from 2002. Up until this study, it was suggested 

that MMR vaccination is a cause of autism. There was conducted a retrospective cohort 

study of all children born in Denmark from January 1991 through December 1998 based 

on data from the Danish Civil Registration System (which assigns a unique 

identification number to every living person). MMR vaccination status was obtained 

from the Danish National Board of Health. Information on the children's autism status 

was obtained from the Danish Psychiatric Central Register and there was obtained 

information on potential confounders from the Danish Medical Birth Registry, the 

National Hospital Registry, and Statistics Denmark. The study provides strong evidence 

against the hypothesis that MMR causes autism. This evidence could not have been 

provided without linking data within several large registries. 

 

Another example is a population-based study of risk of cancer on a large cohort of 

nonaspirin NSAID (nonsteroidal anti-inflammatory drugs) users. There has been an 

increasing evidence of an inverse association between use of NSAIDs and risk of 

colorectal cancer. Data regarding other cancer sites are limited though. Using data from 
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the population-based North Jutland Prescription Database and the Danish Cancer 

Registry, it was possible to compare cancer incidence among 172,057 individuals 

prescribed nonaspirin NSAIDs with expected incidence (based on county-specific 

cancer rates) during a 9-year study period. There was found protective associations of 

NSAIDs against colon, rectal, stomach and ovarian cancer. However, the study showed 

an increased risk of occurrence for lung, kidney and prostate cancers which could 

otherwise have gone unnoticed. 

 

In order to respond to the challenge of Horizon 2020 on Health, Demographic Change, 

and Well-being, the EU will invest some €1 200 million during its first two years (Work 

Programme for 2014/15) as an investment in better health for all. The goals are to: 

 improve our understanding of the causes and mechanisms underlying health, 

healthy ageing, and disease; 

 improve our ability to monitor health and to prevent, detect, treat, and manage 

disease; 

 support older persons in remaining active and healthy and 

 test new models and tools for healthcare delivery. 

 

Use of epidemiological methods and large datasets derived from individual-level data is 

an absolute prerequisite for meeting this challenge.  

 

The imposition of rigid regulations on the scientific utilization of individual-level data 

will be a major setback for health research - not only in Denmark but in Europe and 

worldwide - and will stand in the way of responding to the Horizon 2020 challenge.  

 

Denmark’s Position 

On this basis the Danish position is that:  

 

 There should be an independent legal basis for processing of personal data for 

scientific purposes  

 There should not be a requirement of consent as a precondition for processing 

personal data for scientific purposes 

 Conditions and appropriate safeguards for the rights and freedoms of the data 

subject when processing personal data for scientific purposes should be provided 

for in Member State law. 

 

This would ensure a high level of protection of the data subject and would at the same 

time ensure the possibility of utilization of individual-level data in e.g. population-based 

registries for scientific purposes.   

 

Denmark would therefore encourage: 

 

 the Council to ensure that there will be no requirement for consent from the data 

subject when processing personal data for scientific purposes; 

 MEP's to oppose the LIBE Committee's amendments to the Commission's 

proposal. 


