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Abstract 
This report summarises the presentations and discussions of the workshop on data 
saves lives, held at the European Parliament in Brussels on Thursday 19 November 
2015. The aim of the workshop was to provide background information and advice 
regarding the proposed General Data Protection Regulation and the impact it may 
have on the use of personal health data in cancer research.  

During the first part of the workshop the policy context and state of play of the 
proposed new Regulation were presented. An update on the Trilogue discussions and 
latest amendments to the text of the Regulation were given; obstacles and 
opportunities for harmonisation of cancer data were also discussed. 

The second part of the workshop focused on the impact of the proposed Regulation on 
cancer research. Access to data, ethical standards, data storage, and a European 
project on cancer survival were covered during this session. All presentations 
highlighted the need for a broad consent (a one-time consent given by data subjects 
to allow the use of their data for a variety of research studies which are subject to 
strict criteria) in order to make cancer research possible. 

Finally, future developments based on the experience of healthcare providers, patients 
and the industries were discussed. Possible practical solutions were given that could 
solve the obstacles of the proposed Regulation faced by the cancer research 
community. 

This workshop and the respective document were prepared by Policy Department A at 
the request of the Committee on Environment, Public Health and Food Safety. 
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EXECUTIVE SUMMARY  

On 19 November 2015 the Committee on the Environment, Public Health and Food and 
Safety (ENVI) of the European Parliament held a workshop on “Data saves lives: The 
impact of the Data Protection Regulation on personal data use in cancer research". The 
workshop was hosted by Mr Alojz PETERLE (MEP), co-chair of the Health Working Group 
within the European Parliament’s Committee on Environment, Public Health and Food 
Safety (ENVI). 

Mr PETERLE opened by saying that the aim of the workshop was to provide an update on 
the process of the Trilogue negotiations on the proposed General Data Protection 
Regulation and to discuss how personal data are used in health research.  

In the first part of the workshop, Ms LAURISTIN (MEP), shadow rapporteur of the General 
Data Protection Regulation, presented the main outcomes of the Trilogue negotiation, 
which is nearing conclusion. She explained that the current text of the Regulation 
includes provisions from the existing Directive (95/46/EC) and ensures a good balance 
between the protection of individual data and restrictions in the work of medical 
professionals and medical science. She stressed the importance of informing data 
subjects and of having strict safeguards, including technological safeguards, regarding 
archiving personal data.  

Dr CROCETTI from the Institute for Health and Consumer Protection at JRC explained 
that cancer researchers often link personal data to the patients sharing their data (data 
subjects) to ensure high data quality, for example, to avoid duplication. He is in favour of 
an improved Data Protection Regulation, as it will lead to common rules and will 
harmonise procedure across Member States. However, he also expressed his concerns 
regarding the provisions on the ‘explicit patient consent’ and ‘pseudonymisation’ which 
will affect the use of historical data and potentially limit retrospective and epidemiological 
studies.  

During the second part of the workshop, challenges and options based on the 
perspectives of scientific researchers were discussed. According to Dr STORM (Danish 
Cancer Society) access to data for health research is already heavily regulated to 
guarantee secrecy and confidentiality. He was also against the ‘explicit patient consent’ 
for the use of personal data for every new study as proposed by the new Regulation: 
asking permission from several hundred thousand patients to use their data would be 
unmanageable and expensive. Also, explicit consent would lead to an unrepresentative 
group of study subjects, as cancer patients are more likely to share their data than non-
patients.  

Prof. REICHEL, representing BBMRI-ERIC, described how personal data are stored in bio 
banks in Europe and how bio banks in different Member States are connected to each 
other to facilitate cooperation in research. According to Prof. REICHEL there is a need for 
updated and coherent rules on data protection in Europe that could facilitate cross-border 
research within the European Research Area. However, she also stressed the need for 
proportionate and well-defined exemptions to allow researchers to (re-)use data over 
time.  

Dr GATTA presented experiences from EUROCARE’s research projects. She presented the 
large disparity in cancer survival rates in Europe, which could be reduced thanks to more 
cancer research. She also expressed her worries that the proposed Regulation might 
impede population-based research and suggested an exemption from patient consent to 
permit the collection of complete, accurate, and high quality data.  
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The third part of the workshop focused on the experiences of healthcare providers, 
patients and the industry. Prof. LADENSTEIN presented the work of the European 
Reference Network for Paediatric Oncology, an experts’ network aiming to reduce 
inequalities in childhood cancer survival and healthcare capabilities in Europe. Prof. 
LADENSTEIN stressed that much is already being done to protect the safety and privacy 
of personal data and that it can be further improved with the use of new technology.  

Mr STEPHENS, a cancer survivor, presented the views of patients. He explained that 
generally cancer patients are very willing to take part in research and donate their data, 
not only because it helps improve their own and other patients’ cancer survival rates, but 
also because their data can be used in future studies. Further, he believed cancer 
patients should be actively involved in decisions regarding the use of their personal data.  

According to Mr BARNES, representing the pharmaceutical industry (EFPIA), the use of 
health data is critical for the industry to gain a better understanding of cancer and 
ultimately improve prevention, diagnosis and intervention. He also cited a research 
project EFPIA was involved in that investigates how the industry can use big data to 
improve outcomes for patients. The project looks at whether additional factors such as 
whether a medicine has to be placed on the market, how much the medicine is worth, 
and whether the medicine is effective, should all be regulated in one single framework.  

The last speaker, Dr CASALI (ESMO), acknowledged the importance of safeguards 
regarding personal data and proposed a ‘one-time consent’ for cancer research so that 
data can be used beyond the scope of the research without strict limitation and costly 
administrative burdens.    

During the question and answer session, the topic was heavily debated although most of 
the participants shared the speakers’ concerns regarding ‘explicit patient consent’. MEP 
SCHALDEMOSE and Ms LADENSTEIN questioned whether the current draft of the 
Regulation still requires citizens and patients to give consent for each new study as in the 
original proposal. Ms LAURISTIN answered that this will not be the case for medical 
research; once the data subject gives consent, the personal data can be used for wider 
research and across borders. However, she also stressed that data subjects have to be 
well informed about the storage and data processing, in the name of public interest.  

In his closing remarks, Mr PETERLE expressed contentment that the Regulation seems to 
be balanced regarding data protection and medical research. He agreed that everything 
should be done in the public interest, especially engaging the participation of patients 
and citizens. Now that the Trilogue is coming to an end, Mr PETERLE is optimistic that the 
Regulation will benefit all patients, researchers and professionals. 
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1. LEGAL AND POLICY BACKGROUND   

The principal EU legal instrument concerning data protection is Directive 95/46/EC1 on 
the protection of individuals with regard to the processing of personal data and on the 
free movement of such data (Data Protection Directive). In the context of this Directive, 
personal data refers to “any information relating to an identified or identifiable natural 
person ('data subject'); an identifiable person is one who can be identified, directly or 
indirectly, in particular by reference to an identification number or to one or more factors 
specific to his physical, physiological, mental, economic, cultural or social identity”.  

Article 8 of the General Data Protection Directive lists special categories of data that 
Member States should prohibit to process as a rule. This provides data subjects the right 
to private and family life. One of the categories is “data concerning health”. Exceptions to 
the general prohibition include consent from the patient and cases where “processing of 
the data is required for the purposes of preventive medicine, medical diagnosis, the 
provision of care or treatment or the management of health-care services” and is 
processed by a health professional or by another person also subject to an obligation of 
secrecy. 

In 2012, in light of globalisation and the rapid technological changes, the European 
Commission (DG Justice and Consumers in lead) proposed a new General Data Protection 
Regulation (5853/12)2 with the aim of modernising and replacing the current legal 
framework by enhancing the level of personal data protection for individuals and by 
increasing business opportunities in the digital single market. In parallel with the 
proposal for a General Data Protection Regulation, the Commission adopted a policy 
communication setting out the Commission's objectives (5852/12) 3 and a Directive on 
data processing for law enforcement purposes (5833/12) 4.  

In March 2014, the European Parliament adopted a legislative Resolution5 on the 
Commission’s proposal for a Regulation on the protection of individuals with regard to the 
processing of personal data and on the free movement of such data, in which it proposed 
various amendments. On 15 June 2015, the Council reached a general approach on the 
proposal by the European Commission, and Trilogue negotiations with the European 

                                                 
1  Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of 

individuals with regard to the processing of personal data and on the free movement of such data, L 281, 
23/11/1995. Available at:  
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:en:HTML.  

2  European Commission (2012), Proposal for a regulation of the European Parliament and of the Council on 
the protection of individuals with regard to the processing of personal data and on the free movement of 
such data (General Data Protection Regulation), available at: 
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex:52012PC0011.  

3  European Commission (2012), Safeguarding privacy in a connected world. A European data protection 
framework for the 21st century, available at: 
http://register.consilium.europa.eu/doc/srv?l=EN&f=ST%205852%202012%20INIT.  

4  European Commission (2012), Directive of the European Parliament and of the Council on the protection of 
individuals with regard to the processing of personal data by competent authorities for the purposes of 
prevention, investigation, detection or prosecution of criminal offences or the execution of criminal 
penalties, and the free movement of such data. Available at: 
http://register.consilium.europa.eu/doc/srv?l=EN&f=ST%205833%202012%20INIT.  

5  European Parliament, Legislative resolution of 12 March 2014 on the proposal for a regulation of the 
European Parliament and of the Council on the protection of individuals with regard to the processing of 
personal data and on the free movement of such data, 12 March 2014, available at: 
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2014-
0212+0+DOC+XML+V0//EN.  

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:en:HTML
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex:52012PC0011
http://register.consilium.europa.eu/doc/srv?l=EN&f=ST%205852%202012%20INIT
http://register.consilium.europa.eu/doc/srv?l=EN&f=ST%205833%202012%20INIT
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2014-0212+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2014-0212+0+DOC+XML+V0//EN
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Parliament started on 24 June 2015 with a view to reaching overall agreement on new EU 
data protection rules by the end of 2015 or early 20166.    

The proposal for the new Regulation has triggered a lot of responses from a range of 
stakeholders, including those working in the area of cancer research. Cancer is the 
second highest cause of death in the EU-287, and has a long research tradition in 
Europe8. There are over 200 cancer registries9 that collect and analyse data of people 
diagnosed with cancer. Data of these registries are collectively collected in the European 
Network of Cancer Registries (ENCR)10, which is part of the International Association of 
Cancer Registries (IARC)11. These registries provide a tool to evaluate the effectiveness 
of health policies and to compare practices. Furthermore, the Commission’s Joint 
Research Centre, DG SANTE, the IARC, the ENCR and the European Partnership for 
Action Against Cancer (EPAAC)12 are developing a European Cancer Information System 
(ECIS)13, which will include all institutions, persons, procedures, and resources dealing 
with cancer information and data in Europe. The ECIS will provide a framework to assess 
and control the impact of cancer in the community, and will monitor the direct effects 
and benefits of cancer prevention and control activities in Europe. Additionally, 
EUROCARE14, the European Cancer Observatory (ECO)15 and EUROSTAT16 collect further 
data and information with regard to cancer in Eruope.  

There is thus a wealth of data available in the area of cancer research, and the adoption 
of a new Regulation has raised various ethical questions in relation to the cross-border 
exchange of samples and the security of data transfers. For cancer patients, the 
amendments of the new Regulation will further strengthen the protection of their data as 
patients will have more control over and easier access to their personal data, and will be 
better informed about what will happen with their personal data once they have decided 
to share it. On the other hand, concerns exist among cancer researchers17, the 
pharmaceutical industry18, and cancer patient organisations19 regarding the option for 
individuals to ‘opt out’ of a study and not share their personal health data. This is 
expected to make it more difficult to collect and access data for research purposes. 
Researchers are also concerned that this ‘power’ of individuals will reduce the strength of 

                                                 
6  EUR-Lex - EDPS recommendations on the EU’s options for data protection reform. http://eur-

lex.europa.eu/legal-content/EN/TXT/?qid=1444660587291&uri=CELEX:52015XX0912(01)#ntr3-
C_2015301EN.01000101-E0003.   

7  Eurostat, 2012, Cause of death – standardised death rate, 2012. Available at: 
http://ec.europa.eu/eurostat/statistics-
explained/index.php/File:Causes_of_death_%E2%80%94_standardised_death_rate,_2012_(per_100_000_i
nhabitants)_YB15.png.  

8  Weinstein I. & Case K. (2008), The History of Cancer Research: Introducing an AACR Centennial Series. 
Cancer Research 68. Available at: http://cancerres.aacrjournals.org/content/68/17/6861.  

9  Cancer registration is defined as the process of continuing and systematic collection, storage, analysis, 
interpretation of data on persons with cancer. The population-based cancer registries collect data on every 
person with cancer in a defined population, usually comprising people resident in a well-defined 
geographical region. 

10  Website of ENCR: http://www.encr.eu/index.php/who-we-are/about-us.  
11  Website of IARC: http://www.iarc.fr/.  
12  Website of EPAAC: http://www.epaac.eu/.  
13  The deliverable of EPAAC WP9, including a summary of the ECIS proposal, is available at: 

http://www.epaac.eu/news/149-the-proposal-for-european-cancer-information-system-ecis.  
14  Website of EUROCOURSE: http://www.eurocare.it/.  
15  Website ECO: http://eco.iarc.fr/.  
16  Website EUROSTAT: http://ec.europa.eu/eurostat.  
17  Casali P. (2014), Risks of the new EU Data protection regulation: an ESMO position paper endorsed by the 

European oncology community. Annals of Oncology 25(8), pp 1458-1461. Available at: 
http://annonc.oxfordjournals.org/content/25/8/1458.full.  

18  EFPIA (2015), General approach to data protection reform is a step in the right direction, available at: 
http://www.efpia.eu/mediaroom/272/43/General-Approach-to-Data-Protection-Reform-Is-a-Step-in-the-
Right-Direction.  

19  European Cancer Patient Coalition (n.a.), General Data Protection Regulation, available at: 
http://www.ecpc.org/activities/policy-and-advocacy/eu-legislations/237-general-data-protection-regulation.  

http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1444660587291&uri=CELEX:52015XX0912(01)#ntr3-C_2015301EN.01000101-E0003
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1444660587291&uri=CELEX:52015XX0912(01)#ntr3-C_2015301EN.01000101-E0003
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1444660587291&uri=CELEX:52015XX0912(01)#ntr3-C_2015301EN.01000101-E0003
http://ec.europa.eu/eurostat/statistics-explained/index.php/File:Causes_of_death_%E2%80%94_standardised_death_rate,_2012_(per_100_000_inhabitants)_YB15.png
http://ec.europa.eu/eurostat/statistics-explained/index.php/File:Causes_of_death_%E2%80%94_standardised_death_rate,_2012_(per_100_000_inhabitants)_YB15.png
http://ec.europa.eu/eurostat/statistics-explained/index.php/File:Causes_of_death_%E2%80%94_standardised_death_rate,_2012_(per_100_000_inhabitants)_YB15.png
http://cancerres.aacrjournals.org/content/68/17/6861
http://www.encr.eu/index.php/who-we-are/about-us
http://www.iarc.fr/
http://www.epaac.eu/
http://www.epaac.eu/news/149-the-proposal-for-european-cancer-information-system-ecis
http://www.eurocare.it/
http://eco.iarc.fr/
http://ec.europa.eu/eurostat
http://annonc.oxfordjournals.org/content/25/8/1458.full
http://www.efpia.eu/mediaroom/272/43/General-Approach-to-Data-Protection-Reform-Is-a-Step-in-the-Right-Direction
http://www.efpia.eu/mediaroom/272/43/General-Approach-to-Data-Protection-Reform-Is-a-Step-in-the-Right-Direction
http://www.ecpc.org/activities/policy-and-advocacy/eu-legislations/237-general-data-protection-regulation
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research results, as it will be based on less data. Furthermore, there are concerns that 
the amendment made in the new Regulation restricts retrospective research20.           

Outstanding experts in the field were invited to discuss the challenges and future 
perspectives of a potential future General Data Protection Regulation (5853/11) which 
could influence the use of personal data in cancer research. 

                                                 
20  Nyrén O., Stenbeck M. & Grönberg H. (2014), The European Parliament proposal for the new EU General 

Data Protection Regulation may severely restrict European epidemiological research. European Journal of 
Epidemiology 29, pp. 227-230. Available at: http://link.springer.com/article/10.1007/s10654-014-9909-0.  

http://link.springer.com/article/10.1007/s10654-014-9909-0
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PROCEEDINGS OF THE WORKSHOP   

1.1. Introduction 

 Welcome and opening  1.1.1.

MEP Mr Alojz PETERLE, Co-Chair, ENVI Health Working Group  

During the introduction Mr PETERLE mentioned that, while many people in the field of 
cancer research are aware of what is at stake with the General Data Protection 
Regulation (hereinafter referred as the Regulation), it is now important to have an 
update on the process of the Trilogue. Furthermore, he believed that creating awareness 
about the future Regulation would help the Trilogue become a success.  

1.2. Part I: Policy context and state of play of the proposed general Data 
protection regulation 

 The Data Protection Regulation – appropriate safeguards to protect data subjects 1.2.1.

MEP Ms Marju LAURISTIN, shadow rapporteur of the Data Protection Regulation 
(Committee on Civil Liberties, Justice and Home Affairs)   

Ms LAURISTIN presented the main outcomes of the Trilogue and expressed her gratitude 
for the so far enlightening and fruitful discussions within her team and the medical 
community. The general public awareness about the impact that data protection regimes 
have on medical research have stimulated the Triologue’s discussion.  

Ms Lauristin explained that he current text of the Regulation includes provisions from the 
existing Data Protection Directive (95/46/EC)21 and ensures a good balance between the 
protection of individual data and restrictions in the work of medical professionals and 
medical science. In the current situation, health data are available to those involved in 
medical research and services and is related to professional rules/codes and ethical 
agreements which are working well in the medical community. Articles 5 and 6 of the 
future Regulation will include different implementation rules for medical and public health 
purposes (as well as scientific research in general) concerning purpose limitation22 when 
processing health data.  

Ms Lauristin specified that the principle of purpose limitation is not applicable if data are 
processed purely for scientific research or for medical practices. Thus, broad consent will 
be applicable for research and public health services. This means that a one-time consent 
is given by data subjects to allow the use of their data for a variety of research studies 
which are subject to strict criteria. In the medical and scientific areas, freedom of 
research should not be limited, so broader and more flexible activities can be 
undertaken. However, data subjects always have to be protected and informed.  

Ms Lauristin stressed the importance of archiving personal data in the public interest for 
scientific purposes. However, she highlighted that it has to be done with all 
organisational and technological safeguards (e.g. using pseudonymous data). For 

                                                 
21  Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of 

individuals with regard to the processing of personal data and on the free movement of such data, available 
at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:en:HTML.  

22  Purpose limitations are rules regarding the use of data: the purpose of the use of personal data has to be 
specified and this data cannot be used for any other purposes than stated. This involves asking for a specific 
(or narrow, explicit) consent from data subjects regarding the use of their data, thus, limiting the use of 
data for further and wider research. 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:en:HTML
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example, to protect the identity of the data subject, pseudonymous personal data cannot 
be accessed by people who have no direct right. She also highlighted that safeguards 
have to be controlled and monitored and all data bridges should be reported 
immediately. To highlight the need for good institutional safeguards, she mentioned the 
case from her home country, Estonia. Data from one cancer patient were transferred 
from a registry to a public health institute after the patient gave her consent. However, 
the patient raised a complaint because all people in the institute had access to her name 
and her personal data, which were not anonymous anymore, and her data were even 
leaked to the media without protecting her privacy.  

Ms Lauristin concluded her presentation by stating that negotiations have reached 
reasonable balance: on the one hand, privacy of patients is protected, on the other hand, 
no unnecessary restrictions to medical research  exist. This will allow developing better 
services and new ways of diagnostics and curing. As the Regulation only provides general 
rules based on high public interest in public health, Member States have to include 
specific provisions and rules in their own legislation.  

 Flexibility and harmonisation of cancer data: obstacles and opportunities   1.2.2.

Dr Emanuele CROCETTI, Institute for Health and Consumer Protection (IHCP), JRC 

Dr CROCETTI started his presentation by stating that cancer research needs more 
flexibility and fewer obstacles. He then underlined the important role of population-based 
cancer registries in providing reliable population-based information on cancer (e.g. 
indicators at population level on incidence, prevalence, survival, and time trends). A 
population-based cancer registry includes different sources of personal information linked 
and matched with a specific person (these are defined ‘linkages’). For this reason it is 
necessary to have a strong identifier (the direct personal ID of the data subject, e.g. 
name) to avoid duplication of records, which is misleading in terms of quantity and 
quality of the information. Dr Crocetti assured the audience that the purpose of linkage is 
not for disclosing the identity of the patients, but for producing high quality data. 

The Joint Research Centre (JRC) collaborates with the cancer registries by providing 
common rules and procedures to guarantee high quality research and to make the 
available data comparable. In the EU there are 113 population-based cancer registries 
(covering around 70 % of the EU-28 population) coordinated by the European Network of 
Cancer Registries. Dr Crocetti explained that each Member State has its own rules 
regarding the application of privacy regulations to cancer registries. Recent evidence23 
showed that an increasing number of registries must operate under privacy regulations 
that govern the confidentiality of all patient-level data they handle. Such regulations may 
result in difficulties with data collection and data transfers within the research 
community. Dr Crocetti stressed that the implementation of Directive 95/46/EC24 is 
under different national laws which results in different interpretation by States and will 
have an impact on the availability and quality of data. Moreover, it may cause a major 
problem for comparability of data which needs to be addressed in the new Regulation by 
common rules and standards across Member States.   

 
                                                 
23  Forman et al. (2014), Chapter 2: Registration tehniques. In: Forman D, Bray F, Brewster DH, Gombe 

Mbalawa C, Kohler B, Piñeros M, Steliarova-Foucher E, Swaminathan R and Ferlay J, editors Cancer 
Incidence in Five Continents, Vol. X. Lyon: International Agency for Research on Cancer. Available at: 
http://www.iarc.fr/en/publications/pdfs-online/epi/sp164/CI5volX-02.pdf. 

24  Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of 
individuals with regard to the processing of personal data and on the free movement of such data, available 
at: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:en:HTML.  

http://www.iarc.fr/en/publications/pdfs-online/epi/sp164/CI5volX-02.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31995L0046:en:HTML
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Dr Crocetti then moved on to list four potential critical drawbacks of the new proposed 
Regulation25. First, biological, pragmatic, economical and ethical reasons make the 
collection of explicit patient consent undoable. Second, on average 20-25% of cancer 
patients die during the first 12 months (the statistics are even worse for some types of 
cancers) so it is practically impossible to contact all of them in a short time frame. He 
expects 2,700,000 new cases in the 28 EU Member States and he stressed that it is not 
easy to collect, store and handle all information properly. Third, Dr Crocetti highlighted a 
need for a broad consent to avoid contacting patients repeatedly. The last drawback was 
related to pseudonymisation. He stressed that most data are used in a pseudonymous 
way. However, in order to know about the outcome of a study (e.g. survival, 
recurrences), pseudonymisation needs to be reversible, in order to go back to the original 
identifier. 

Dr Crocetti then gave several examples of research that might be at risk with the 
proposed Regulation. For example, to measure the efficacy of vaccination programmes, a 
linkage between vaccinated files and cancer registries is needed; to measure the impact 
of cancer screening programmes, a linkage between invitation and participation files is 
needed; also, to test hypotheses related to cancer (cancer has a long latency from 
exposure to onset) – there are two options: (1) start now to collect data or ask for 
consent for each individual and wait for decades or, (2) use available data and derive 
results in a short time. 

Dr Crocetti concluded his presentation by stating that the individual right to data 
protection should not harm the population’s right to health and urged the new Regulation 
to harmonise the rules for making cancer research not only possible, but as effective as 
possible.  

 Questions & Answers 1.2.3.

MEP Ms SCHALDEMOSE asked Ms Lauristin whether the updated Regulation would still 
require researchers to ask data subjects for their informed consent for every new study 
where their data will be used. Ms Lauristin recognised that it is impossible to ask consent 
from every study subject for every new research. She specified that for medical activities 
there will be a provision in the Regulation that data can be used beyond their initial 
purpose without asking consent, if the interest of the data controller and expectation of 
the data subject are legitimate. She continued by saying that in medical and health areas 
it is important that people are well informed: e.g. a person providing data for a registry 
should be informed that the registry will be used for medical research purposes and 
should be informed about the logic and purpose of data processing, which could involve 
profiling of data.  

Ms Schaldemose also asked whether data from different registries (e.g. social security 
number registries) can be used without asking consent from every study subject each 
time. Ms Lauristin answered that the cross-use of registries and further processing for 
scientific research should not be limited. It is free for the researchers to (re-)use and 
cross-use data inside the medical research area. Ms Lauristin added that when research 
makes use of a large range of data subjects, data subjects can be informed via public 
information.  

                                                 
25  European Commission (2012), Proposal for a regulation of the European Parliament and of the Council on 

the protection of individuals with regard to the processing of personal data and on the free movement of 
such data (General Data Protection Regulation), available at: http://eur-lex.europa.eu/legal-
content/EN/ALL/?uri=celex:52012PC0011.  

http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex:52012PC0011
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex:52012PC0011
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Prof. LADENSTEIN (SIOPE) questioned whether the wording of the ‘specific and explicit 
consent’ as it was in the previous draft of the Regulation is still in the text or it has been 
changed into the requirement for a ‘broader consent’. Ms Lauristin responded that for 
medical health data, in the context of research and the development of medical services, 
consent is not for one specific purpose and data can be used for the whole range of 
research. Prof. Ladenstein wondered whether this would also be the case for 
retrospective research as long as patients are well informed. Ms Lauristin said that, as 
long as patients are broadly informed (e.g. if their data are stored, it can be used again 
for other research that is in the public interest and related to the health of other people), 
it can also be used for this type of research. Ms Lauristin also mentioned that despite the 
clear general framework and rules of the future EU Regulation, legislation in Member 
States can further specify the rules and safeguards regarding registries. However, 
Member States cannot set rules that are ‘lower’ than the Regulation.  

Prof. REICHEL (BBMRI) expressed the researchers’ concerns about pseudonymisation 
which is one of the most promoted technical safeguards. She explained that 
pseudonymisation of data in registries, especially in bio banks where data are 
identifiable, would hamper the continuation of ongoing future studies or retrospective 
studies making use of bio banks. Moreover, studies that make use of electronic health 
and/or medical records also face difficulties with pseudonymisation. Ms Lauristin 
responded that pseudonymisation aims to both protect the data subjects and to assure 
quality of research and that it is a particular issue to be regulated by the Member States’ 
technological and institutional implementation rules. 

Dr STORM (Danish Cancer Society) wondered whether the Regulation states that when 
pseudonymous data are handed to a third party, these data are anonymous for the 
receiving party. In the Nordic countries it is the case that all pseudonymous data are 
individual data that can be re-identified. Ms Lauristin said that the Regulation makes a 
difference between anonymous and pseudonymous data. Anonymous data are data that 
cannot be identified and pseudonymous data can be identified (e.g. by coding). However, 
they must not be accessible or usable for persons who do not have the right to use them.   

Ms NEGROUK (EORTC) mentioned that research on rare cancers and rare diseases is 
often international research and, in order to transfer data between countries, different 
entities have to be contacted. She questioned whether the Regulation included a 
provision that would make international data transfers easier. Ms Lauristin understood 
her point and also referred to the EU e-health policy that deals with the same issue. She 
said that the Regulation does not cover this part and only sets a standard. The definition 
of institutional and technological implementation details is at the discretion of the 
Member States, provided their specific provisions comply with the general standards and 
framework set by the Regulation.  

Prof. Ladenstein responded that too much flexibility for Member States regarding the 
technical and institutional implementation could lead to fragmentation, because one 
Member State could implement a higher explicit informed consent than another State. 
She asked whether the Regulation takes this into account. Ms Lauristin replied that the 
principle of consent is very clearly defined in the Regulation and that Member States 
cannot introduce another dissimilar principle. However, she encouraged Member States 
to create common rules to facilitate cross-national research. 

Further, Ms Lauristin informed that the Trilogue discussions are likely to end before 
Christmas. In January the Regulation will pass to the legal services to go through all legal 
checks. It is expected to be adopted in spring 2016.  
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1.3. Part II: Challenges and options based on the perspectives of scientific 
researchers 

 Access to data and ethical standards for scientific research in the health context 1.3.1.

Dr Hans STORM, Medical Director, Danish Cancer Society 

Dr Storm started his presentation by explaining the importance of having individual data 
linked to each person as it enables them to monitor and describe what happens to a 
single patient. It is important in the process to move from a descriptive epidemiology 
across analytical cancer epidemiology to a more comprehensive cancer control. According 
to Dr Storm, data can save lives only if it is of high quality (i.e. valid, complete, unbiased 
and relevant), correctly analysed, and adheres to ethical standards for the research.  

Dr Storm clarified the different types of permissions and terms to access data for health 
research. Health registries, such as cancer registries, contain personal data and are 
subjected to data inspection. In most countries, health registries operate under ethical 
committee systems that oblige them to operate in secrecy and confidentiality as stated 
by law. The International epidemiological association (IEA),26 the Council for 
International Organizations of Medical Sciences (CIOMS),27 the European network of 
Cancer Registries,28 and the International Association for Cryptologic Research (IACR)29 
are examples of organisations that check upon ethical standards of health registries. 
Furthermore, specific legislation exists for hospital records and bio banks. Dr Storm 
stressed out that this shows that cancer research is already a heavily regulated area and 
there is no need for more regulation.  

To reinforce this argument, Dr Storm also explained that the process of clinical research, 
trials and testing new drugs involves doctor-patient relationships which are subject to 
health declarations; only after obtaining the informed consent of the patient, prospective 
studies can be carried out and there is, therefore, no violation to patient’s privacy. On 
the other hand, the research process of register based/public health studies requires data 
collection of individuals for administration or monitoring purposes. This collection is 
continuous and ongoing for decades, for example to study survival rates of cancer. 
Moreover, there are research questions that sometimes need 20 years to be explored, 
because of long induction periods for cancer to develop (e.g. asbestos, radiation 
exposure).  

Dr Storm compared two options to solve the issues related to register based studies. The 
first option is to form a cohort of exposed and unexposed healthy individuals (age and 
sex will be matched so data are comparable), obtain individual consent and follow them 
for 20 years. The second option is to find, for example, company rosters of exposed 
workers and to identify workers with cancer (dead and alive) and compare cancer 
incidence among workers to the general population. The first option would take about 20-
24 years; the second option would only take 2-3 years. Dr Storm highlighted that option 
1, the one with individual consent for each research purpose, would lead to a delay in 
research and the loss of many lives, and thus the second option is preferable. 

For a public health / registry based study where the second option is applied, safeguards 
are applied and the researcher is responsible in all phases. For example, necessary data 
variables must be specified in the research protocol, and clearance is needed from Data 
Protection Authorities (DPA) and Scientific Ethical Committees. Further, the researcher 
                                                 
26  International Epidemiological Association website: http://ieaweb.org/.  
27  Council for International Organizations of Medical Sciences website: http://www.cioms.ch/.  
28  European Network of Cancer Registries website: http://www.encr.eu/.  
29  International Association for Cryptologic Research website: https://www.iacr.org/.  

http://ieaweb.org/
http://www.cioms.ch/
http://www.encr.eu/
https://www.iacr.org/
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needs to guarantee the correctness of data linkages on each person and adequate 
security measures, depending on the study type, should be taken (e.g. 
pseudonymisation/anonymisation, avoid unintended access/disclosure). Also, the 
researcher should adhere to the terms given by the DPA and ethics committee. Finally, 
when studies are published, there must be no stigmatisation of patients and no 
possibility of identifying individual persons. 

Dr Storm reiterated that a narrow consent is unnecessary in public health research. 
Asking permission from several hundred thousand data subjects is impossible and an 
expensive task bound to be biased because cancer patients are more likely to provide 
their data than the general population. He also mentioned quality issues as a 
counterargument. An error in a linkage can occur which means that researchers lose 
track of data. Furthermore, the involvement of a third party to deal with linkages would 
increase time and costs of research.  

Dr Storm concluded his presentation by stating that all cancer studies are at risk if the 
proposed Data Protection Regulation will remain in its proposal text regarding the 
informed consent and other obstacles to research. Research on health data can be done 
in an unethical and low quality way which should be avoided. At the same time, failure to 
do health research is unethical and devastating for public health. 

 Data protection and the storage of personal data in bio banks 1.3.2.

Prof. Jane REICHEL, Representative BBMRI-ERIC 

Prof. REICHEL represented the Biobanking and BioMolecular resources Research 
Infrastructure – European Research Infrastructure Consortium (BBMRI-ERIC)30, the 
largest health infrastructure in Europe. BBMI-ERIC has 14 founding Member States 
together with three official observers, including the International Agency for Research on 
Cancer (IARC/WHO). The aim of BBMI-ERIC is to establish, operate and develop a Pan-
European distributed research infrastructure in order to facilitate the access to biological 
resources and facilities and to support high quality biomolecular and biomedical research 
as a part of the European Research Area (ERA).   

While explaining how BBMRI-ERIC tries to achieve the aim, Prof. Reichel mentioned 
several activities, for example, networking between bio banks and cohorts of 17 
European countries and the IARC/WHO, facilitating access to high quality human 
biological samples and associated data, and creating a central catalogue of European bio 
banks/samples. BBMRI-ERIC also offers common services for ethical, legal and societal 
issues and information technology (IT), and long-term sustainability of research results.  

Prof. Reichel then mentioned the ‘ADOPT BBMI-ERIC’ project that aims to boost and 
accelerate the implementation of BBMRI-ERIC and its services31. As part of this project, 
BBMI-ERIC selected, as a pilot study, colorectal cancer, a sufficiently common cancer in 
Europe. BBMRI-ERIC collected 10,000 biological samples from 17 Member States and 
used 10,000 medical records using text-mining. Despite lots of successful research that 
has been done and funded by the EU, Prof. Reichel is concerned that nobody will continue 
the work on research (e.g. collecting of samples) after the project has ended.  

Prof. Reichel mentioned that the basic principle of BBMRI-ERIC is to build a research 
infrastructure and collect samples and data for future use. She recognised the need for 
updated and coherent rules on data protection for Europe. According to her, absence of 

                                                 
30  BBMRI-ERIC website: http://bbmri-eric.eu/. 
31  ADOPPT BBMRI-ERIC project website: http://bbmri-eric.eu/adopt-bbmri-eric. 

http://bbmri-eric.eu/
http://bbmri-eric.eu/adopt-bbmri-eric
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rules to approve research means absence of research. Nevertheless, as research is 
already conducted within a highly controlled environment, it should not be overdone.  

Prof. Reichel also acknowledged the need for proportionate and well defined exemptions 
to allow researchers to use and re-use data over time and for unspecified purposes. 
However, she also pointed out the question whether ‘customised’ national exemptions or 
harmonised EU exemptions are better for researchers. In general, national researchers 
prefer specified and customised national exemptions in order to safeguard research that 
is already conducted and to avoid big changes in the status quo. However, for 
international research, especially within BBMRI-ERIC, a fragmented legal landscape has 
its costs. Therefore, she recommended setting up common rules that would facilitate 
cross-border research within the ERA. 

 Experiences from EUROCARE – cancer survival in Europe 1.3.3.

Dr Gemma GATTA, EUROCARE co-leader, RARECARE and RARECARENET leader and 
partner of EPAAC 

Dr GATTA presented some results and experiences of the EUROCARE research project32 
whose first data were published in the IARC scientific publication in 1995. Over the years, 
the participation of European cancer registries in the project has increased. Currently, 
31 European countries (117 registries, 50 percent of the European population) are 
included in the project and more than 20 million cancer cases are documented in the 
database. There is also a uniform data collection protocol and statistical analyses. 

One of the major results of the EUROCARE project is that it provides data that 
differentiate outcomes between populations based on age groups, sex, socioeconomic 
status and between rare and common cancers. Dr Gatta then showed some graphs on 
cancer survival time trends in Europe (2000-2007) from the EUROCARE-5 data33. These 
data show large variations across Europe: the situation in Northern and Central Europe is 
usually better than in Eastern Europe. Several factors are related to the variations across 
countries and regions in cancer survival: for example there are differences in cancer 
biology and in diagnostic intensity and screening leading to earlier stage diagnosis in 
some Member States. Also, the availability of effective treatments in Member States 
differs as there are socioeconomic, lifestyle, and general health differences between 
populations. Dr Gatta stressed the importance of further investigations on better tumour 
characterisation, co-morbidity and its influence on the prognosis, survivorship, cancer 
costs and organisation of care.  

According to Dr Gatta, data are important for concluding and explaining diagnosis, but 
they have to be accurate, complete and unbiased. She also underlined that exemption 
from patient consent is necessary to permit the collection of those data to develop 
evidence-based policy decisions and measure their effectiveness. Further, Dr Gatta 
highlighted the importance of having population-based cancer registries that include all 
cases, reach more sources of data, as well as data available in a timely manner, and that 
have access to clinical information (e.g. diagnosis, process and treatment). To conclude, 
in order to continue with studies such as EUROCARE, an essential precondition for 
population-based cancer registries is to avoid asking for informed consent.  

 

                                                 
32  EUROCARE website: http://www.eurocare.it/.  
33  EUROCARE 5 publications available at: http://www.eurocare.it/Publications/tabid/61/Default.aspx.  

http://www.eurocare.it/
http://www.eurocare.it/Publications/tabid/61/Default.aspx
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1.4. Part III: Future development based on the experience of healthcare 
providers, patients, and the industry  

 The processing of personal data from patients to healthcare provider 1.4.1.

Prof. Ruth LADENSTEIN, SIOPE Board Member (St. Anna Children's Hospital) 

Prof. Ladenstein presented the situation of inequalities in childhood cancer survival rates 
across Europe by showing some graphs from the study EUROCARE-534: every year there 
are 35,000 new cancer cases in children and young people in Europe. Furthermore, 
300,000 children in Europe are surviving and about 80% are disease free after five 
years. Nevertheless, 10-20% of children still die from curable forms of cancer because 
treatment is not equally accessible or provided to all of them. The Paediatric Oncology 
European Reference Network (ExPO-r-Net)35, composed of members from thirty-one 
countries, is a three year project that aims to reduce these inequalities between EU 
Member States. The network will enhance cross-border healthcare, for example by 
linking centres of expertise with tumour boards. Moreover, it will identify target groups 
such as children with special diagnostic and therapeutic needs.  

The basis for ExPOR-r-Net is telemedicine, i.e. IT solutions and tools that enable to 
connect data. However, the processing of patients’ personal data between healthcare 
providers across countries, in particular when it is processed across borders, is 
problematic. For example, virtual clinical and tumour boards make use of case histories 
and images which need to be pseudonymous as data travels across borders. However, it 
is difficult for healthcare professionals to use pseudonyms when a case is discussed. 
Moreover, when data are not correctly linked, errors in studies may occur.  

Prof. Ladenstein explained that childhood cancers are rare and the incidence of specific 
types of childhood cancers is very low. ExPOR-r-Net started to research some of these 
rare tumours; however, it is complicated as all Member States have some knowledge but 
there is no central advisory system to coordinate the expert centres in each Member 
State. Prof. Ladenstein highlighted the need for an international consultation platform 
that stores all the information and where all European experts could collaborate and 
capture patients’ data.  

An example that could stimulate cancer survival rates, but requires personal data to 
travel across borders, is the Survivor Passport36, a product developed by a European 
Network for Cancer Research in Children and Adolescents (ENCCA), an EU funded 
project. It is a document that will be given to a patient after therapy and contains data 
on cancer history, therapy information, and clinical recommendations for EU care. The 
Survivor Passport uses a traffic light coding system that will guide healthcare 
professionals with clinical recommendations regarding cancer care follow up. It has been 
integrated and will be put into practice under the Austrian Cancer Plan37. However, the 
cross-border dimension is a challenge because the Passport contains condensed data and 
has to travel safely with the patient.  

 

                                                 
34  Gatta et al. (2013), Childhood cancer survival in Europe 1999–2007: results of EUROCARE-5—a population-

based study, available at: http://www.thelancet.com/journals/lanonc/article/PIIS1470-2045(13)70548-
5/abstract.  

35  ExPO-r-Net website: http://www.expornet.eu/.  
36  SIOPE (2014), A Passport to the future: Improving life for survivors of childhood cancer, available at: 

http://www.siope.eu/2014/05/02/passport-future-improving-life-survivors-childhood-cancer/.  
37  Austrian Federal Ministry of Health (2014), Austrian Cancer Plan (Krebsrahmenprogramm Österreich), 

available  at: http://www.bmg.gv.at/cms/home/attachments/2/7/0/CH1480/CMS1412233312313/ 
krebsrahmenprogramm.pdf.   

http://www.thelancet.com/journals/lanonc/article/PIIS1470-2045(13)70548-5/abstract
http://www.thelancet.com/journals/lanonc/article/PIIS1470-2045(13)70548-5/abstract
http://www.expornet.eu/
http://www.siope.eu/2014/05/02/passport-future-improving-life-survivors-childhood-cancer/
http://www.bmg.gv.at/cms/home/attachments/2/7/0/CH1480/CMS1412233312313/krebsrahmenprogramm.pdf
http://www.bmg.gv.at/cms/home/attachments/2/7/0/CH1480/CMS1412233312313/krebsrahmenprogramm.pdf
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Another ENCCA outcome is the creation of a European Unified Patient Identity (EUPID), 
which aims to fulfil the requirements for identity management of data linkages, re-
identification, and the use of different pseudonyms in different contexts. For example, 
EUPID uses separate pseudonyms for bio banks and clinical trials, and a third pseudonym 
for the so called ’virtual patient’ which includes data from both bio banks and clinical 
trials. This involves a lot of complexity but connects the healthcare sector with the 
research sector and allows re-identification of the patient which is needed for the future 
(e.g. survival studies, Survivor Passport). 

Finally, Prof. Ladenstein mentioned the importance of using secondary data in cancer 
research, which involves linkages, new technologies and new data sets, she was happy to 
hear from Ms Lauristin that there is no need for an explicit and specific consent in the 
future for the use of secondary data and retrospective research. In this way there will be 
no limitation regarding data linkages in cancer research in the future.   

 Providing personal data and cancer survival – the rights of patients 1.4.2.

Mr Richard STEPHENS, cancer survivor 

Mr STEPHENS took the floor to represent the voice of cancer patients. He started by 
presenting the reasons why cancer patients are very willing to donate their data. First, 
they want to help themselves; once people are diagnosed with cancer they will give their 
doctor all the information they need to receive the right treatment. Secondly, data can 
benefit other patients as well. Third, patients are willing to provide their data for future 
uses, because they want to leave a better world, especially those who have children.  

He continued by mentioning the new five-year Cancer Strategy38 in England. Mr 
Stephens was part of the consultations and met over 100 cancer patients and received 
written representations from around 300 more cancer patients. He noticed that many 
cancer patients felt that data and information was not being used as efficiently as it 
should be. Mr Stephens also informed that over 6,000 people signed a petition39 to the 
European Parliament which asked to maintain exemptions for research that uses personal 
data in the new Regulation. He pointed out that patients care more about the right to 
donate their data and about their data being used, than the right to privacy. 

Furthermore, Mr Stephens observed that patients would like to be active citizens and be 
involved in decisions about using their data. Patients want to know which data are used, 
whether they are pseudonymous and/or anonymous, as well as what type of consent can 
be given. Moreover, they want to know who holds their data, who wants their data, and 
what they want it for. In general, patients agree that their data are used when it is for 
the benefit of public health or other cancer patients and when data users can be trusted. 
Mr Stephens compared the donation of personal medical data with an Oxfam shop, where 
clothes are donated, so they can benefit other people.  

Mr Stephens also gave an example from his own experience to demonstrate that patients 
primarily donate their data for their own benefits (e.g. they look at their own treatments 
and their long term prospects). Mr Stephens knew that high blood pressure runs in his 
family which gives him a higher risk of heart disease. He also knew that chemotherapy 
could damage his heart muscle and he was a smoker at the time of the diagnosis. He did 
not have a problem sharing this information with the doctor. After experiencing chest 
                                                 
38  Independent Cancer Taskforce (2015), Cancer strategy England, available at: http://www.cancerresearchuk 

.org/sites/default/files/achieving_world-class_cancer_outcomes_-_a_strategy_for_england_2015-2020.pdf.  
39  Petition to urge the European institutions (Council, Parliament and Commission) to maintain exemptions for 

research in the Trilogues on the new Data Protection Regulation, available at: 
http://www.euroscience.org/news/sign-petition-to-keep-ethical-responsible-research-using-personal-data/.  

http://www.cancerresearchuk.org/sites/default/files/achieving_world-class_cancer_outcomes_-_a_strategy_for_england_2015-2020.pdf
http://www.cancerresearchuk.org/sites/default/files/achieving_world-class_cancer_outcomes_-_a_strategy_for_england_2015-2020.pdf
http://www.euroscience.org/news/sign-petition-to-keep-ethical-responsible-research-using-personal-data/
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pains, he came to the right conclusions with his doctor and he was referred straight away 
to the hospital, which saved his life.  

Mr Stephens reported that patients believe existing laws and regulations are good 
enough and there is no need for tighter or more legislation. More education for patients 
and the public would be a better option to make sure people know what they are doing. 
Also, patients could be involved in data access committees, funding committees, 
management bodies, regulatory bodies, and trial management groups for research to 
make them an equal partner in the process. This way a patient can have a say in how 
data are used and who is using it.  

Mr Stephens concluded his presentation with the motto of the patient charter of 
England’s National Health Service40: “No decision about me, without me”, which also 
applies to the use of personal data. Patients understand the use of data and they want 
their data to flow. Therefore, patients should be at the heart of the matter, they should 
be empowered as active citizens across Europe, and the EU can have a large role to help 
cancer patients in the future.  

 Cancer data used in the industry 1.4.3.

Mr Brendan BARNES, European Federation of Pharmaceutical Industries and Associations 
(EFPIA)  

Mr BARNES (EFPIA) presented a wide range of data that is used by the industry, such as 
clinical trial data, bio bank data, health system data (e.g. transactions and records), 
pharmacovigilance data and medical records. The patient is right at the centre of all this 
data. This raises questions as to the role of the patient which is usually both an individual 
generator of data as well as someone who benefits from the accumulation of data.   

A better understanding of cancer is possible if data are shared and used. It can improve 
prevention, diagnosis and intervention that will expand cancer treatment outcomes and 
sustain health systems. Mr Barnes pointed out that the sustainability of health systems in 
Europe is a challenge as many health system interventions and drugs do not work as 
effectively as they are expected to work.  

He then cited the Big Data for Better Outcomes project (BD4BO)41 which is part of the 
Innovative Medicines Initiative programme42 and looks at how to use big data to improve 
outcomes for patients. The project looks for a more integrated regulatory approach. For 
example, it also looks at whether additional factors such as whether a medicine has to be 
placed on the market, how much the medicine is worth, and whether the medicine is 
effective, should all be regulated in one single framework. Another way to increase the 
sustainability of health systems is to use a more targeted population for testing 
medicines, for example by monitoring the use of medicines in real populations and real 
situations rather than in clinical trials. 

According to Mr Barnes the ideal situation would be to move data between institutions 
and across borders for legitimate research purposes, while assuring security and 
accountability. Issues such as data ownership, standards and interoperability, and data 
responsibility all trade-off with each other and should be regarded in isolation. A 

                                                 
40  NHS (2010), Equity and excellence: Liberating the NHS, available at: 

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/213823/dh_117794.pdf.   
41  EFPIA (2015), Consultation paper. Big data for better outcomes - concept for an IMI2 programme. Available 

at: http://www.imi.europa.eu/sites/default/files/uploads/documents/Events/SF%202015/BigData_Concept_ 
29May2015.pdf.   

42  Innovative Medicines Initiative programme website: http://www.imi.europa.eu/.  

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/213823/dh_117794.pdf
http://www.imi.europa.eu/sites/default/files/uploads/documents/Events/SF%202015/BigData_Concept_29May2015.pdf
http://www.imi.europa.eu/sites/default/files/uploads/documents/Events/SF%202015/BigData_Concept_29May2015.pdf
http://www.imi.europa.eu/
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particular data protection technology should take all these issues into account, otherwise 
it will not be an adequate way to protect data.  

Mr Barnes pointed out that the industry shares the concerns of patients and healthcare 
systems about a restriction on the use of data, overregulation and costs of access to data 
as stated in the proposed Regulation. Such hurdles to reuse data could result in research 
taking place elsewhere. Mr Barnes mentioned that there should be a balance between 
harmonisation and fragmentation and proposed to have a platform to continue a dialogue 
between all stakeholders. The proposed Regulation surprised many people in the 
research area because it is already a highly regulated area. Mr Barnes believed that it is 
important to communicate and share information with people and engage people in a 
dialogue to find the appropriate balance between research needs and regulation. 

 Improving survival with cancer data 1.4.4.

Dr Paolo CASALI, Chair of ESMO’s Public Policy Committee and a Board Member 

Similarly to the previous speakers, Dr CASALI expressed the worries of the cancer 
community, and the medical community in general, regarding the specificity of consent 
as stated in the proposed Regulation. He argued that the right to donate data or not to 
donate data is a matter of freedom. The consent rules in the proposed Regulation would 
have a negative effect on population based cancer: if one patient would deny access to 
his data, the registry will be biased by definition. Therefore, Dr Casali stressed the need 
for cases to be registered without any kind of consent, while keeping all safeguards in 
place.   

The European Society for Medical Oncology (ESMO) published a consensus paper43 in 
2014 signed by the European cancer community urging that derogation from the consent 
requirement (as stated in the proposed Data Protection Regulation) is needed for cancer 
registries. Furthermore, Dr Casali recommended a ‘one-time consent’ for retrospective 
research and bio banks, which means patients allow their data and tissues to be used for 
future research. Such one-time consent does not necessarily have to be a broad consent, 
for example it can be specified that data are only used for particular studies. At the same 
time, he also underlined that it is important that patients are well informed and that they 
have the option to withdraw their consent.   

Furthermore, Dr Casali clarified that any research is subject to ethical scrutiny and that 
law, rules and regulations assure that data are stored in the best way possible. Moreover, 
one-time consent is already incorporated in the Clinical Trial Regulation44, which states 
that the patient should give his consent whether or not to use his data after the end and 
beyond the scope of the clinical trial.  

To demonstrate the importance of a one-time consent for bio banks and retrospective 
clinical research and derogation from consent for cancer registries and disease registries, 
Dr Casali mentioned three examples. The first one was a retrospective study45 that used 
data stored in hospitals. The study found that a specific chemotherapy makes a 

                                                 
43  Casali (2014), Risks of the new EU Data protection regulation: an ESMO position paper endorsed by the 

European oncology community. Annals of Oncology 25(8), pp. 1458-1461. Available at: 
http://annonc.oxfordjournals.org/content/25/8/1458.full.  

44  Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical 
trials on medicinal products for human use, and repealing Directive 2001/20/EC. Available at: 
http://ec.europa.eu/health/files/eudralex/vol-1/reg_2014_536/reg_2014_536_en.pdf.  

45  Rosen et al. (2006), Disease-free survival in children with Ewing’s sarcoma treated with radiation therapy 
and adjuvant four-drug sequential chemotherapy. Cancer 33(2), pp. 384-393. Available at: 
http://onlinelibrary.wiley.com/doi/10.1002/1097-0142(197402)33:2%3C384::AID-
CNCR2820330213%3E3.0.CO;2-T/pdf.  

http://annonc.oxfordjournals.org/content/25/8/1458.full
http://ec.europa.eu/health/files/eudralex/vol-1/reg_2014_536/reg_2014_536_en.pdf
http://onlinelibrary.wiley.com/doi/10.1002/1097-0142(197402)33:2%3C384::AID-CNCR2820330213%3E3.0.CO;2-T/pdf
http://onlinelibrary.wiley.com/doi/10.1002/1097-0142(197402)33:2%3C384::AID-CNCR2820330213%3E3.0.CO;2-T/pdf
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difference in a particular type of paediatric sarcoma. This research allowed the sarcoma 
community to not use randomised trials anymore for this specific cancer type. The 
second example was a Japanese study that used data from a tissue bank to study 
treatment for gastro-intestinal stromal tumours (GIST)46. The results of the study led to 
successful treatment of GIST. The third example was a study of EUROCARE47 on survival 
rates of cancer patients, which used data from cancer registries in Europe. Survival 
studies are important to see if a health system works or not, depending on whether 
survival rates increase or reduce. All these examples showed that the use of historical 
personal data is essential to improve cancer treatment outcomes.  

Dr Casali looked forward to seeing the final text of the Regulation which hopefully will 
incorporate the concepts of one-time consent and consent derogation for cancer (and 
medical) research. 

 Questions & Answers 1.4.5.

During the second question and answer session, Ms KEENAN (Cancer Research UK) asked 
whether it is appropriate to differentiate the level of consent for different purposes, i.e. 
the one-time consent for bio banks and clinical research and the consent derogation for 
cancer registries specifically. She also wondered whether the same would apply to areas 
of health other than cancer. Dr Casali clarified that the topic of the workshop was cancer 
data and therefore the focus went to cancer registries. However, the proposed consent 
would apply to any king of population based diseases registry. Further, Dr Casali thought 
that the one-time consent is a reasonable compromise. 

Dr Storm acknowledged the need for long term data linkages; however, he also 
questioned the long term effects of data sharing and learning from data from childhood 
cancer patients. The EUPID is an excellent data management tool for research; however, 
using data from childhood cancer patients for long term studies on the side effects of 
their treatments, might not be useful anymore when they have grown up. Moreover, a 
probability of 1-3% of an error rate when you link data can be a problem for research 
findings. Prof. Ladenstein responded that managing data linkages in the future involves a 
good management of cancer registries in general. She mentioned that the use of full 
names and birth dates is not an option in research, even if this would prevent errors. 
Therefore, the use of pseudonyms could create a system that minimises the risk of data 
errors and data linkage. Dr Storm added that there will be a problem with the accuracy 
of data linkages in the future, unless Europe implements a personal identifier for each 
person. Prof Ladenstein mentioned that this is the aim within paediatric oncology and 
that the EUPID is a pilot project; however, it could be expanded.  

Ms Negrouk (EORTC) was interested in a multi-stakeholder platform, as mentioned by Mr 
Barnes. She has been involved in an international research project were data subjects 
were informed (as required by the Clinical Trial Regulation) about the fact that their data 
will be shared with other researchers. However, some national ethical committees asked 
to further specify with which researchers the data are shared. A platform would help to 
avoid confusion between researchers and all ethical committees in Europe. She asked Mr 
Barnes for his vision on such a platform. Mr Barnes responded that the Data Protection 
Regulation is a general legislation and will require a lot of implementation efforts in order 
to cover every issue of research. A platform can be seen as a societal endeavour with 
patients, academic researcher, industrial researchers, as well as people who run health 

                                                 
46  Hirota et al. (1998), Gain-of-function mutations of c-kit in human gastrointestinal stromal tumors. Science 

279(5350), pp. 577-580, Available at: http://www.sciencemag.org/content/279/5350/577.long.  
47  Sant et al. (2009), EUROCARE-4, Survival of cancer patients diagnosed in 1995-1999. Results and 

commentary, available at: http://www.sciencedirect.com/science/article/pii/S095980490800926X.  

http://www.sciencemag.org/content/279/5350/577.long
http://www.sciencedirect.com/science/article/pii/S095980490800926X
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services, taking part in it. Such an extended network can find solutions to particular 
problems that have not been addressed in the Regulation. Mr Barnes also acknowledged 
that the way ethical approval is structured in Europe is complex and ethical committees 
provide different answers although they address the same question and have the same 
ethical responsibility. A platform could provide concrete solutions and come up with 
proposals on how the European Commission could take further action in order to transfer 
and share data securely and efficiently across borders in Europe. Also, Mr Barnes 
appreciated the enormous work already done by BBMRI; however, he believed that the 
discussion on governance of health data at a higher level needs to continue. 

Ms RESENDES (EFPIA) asked for views on the concept of high public interest since she 
understood that it will be used as criteria to allow exemption from medical research. She 
also wondered how this will apply to exploratory research (e.g. epidemiological 
research). Dr Casali assumed that epidemiological research also has a high public 
interest (e.g. outbreak of an infection). However, he believed that the public interest can 
differ between countries and it is a risk to use this kind of condition to allow something 
that will be regulated at European level. Prof Ladenstein added that she felt reassured 
that the medical field will somehow be exempted from the General Regulation. She 
believed that research will be regarded as a public interest and thus will be used as a 
concept, rather than criteria.  

 Closing remarks by the Chair 1.4.6.

Although the final text is not yet known, Mr Peterle expressed that, according to Ms 
Lauristin’s presentation, the overall spirit seems to be balanced. He continued saying that 
the topic remains sensitive. He was critical of the previous position of the European 
Parliament regarding the Regulation because it focused on individual rights rather than 
the public interest. Although the Regulation cannot satisfy everyone, he believed that the 
aim of the ongoing negotiations and discussions is to have a Regulation that benefits 
equally patients, researchers, medical doctors as well as the industry and MEPs. 
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ANNEX 2: SHORT BIOGRAPHIES OF EXPERTS  

Dr Emanuele Crocetti 

Emanuele Crocetti is currently employed by the European Commission at the Institute for 
Health and Consumer Protection in the Joint Research Centre, Ispra (Italy) where he has 
joined the Public Health and Policy Support Unit in developing a European Cancer 
Information System. He has gained a longstanding experience in cancer epidemiology 
and registration working for 23 years in the Tuscany region cancer registry (Italy), which 
he directed for several years. He is currently the Chairman of the Italian network of 
cancer registries (Airtum) and he has been appointed as the next President of the Group 
for cancer epidemiology and registration in Latin language countries (Grell). He served 
for six years the European Network of Cancer Registries (ENCR) as a member of the 
Steering Committee. He holds two specialisations, Public Health and Health Statistics. He 
is adjunct Professor in Health Statistics at the University of Milan, in Italy. 

Dr Hans Storm 

Hans Henrik Storm, MD, Medical Director (Vice CEO) Danish Cancer Society, former 
Director of Cancer Prevention and Documentation (1997-2014) and was Director of the 
Danish Cancer Registry 1985-1997. 

H. H. Storm graduated in medicine in 1976 from the University of Copenhagen and was 
trained in surgery, internal medicine and haematology. He started as a medical 
supervisor and coder at the Danish cancer registry in 1977 and was appointed as a full 
time researcher at the cancer registry in 1981. From 1988 to 1991 he was head of 
Cancer Registration and from 1991 to1996 Acting Director for the division for Cancer 
Epidemiology. In 2000 he was appointed director of the Department for Cancer 
Prevention and Documentation at the Danish Cancer Society. He has been a board 
member of the ENCR, chairman of the IARC/IACR/ENCR working group on Confidentiality 
Guidelines for Cancer Registries 1995, 2002, and the ENCR/EUROCOURSE revision in 
2012. 

In 1990 he was elected as a reg.Rep. for the European of the International Association of 
Cancer Registries (IACR), and was General Secretary between 1996-2000 and President 
between 2000-2004. He is co-author of the European Cancer Code (2003) and appointed 
as a WHO cancer expert for a decade. He has served for the Danish Data Protection 
Council since 2000. Since 1985 he has been a board member of the Association of Nordic 
Cancer Registries (president 1994-95 and 1999-2000) and a Member of the International 
Agency for Research on Cancer Ethics Committee (IEC) in 2014-16. H. H. Storm has 
been the course director of the Nordic Summer School in Cancer Epidemiology since 
1993, and initiated the NORDCAN collaboration and software.  

Honors: William Rudder Fellow 1996. H. H. Storm has published over 346 publications 
(103 as 1st author) in cancer epidemiology, descriptive and analytical, since 1980 
including routine monitoring of cancer incidence, mapping, survival, and data linkage. 
Main areas for analytical studies are radiation, cytotoxic agents, immunosuppression, 
multiple primary cancers, and evaluation of cancer control.   
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Prof. Jane Reichel 

Jane Reichel received her Master degree in law in 1997 at Stockholm University and 
worked as a clerk at the Administrative Court in Stockholm from 1998 to 2001.  Jane 
defended her doctoral thesis on European administrative law at Stockholm University in 
2006. She then worked as a project manager at the Swedish Agency for Public 
Management. In 2009 she was appointed associate professor in public law. Since 2011 
she is a senior lecturer in administrative law at the Faculty of Law, Uppsala University. In 
the same year she also became part of the Centre for Research Ethics & Bioethics, 
Uppsala University. In 2014 she was appointed as professor of administrative law at 
Uppsala University.  

At the moment she is the chairman of the research committee at the Faculty of Law and 
the vice dean. Jane’s current research focuses on processes of globalisation and 
Europeanisation of administrative law, especially within the area of administrative 
cooperation within research and biobanking, transparency and data protection. Her 
research is mainly conducted within the BBMRI.se infrastructure, in collaboration with 
BBMRI-ERIC. She is also a member of WP 1 of the BioBankCloud project (FP7) and leader 
of WP 1 of the BioBankBridgeAfrica project (Horizon 2020). 

Dr Gemma Gatta 

Dr Gemma Gatta has been a medical doctor since 1980 and was employed from 1978 to 
1981 as a Researcher at the Epidemiology Unit of the National Institute of Tumours 
(Istituto Nazionale dei Tumori), Milan, Italy. From 1991 to 2005 she was a research 
assistant at the same Epidemiology Unit. Since 2005 she has been Head of Unit at 
Evaluative Epidemiology Unit - Department of Preventive and Predictive Medicine. 

Dr Gatta is involved in a wide range of research programmes such as the Italian Cancer 
Registries and methodology of case-control studies for screening evaluation. She was 
part of the coordinating and analysis group and steering group of the European cancer 
registries based study of cancer patient’s survival and care (EUROCARE) and of the 
European cancer registries study of cancer patients prevalence (EUROPREVAL). 
Furthermore, she was a member of the steering group in the CONCORD project, a cancer 
survival in five continents study up to 2009. 

She is also editor of a special issue on childhood cancer survival in Europe for the 
European Journal of Cancer (2001) and of the IARC technical report ‘Evaluation of clinical 
care by cancer registry’ (2003). She participated in several national and European 
founded cancer-related projects and is currently project leader of two DG SANTE projects 
on rare cancers. Throughout her career she has published more than one hundred 
papers. 

Prof. Ruth Ladenstein 

Prof. Ruth Ladenstein is a professor in Paediatrics and Senior Consultant in Paediatric 
Oncology. She is Head of the Clinical Trials Unit S2IRP (Studies & Statistics for Integrated 
Research and Projects) at the Children’s Cancer Research Institute (CCRI) of the St. 
Kinderkrebsforschung e.V.  

She has coordinated the EU FP7 funded Network of Excellence: “EUROPEAN NETWORK 
for CANCER research in CHILDREN and ADOLESCENCE” (ENCCA), the EU funded 
network: ExPO-r-NeT “European Expert Paediatric Oncology Research Network for 
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Diagnostics and Treatment” and the Austrian Medicine for Children Research Network 
OKIDS. 

Prof. Ladenstein is a board member of SIOP EUROPE. She was SIOPE president between 
September 2009 and October 2012 and has been chair of the SIOPE European Paediatric 
Research Council since 2012. Since May 2011 she has been an advisory board member of 
the SIOP Europe Neuroblastoma Group and was SIOPEN president from May 2007 to May 
2011. Since 2002 Prof. Landestein is a Principle Coordinating Investigator of SIOPEN 
High Risk Neuroblastoma Trials.  

Furthermore, she has been an advisory board member of the German Paediatric 
Oncology Group (GPOH) since 2012 and since 2013 a member of the Oncology Advisory 
Board of the Ministry of Health of Austria. She also chairs the Austrian Group for 
Paediatric Haematology-Oncology. 

Mr Richard Stephens 

Richard is a survivor of two cancers, Hodgkin’s Lymphoma and basal cell carcinoma.  
Along the way he has also had a stent fitted during a coronary emergency, temporary 
blindness in one eye during ophthalmic shingles, surgery for two benign tumours and 
several other treatments for co-morbidities and late effects.  

He has had x-ray, ultrasound, CT, MRI and PET scans, and chemotherapy, surgery and a 
stem cell harvest, delivered over seventeen years and six different hospitals/centres.  He 
has been a participant in four clinical trials himself, and several observational studies.  

Richard is one of the consumers who designed and introduced the questions on research 
awareness and participation for the National Cancer Patient Experience Survey. Richard 
supplied the slogan, “It’s OK To Ask”, used for the annual UK-wide campaign promoting 
clinical research, including data-sharing.   

As a cancer patient and trial participant he is one of the key supporters of the AllTrials 
campaign and petition, calling for greater transparency in clinical trial registration and 
reporting, and for the sharing of data for legitimate medical research. He is the co-chair 
of the NIHR Dissemination Centre’s Advisory group, sits on the ethics advisory committee 
for Genomics England, and is the public representative on Genomics England’s Data 
Access Committee for the 100,000 Genomes project.  

Richard is Chair of NCRI’s Consumer Forum and the NCRI Consumer Lead. He serves on 
several UK strategic groups for NCRI, NIHR, NCIN, RfPB, HTA and the MRC CTU.  He was 
the patient representative on the Independent Cancer Taskforce that produced the 2015 
national Cancer Strategy for England, Achieving World Class Cancer Outcomes. 

Mr Brendan Barnes 

Brendan Barnes, Director IP and Global Health at EFPIA, joined EFPIA in 2002 to work on 
the alignment of national laws in new Member States during the enlargement of 2004.  
Subsequently, he has been involved in EFPIA’s work on multilateral trade and intellectual 
property issues, including the EU’s legislation on product diversion and compulsory 
licensing and on issues relating to access to medicines. More recently, he has been 
involved in the development of new business models in the areas of neglected disease 
and infection. He previously worked in the pharmaceutical industry for 11 years, in a 
range of roles including Finance, Strategic Planning and Public Affairs, among other 
things coordinating work on the Montreal Protocol phase-out of CFC’s.  In the course of 
his career he has also worked in a number of other industries in a range of finance roles. 
He has degrees in Psychology and Business. 
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Dr Paolo Casali 

Paolo G. Casali, MD, is the Director of the Medical Oncology Unit for Adult mesenchymal 
tumours and Rare cancer networking at the National Insitute of Tumours (Istituto 
Nazionale Tumori), Milan, Italy, where he also serves as Secretary of the Ethics 
Committee. He is a member of the Executive Board of ESMO (European Society for 
Medical Oncology), as Chair of the Public Policy Committee, and a member of the Board 
of Directors of ECCO (European Cancer Organization). 

His clinical and research activities focus on sarcomas, mainly adult soft tissue sarcomas 
and gastrointestinal stromal tumours (GIST). He is Secretary of the Italian Sarcoma 
Group and a member of the Soft Tissue & Bone Sarcoma Group of EORTC (European 
Organisation for Research and Treatment of Cancer). He is an Editor-in-chief of Clinical 
Sarcoma Research, an open-access journal on sarcoma, and a member of the ESMO 
Sarcoma Faculty. 

In the area of rare cancers, he founded and chairs the Italian Rare Cancer Network, a 
collaborative effort among Italian cancer centres exploiting distant patient sharing to 
improve quality of care and diminish health migration. He coordinates Rare Cancers 
Europe, an ESMO-launched multi stakeholder initiative to address the many issues posed 
by rare cancers. 
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	EXECUTIVE SUMMARY 
	According to Mr BARNES, representing the pharmaceutical industry (EFPIA), the use of health data is critical for the industry to gain a better understanding of cancer and ultimately improve prevention, diagnosis and intervention. He also cited a research project EFPIA was involved in that investigates how the industry can use big data to improve outcomes for patients. The project looks at whether additional factors such as whether a medicine has to be placed on the market, how much the medicine is worth, and whether the medicine is effective, should all be regulated in one single framework. 
	1. LEGAL AND POLICY BACKGROUND  
	The principal EU legal instrument concerning data protection is Directive 95/46/EC on the protection of individuals with regard to the processing of personal data and on the free movement of such data (Data Protection Directive). In the context of this Directive, personal data refers to “any information relating to an identified or identifiable natural person ('data subject'); an identifiable person is one who can be identified, directly or indirectly, in particular by reference to an identification number or to one or more factors specific to his physical, physiological, mental, economic, cultural or social identity”. 
	Article 8 of the General Data Protection Directive lists special categories of data that Member States should prohibit to process as a rule. This provides data subjects the right to private and family life. One of the categories is “data concerning health”. Exceptions to the general prohibition include consent from the patient and cases where “processing of the data is required for the purposes of preventive medicine, medical diagnosis, the provision of care or treatment or the management of health-care services” and is processed by a health professional or by another person also subject to an obligation of secrecy.
	In 2012, in light of globalisation and the rapid technological changes, the European Commission (DG Justice and Consumers in lead) proposed a new General Data Protection Regulation (5853/12) with the aim of modernising and replacing the current legal framework by enhancing the level of personal data protection for individuals and by increasing business opportunities in the digital single market. In parallel with the proposal for a General Data Protection Regulation, the Commission adopted a policy communication setting out the Commission's objectives (5852/12)  and a Directive on data processing for law enforcement purposes (5833/12) . 
	In March 2014, the European Parliament adopted a legislative Resolution on the Commission’s proposal for a Regulation on the protection of individuals with regard to the processing of personal data and on the free movement of such data, in which it proposed various amendments. On 15 June 2015, the Council reached a general approach on the proposal by the European Commission, and Trilogue negotiations with the European Parliament started on 24 June 2015 with a view to reaching overall agreement on new EU data protection rules by the end of 2015 or early 2016.   
	The proposal for the new Regulation has triggered a lot of responses from a range of stakeholders, including those working in the area of cancer research. Cancer is the second highest cause of death in the EU-28, and has a long research tradition in Europe. There are over 200 cancer registries that collect and analyse data of people diagnosed with cancer. Data of these registries are collectively collected in the European Network of Cancer Registries (ENCR), which is part of the International Association of Cancer Registries (IARC). These registries provide a tool to evaluate the effectiveness of health policies and to compare practices. Furthermore, the Commission’s Joint Research Centre, DG SANTE, the IARC, the ENCR and the European Partnership for Action Against Cancer (EPAAC) are developing a European Cancer Information System (ECIS), which will include all institutions, persons, procedures, and resources dealing with cancer information and data in Europe. The ECIS will provide a framework to assess and control the impact of cancer in the community, and will monitor the direct effects and benefits of cancer prevention and control activities in Europe. Additionally, EUROCARE, the European Cancer Observatory (ECO) and EUROSTAT collect further data and information with regard to cancer in Eruope. 
	There is thus a wealth of data available in the area of cancer research, and the adoption of a new Regulation has raised various ethical questions in relation to the cross-border exchange of samples and the security of data transfers. For cancer patients, the amendments of the new Regulation will further strengthen the protection of their data as patients will have more control over and easier access to their personal data, and will be better informed about what will happen with their personal data once they have decided to share it. On the other hand, concerns exist among cancer researchers, the pharmaceutical industry, and cancer patient organisations regarding the option for individuals to ‘opt out’ of a study and not share their personal health data. This is expected to make it more difficult to collect and access data for research purposes. Researchers are also concerned that this ‘power’ of individuals will reduce the strength of research results, as it will be based on less data. Furthermore, there are concerns that the amendment made in the new Regulation restricts retrospective research.          
	Outstanding experts in the field were invited to discuss the challenges and future perspectives of a potential future General Data Protection Regulation (5853/11) which could influence the use of personal data in cancer research. PROCEEDINGS OF THE WORKSHOP  
	1.1. Introduction
	1.1.1. Welcome and opening 


	MEP Mr Alojz PETERLE, Co-Chair, ENVI Health Working Group 
	During the introduction Mr PETERLE mentioned that, while many people in the field of cancer research are aware of what is at stake with the General Data Protection Regulation (hereinafter referred as the Regulation), it is now important to have an update on the process of the Trilogue. Furthermore, he believed that creating awareness about the future Regulation would help the Trilogue become a success. 
	1.2. Part I: Policy context and state of play of the proposed general Data protection regulation
	1.2.1. The Data Protection Regulation – appropriate safeguards to protect data subjects


	MEP Ms Marju LAURISTIN, shadow rapporteur of the Data Protection Regulation (Committee on Civil Liberties, Justice and Home Affairs)  
	Ms LAURISTIN presented the main outcomes of the Trilogue and expressed her gratitude for the so far enlightening and fruitful discussions within her team and the medical community. The general public awareness about the impact that data protection regimes have on medical research have stimulated the Triologue’s discussion. 
	Ms Lauristin explained that he current text of the Regulation includes provisions from the existing Data Protection Directive (95/46/EC) and ensures a good balance between the protection of individual data and restrictions in the work of medical professionals and medical science. In the current situation, health data are available to those involved in medical research and services and is related to professional rules/codes and ethical agreements which are working well in the medical community. Articles 5 and 6 of the future Regulation will include different implementation rules for medical and public health purposes (as well as scientific research in general) concerning purpose limitation when processing health data. 
	Ms Lauristin specified that the principle of purpose limitation is not applicable if data are processed purely for scientific research or for medical practices. Thus, broad consent will be applicable for research and public health services. This means that a one-time consent is given by data subjects to allow the use of their data for a variety of research studies which are subject to strict criteria. In the medical and scientific areas, freedom of research should not be limited, so broader and more flexible activities can be undertaken. However, data subjects always have to be protected and informed. 
	1.2.2. Flexibility and harmonisation of cancer data: obstacles and opportunities  

	Dr Emanuele CROCETTI, Institute for Health and Consumer Protection (IHCP), JRC
	Dr CROCETTI started his presentation by stating that cancer research needs more flexibility and fewer obstacles. He then underlined the important role of population-based cancer registries in providing reliable population-based information on cancer (e.g. indicators at population level on incidence, prevalence, survival, and time trends). A population-based cancer registry includes different sources of personal information linked and matched with a specific person (these are defined ‘linkages’). For this reason it is necessary to have a strong identifier (the direct personal ID of the data subject, e.g. name) to avoid duplication of records, which is misleading in terms of quantity and quality of the information. Dr Crocetti assured the audience that the purpose of linkage is not for disclosing the identity of the patients, but for producing high quality data.
	The Joint Research Centre (JRC) collaborates with the cancer registries by providing common rules and procedures to guarantee high quality research and to make the available data comparable. In the EU there are 113 population-based cancer registries (covering around 70 % of the EU-28 population) coordinated by the European Network of Cancer Registries. Dr Crocetti explained that each Member State has its own rules regarding the application of privacy regulations to cancer registries. Recent evidence showed that an increasing number of registries must operate under privacy regulations that govern the confidentiality of all patient-level data they handle. Such regulations may result in difficulties with data collection and data transfers within the research community. Dr Crocetti stressed that the implementation of Directive 95/46/EC is under different national laws which results in different interpretation by States and will have an impact on the availability and quality of data. Moreover, it may cause a major problem for comparability of data which needs to be addressed in the new Regulation by common rules and standards across Member States.  
	Dr Crocetti then moved on to list four potential critical drawbacks of the new proposed Regulation. First, biological, pragmatic, economical and ethical reasons make the collection of explicit patient consent undoable. Second, on average 20-25% of cancer patients die during the first 12 months (the statistics are even worse for some types of cancers) so it is practically impossible to contact all of them in a short time frame. He expects 2,700,000 new cases in the 28 EU Member States and he stressed that it is not easy to collect, store and handle all information properly. Third, Dr Crocetti highlighted a need for a broad consent to avoid contacting patients repeatedly. The last drawback was related to pseudonymisation. He stressed that most data are used in a pseudonymous way. However, in order to know about the outcome of a study (e.g. survival, recurrences), pseudonymisation needs to be reversible, in order to go back to the original identifier.
	Dr Crocetti then gave several examples of research that might be at risk with the proposed Regulation. For example, to measure the efficacy of vaccination programmes, a linkage between vaccinated files and cancer registries is needed; to measure the impact of cancer screening programmes, a linkage between invitation and participation files is needed; also, to test hypotheses related to cancer (cancer has a long latency from exposure to onset) – there are two options: (1) start now to collect data or ask for consent for each individual and wait for decades or, (2) use available data and derive results in a short time.
	Dr Crocetti concluded his presentation by stating that the individual right to data protection should not harm the population’s right to health and urged the new Regulation to harmonise the rules for making cancer research not only possible, but as effective as possible. 
	1.2.3. Questions & Answers

	MEP Ms SCHALDEMOSE asked Ms Lauristin whether the updated Regulation would still require researchers to ask data subjects for their informed consent for every new study where their data will be used. Ms Lauristin recognised that it is impossible to ask consent from every study subject for every new research. She specified that for medical activities there will be a provision in the Regulation that data can be used beyond their initial purpose without asking consent, if the interest of the data controller and expectation of the data subject are legitimate. She continued by saying that in medical and health areas it is important that people are well informed: e.g. a person providing data for a registry should be informed that the registry will be used for medical research purposes and should be informed about the logic and purpose of data processing, which could involve profiling of data. 
	Ms Schaldemose also asked whether data from different registries (e.g. social security number registries) can be used without asking consent from every study subject each time. Ms Lauristin answered that the cross-use of registries and further processing for scientific research should not be limited. It is free for the researchers to (re-)use and cross-use data inside the medical research area. Ms Lauristin added that when research makes use of a large range of data subjects, data subjects can be informed via public information. 
	Prof. LADENSTEIN (SIOPE) questioned whether the wording of the ‘specific and explicit consent’ as it was in the previous draft of the Regulation is still in the text or it has been changed into the requirement for a ‘broader consent’. Ms Lauristin responded that for medical health data, in the context of research and the development of medical services, consent is not for one specific purpose and data can be used for the whole range of research. Prof. Ladenstein wondered whether this would also be the case for retrospective research as long as patients are well informed. Ms Lauristin said that, as long as patients are broadly informed (e.g. if their data are stored, it can be used again for other research that is in the public interest and related to the health of other people), it can also be used for this type of research. Ms Lauristin also mentioned that despite the clear general framework and rules of the future EU Regulation, legislation in Member States can further specify the rules and safeguards regarding registries. However, Member States cannot set rules that are ‘lower’ than the Regulation. 
	Prof. REICHEL (BBMRI) expressed the researchers’ concerns about pseudonymisation which is one of the most promoted technical safeguards. She explained that pseudonymisation of data in registries, especially in bio banks where data are identifiable, would hamper the continuation of ongoing future studies or retrospective studies making use of bio banks. Moreover, studies that make use of electronic health and/or medical records also face difficulties with pseudonymisation. Ms Lauristin responded that pseudonymisation aims to both protect the data subjects and to assure quality of research and that it is a particular issue to be regulated by the Member States’ technological and institutional implementation rules.
	Dr STORM (Danish Cancer Society) wondered whether the Regulation states that when pseudonymous data are handed to a third party, these data are anonymous for the receiving party. In the Nordic countries it is the case that all pseudonymous data are individual data that can be re-identified. Ms Lauristin said that the Regulation makes a difference between anonymous and pseudonymous data. Anonymous data are data that cannot be identified and pseudonymous data can be identified (e.g. by coding). However, they must not be accessible or usable for persons who do not have the right to use them.  
	Ms NEGROUK (EORTC) mentioned that research on rare cancers and rare diseases is often international research and, in order to transfer data between countries, different entities have to be contacted. She questioned whether the Regulation included a provision that would make international data transfers easier. Ms Lauristin understood her point and also referred to the EU e-health policy that deals with the same issue. She said that the Regulation does not cover this part and only sets a standard. The definition of institutional and technological implementation details is at the discretion of the Member States, provided their specific provisions comply with the general standards and framework set by the Regulation. 
	Prof. Ladenstein responded that too much flexibility for Member States regarding the technical and institutional implementation could lead to fragmentation, because one Member State could implement a higher explicit informed consent than another State. She asked whether the Regulation takes this into account. Ms Lauristin replied that the principle of consent is very clearly defined in the Regulation and that Member States cannot introduce another dissimilar principle. However, she encouraged Member States to create common rules to facilitate cross-national research.
	Further, Ms Lauristin informed that the Trilogue discussions are likely to end before Christmas. In January the Regulation will pass to the legal services to go through all legal checks. It is expected to be adopted in spring 2016. 
	1.3. Part II: Challenges and options based on the perspectives of scientific researchers
	1.3.1. Access to data and ethical standards for scientific research in the health context


	Dr Hans STORM, Medical Director, Danish Cancer Society
	Dr Storm started his presentation by explaining the importance of having individual data linked to each person as it enables them to monitor and describe what happens to a single patient. It is important in the process to move from a descriptive epidemiology across analytical cancer epidemiology to a more comprehensive cancer control. According to Dr Storm, data can save lives only if it is of high quality (i.e. valid, complete, unbiased and relevant), correctly analysed, and adheres to ethical standards for the research. 
	Dr Storm clarified the different types of permissions and terms to access data for health research. Health registries, such as cancer registries, contain personal data and are subjected to data inspection. In most countries, health registries operate under ethical committee systems that oblige them to operate in secrecy and confidentiality as stated by law. The International epidemiological association (IEA), the Council for International Organizations of Medical Sciences (CIOMS), the European network of Cancer Registries, and the International Association for Cryptologic Research (IACR) are examples of organisations that check upon ethical standards of health registries. Furthermore, specific legislation exists for hospital records and bio banks. Dr Storm stressed out that this shows that cancer research is already a heavily regulated area and there is no need for more regulation. 
	To reinforce this argument, Dr Storm also explained that the process of clinical research, trials and testing new drugs involves doctor-patient relationships which are subject to health declarations; only after obtaining the informed consent of the patient, prospective studies can be carried out and there is, therefore, no violation to patient’s privacy. On the other hand, the research process of register based/public health studies requires data collection of individuals for administration or monitoring purposes. This collection is continuous and ongoing for decades, for example to study survival rates of cancer. Moreover, there are research questions that sometimes need 20 years to be explored, because of long induction periods for cancer to develop (e.g. asbestos, radiation exposure). 
	Dr Storm compared two options to solve the issues related to register based studies. The first option is to form a cohort of exposed and unexposed healthy individuals (age and sex will be matched so data are comparable), obtain individual consent and follow them for 20 years. The second option is to find, for example, company rosters of exposed workers and to identify workers with cancer (dead and alive) and compare cancer incidence among workers to the general population. The first option would take about 20-24 years; the second option would only take 2-3 years. Dr Storm highlighted that option 1, the one with individual consent for each research purpose, would lead to a delay in research and the loss of many lives, and thus the second option is preferable.
	For a public health / registry based study where the second option is applied, safeguards are applied and the researcher is responsible in all phases. For example, necessary data variables must be specified in the research protocol, and clearance is needed from Data Protection Authorities (DPA) and Scientific Ethical Committees. Further, the researcher needs to guarantee the correctness of data linkages on each person and adequate security measures, depending on the study type, should be taken (e.g. pseudonymisation/anonymisation, avoid unintended access/disclosure). Also, the researcher should adhere to the terms given by the DPA and ethics committee. Finally, when studies are published, there must be no stigmatisation of patients and no possibility of identifying individual persons.
	Dr Storm reiterated that a narrow consent is unnecessary in public health research. Asking permission from several hundred thousand data subjects is impossible and an expensive task bound to be biased because cancer patients are more likely to provide their data than the general population. He also mentioned quality issues as a counterargument. An error in a linkage can occur which means that researchers lose track of data. Furthermore, the involvement of a third party to deal with linkages would increase time and costs of research. 
	Dr Storm concluded his presentation by stating that all cancer studies are at risk if the proposed Data Protection Regulation will remain in its proposal text regarding the informed consent and other obstacles to research. Research on health data can be done in an unethical and low quality way which should be avoided. At the same time, failure to do health research is unethical and devastating for public health.
	1.3.2. Data protection and the storage of personal data in bio banks

	Prof. Jane REICHEL, Representative BBMRI-ERIC
	Prof. REICHEL represented the Biobanking and BioMolecular resources Research Infrastructure – European Research Infrastructure Consortium (BBMRI-ERIC), the largest health infrastructure in Europe. BBMI-ERIC has 14 founding Member States together with three official observers, including the International Agency for Research on Cancer (IARC/WHO). The aim of BBMI-ERIC is to establish, operate and develop a Pan-European distributed research infrastructure in order to facilitate the access to biological resources and facilities and to support high quality biomolecular and biomedical research as a part of the European Research Area (ERA).  
	While explaining how BBMRI-ERIC tries to achieve the aim, Prof. Reichel mentioned several activities, for example, networking between bio banks and cohorts of 17 European countries and the IARC/WHO, facilitating access to high quality human biological samples and associated data, and creating a central catalogue of European bio banks/samples. BBMRI-ERIC also offers common services for ethical, legal and societal issues and information technology (IT), and long-term sustainability of research results. 
	Prof. Reichel then mentioned the ‘ADOPT BBMI-ERIC’ project that aims to boost and accelerate the implementation of BBMRI-ERIC and its services. As part of this project, BBMI-ERIC selected, as a pilot study, colorectal cancer, a sufficiently common cancer in Europe. BBMRI-ERIC collected 10,000 biological samples from 17 Member States and used 10,000 medical records using text-mining. Despite lots of successful research that has been done and funded by the EU, Prof. Reichel is concerned that nobody will continue the work on research (e.g. collecting of samples) after the project has ended. 
	Prof. Reichel mentioned that the basic principle of BBMRI-ERIC is to build a research infrastructure and collect samples and data for future use. She recognised the need for updated and coherent rules on data protection for Europe. According to her, absence of rules to approve research means absence of research. Nevertheless, as research is already conducted within a highly controlled environment, it should not be overdone. 
	Prof. Reichel also acknowledged the need for proportionate and well defined exemptions to allow researchers to use and re-use data over time and for unspecified purposes. However, she also pointed out the question whether ‘customised’ national exemptions or harmonised EU exemptions are better for researchers. In general, national researchers prefer specified and customised national exemptions in order to safeguard research that is already conducted and to avoid big changes in the status quo. However, for international research, especially within BBMRI-ERIC, a fragmented legal landscape has its costs. Therefore, she recommended setting up common rules that would facilitate cross-border research within the ERA.
	1.3.3. Experiences from EUROCARE – cancer survival in Europe

	Dr Gemma GATTA, EUROCARE co-leader, RARECARE and RARECARENET leader and partner of EPAAC
	Dr GATTA presented some results and experiences of the EUROCARE research project whose first data were published in the IARC scientific publication in 1995. Over the years, the participation of European cancer registries in the project has increased. Currently, 31 European countries (117 registries, 50 percent of the European population) are included in the project and more than 20 million cancer cases are documented in the database. There is also a uniform data collection protocol and statistical analyses.
	One of the major results of the EUROCARE project is that it provides data that differentiate outcomes between populations based on age groups, sex, socioeconomic status and between rare and common cancers. Dr Gatta then showed some graphs on cancer survival time trends in Europe (2000-2007) from the EUROCARE-5 data. These data show large variations across Europe: the situation in Northern and Central Europe is usually better than in Eastern Europe. Several factors are related to the variations across countries and regions in cancer survival: for example there are differences in cancer biology and in diagnostic intensity and screening leading to earlier stage diagnosis in some Member States. Also, the availability of effective treatments in Member States differs as there are socioeconomic, lifestyle, and general health differences between populations. Dr Gatta stressed the importance of further investigations on better tumour characterisation, co-morbidity and its influence on the prognosis, survivorship, cancer costs and organisation of care. 
	According to Dr Gatta, data are important for concluding and explaining diagnosis, but they have to be accurate, complete and unbiased. She also underlined that exemption from patient consent is necessary to permit the collection of those data to develop evidence-based policy decisions and measure their effectiveness. Further, Dr Gatta highlighted the importance of having population-based cancer registries that include all cases, reach more sources of data, as well as data available in a timely manner, and that have access to clinical information (e.g. diagnosis, process and treatment). To conclude, in order to continue with studies such as EUROCARE, an essential precondition for population-based cancer registries is to avoid asking for informed consent. 
	1.4. Part III: Future development based on the experience of healthcare providers, patients, and the industry 
	1.4.1. The processing of personal data from patients to healthcare provider


	Prof. Ruth LADENSTEIN, SIOPE Board Member (St. Anna Children's Hospital)
	Prof. Ladenstein presented the situation of inequalities in childhood cancer survival rates across Europe by showing some graphs from the study EUROCARE-5: every year there are 35,000 new cancer cases in children and young people in Europe. Furthermore, 300,000 children in Europe are surviving and about 80% are disease free after five years. Nevertheless, 10-20% of children still die from curable forms of cancer because treatment is not equally accessible or provided to all of them. The Paediatric Oncology European Reference Network (ExPO-r-Net), composed of members from thirty-one countries, is a three year project that aims to reduce these inequalities between EU Member States. The network will enhance cross-border healthcare, for example by linking centres of expertise with tumour boards. Moreover, it will identify target groups such as children with special diagnostic and therapeutic needs. 
	The basis for ExPOR-r-Net is telemedicine, i.e. IT solutions and tools that enable to connect data. However, the processing of patients’ personal data between healthcare providers across countries, in particular when it is processed across borders, is problematic. For example, virtual clinical and tumour boards make use of case histories and images which need to be pseudonymous as data travels across borders. However, it is difficult for healthcare professionals to use pseudonyms when a case is discussed. Moreover, when data are not correctly linked, errors in studies may occur. 
	Prof. Ladenstein explained that childhood cancers are rare and the incidence of specific types of childhood cancers is very low. ExPOR-r-Net started to research some of these rare tumours; however, it is complicated as all Member States have some knowledge but there is no central advisory system to coordinate the expert centres in each Member State. Prof. Ladenstein highlighted the need for an international consultation platform that stores all the information and where all European experts could collaborate and capture patients’ data. 
	An example that could stimulate cancer survival rates, but requires personal data to travel across borders, is the Survivor Passport, a product developed by a European Network for Cancer Research in Children and Adolescents (ENCCA), an EU funded project. It is a document that will be given to a patient after therapy and contains data on cancer history, therapy information, and clinical recommendations for EU care. The Survivor Passport uses a traffic light coding system that will guide healthcare professionals with clinical recommendations regarding cancer care follow up. It has been integrated and will be put into practice under the Austrian Cancer Plan. However, the cross-border dimension is a challenge because the Passport contains condensed data and has to travel safely with the patient. 
	Another ENCCA outcome is the creation of a European Unified Patient Identity (EUPID), which aims to fulfil the requirements for identity management of data linkages, re-identification, and the use of different pseudonyms in different contexts. For example, EUPID uses separate pseudonyms for bio banks and clinical trials, and a third pseudonym for the so called ’virtual patient’ which includes data from both bio banks and clinical trials. This involves a lot of complexity but connects the healthcare sector with the research sector and allows re-identification of the patient which is needed for the future (e.g. survival studies, Survivor Passport).
	Finally, Prof. Ladenstein mentioned the importance of using secondary data in cancer research, which involves linkages, new technologies and new data sets, she was happy to hear from Ms Lauristin that there is no need for an explicit and specific consent in the future for the use of secondary data and retrospective research. In this way there will be no limitation regarding data linkages in cancer research in the future.  
	1.4.2. Providing personal data and cancer survival – the rights of patients

	Mr Richard STEPHENS, cancer survivor
	Mr STEPHENS took the floor to represent the voice of cancer patients. He started by presenting the reasons why cancer patients are very willing to donate their data. First, they want to help themselves; once people are diagnosed with cancer they will give their doctor all the information they need to receive the right treatment. Secondly, data can benefit other patients as well. Third, patients are willing to provide their data for future uses, because they want to leave a better world, especially those who have children. 
	He continued by mentioning the new five-year Cancer Strategy in England. Mr Stephens was part of the consultations and met over 100 cancer patients and received written representations from around 300 more cancer patients. He noticed that many cancer patients felt that data and information was not being used as efficiently as it should be. Mr Stephens also informed that over 6,000 people signed a petition to the European Parliament which asked to maintain exemptions for research that uses personal data in the new Regulation. He pointed out that patients care more about the right to donate their data and about their data being used, than the right to privacy.
	Furthermore, Mr Stephens observed that patients would like to be active citizens and be involved in decisions about using their data. Patients want to know which data are used, whether they are pseudonymous and/or anonymous, as well as what type of consent can be given. Moreover, they want to know who holds their data, who wants their data, and what they want it for. In general, patients agree that their data are used when it is for the benefit of public health or other cancer patients and when data users can be trusted. Mr Stephens compared the donation of personal medical data with an Oxfam shop, where clothes are donated, so they can benefit other people. 
	Mr Stephens also gave an example from his own experience to demonstrate that patients primarily donate their data for their own benefits (e.g. they look at their own treatments and their long term prospects). Mr Stephens knew that high blood pressure runs in his family which gives him a higher risk of heart disease. He also knew that chemotherapy could damage his heart muscle and he was a smoker at the time of the diagnosis. He did not have a problem sharing this information with the doctor. After experiencing chest pains, he came to the right conclusions with his doctor and he was referred straight away to the hospital, which saved his life. 
	Mr Stephens reported that patients believe existing laws and regulations are good enough and there is no need for tighter or more legislation. More education for patients and the public would be a better option to make sure people know what they are doing. Also, patients could be involved in data access committees, funding committees, management bodies, regulatory bodies, and trial management groups for research to make them an equal partner in the process. This way a patient can have a say in how data are used and who is using it. 
	Mr Stephens concluded his presentation with the motto of the patient charter of England’s National Health Service: “No decision about me, without me”, which also applies to the use of personal data. Patients understand the use of data and they want their data to flow. Therefore, patients should be at the heart of the matter, they should be empowered as active citizens across Europe, and the EU can have a large role to help cancer patients in the future. 
	1.4.3. Cancer data used in the industry

	Mr Brendan BARNES, European Federation of Pharmaceutical Industries and Associations (EFPIA) 
	Mr BARNES (EFPIA) presented a wide range of data that is used by the industry, such as clinical trial data, bio bank data, health system data (e.g. transactions and records), pharmacovigilance data and medical records. The patient is right at the centre of all this data. This raises questions as to the role of the patient which is usually both an individual generator of data as well as someone who benefits from the accumulation of data.  
	A better understanding of cancer is possible if data are shared and used. It can improve prevention, diagnosis and intervention that will expand cancer treatment outcomes and sustain health systems. Mr Barnes pointed out that the sustainability of health systems in Europe is a challenge as many health system interventions and drugs do not work as effectively as they are expected to work. 
	He then cited the Big Data for Better Outcomes project (BD4BO) which is part of the Innovative Medicines Initiative programme and looks at how to use big data to improve outcomes for patients. The project looks for a more integrated regulatory approach. For example, it also looks at whether additional factors such as whether a medicine has to be placed on the market, how much the medicine is worth, and whether the medicine is effective, should all be regulated in one single framework. Another way to increase the sustainability of health systems is to use a more targeted population for testing medicines, for example by monitoring the use of medicines in real populations and real situations rather than in clinical trials.
	According to Mr Barnes the ideal situation would be to move data between institutions and across borders for legitimate research purposes, while assuring security and accountability. Issues such as data ownership, standards and interoperability, and data responsibility all trade-off with each other and should be regarded in isolation. A particular data protection technology should take all these issues into account, otherwise it will not be an adequate way to protect data. 
	Mr Barnes pointed out that the industry shares the concerns of patients and healthcare systems about a restriction on the use of data, overregulation and costs of access to data as stated in the proposed Regulation. Such hurdles to reuse data could result in research taking place elsewhere. Mr Barnes mentioned that there should be a balance between harmonisation and fragmentation and proposed to have a platform to continue a dialogue between all stakeholders. The proposed Regulation surprised many people in the research area because it is already a highly regulated area. Mr Barnes believed that it is important to communicate and share information with people and engage people in a dialogue to find the appropriate balance between research needs and regulation.
	1.4.4. Improving survival with cancer data

	Dr Paolo CASALI, Chair of ESMO’s Public Policy Committee and a Board Member
	Similarly to the previous speakers, Dr CASALI expressed the worries of the cancer community, and the medical community in general, regarding the specificity of consent as stated in the proposed Regulation. He argued that the right to donate data or not to donate data is a matter of freedom. The consent rules in the proposed Regulation would have a negative effect on population based cancer: if one patient would deny access to his data, the registry will be biased by definition. Therefore, Dr Casali stressed the need for cases to be registered without any kind of consent, while keeping all safeguards in place.  
	The European Society for Medical Oncology (ESMO) published a consensus paper in 2014 signed by the European cancer community urging that derogation from the consent requirement (as stated in the proposed Data Protection Regulation) is needed for cancer registries. Furthermore, Dr Casali recommended a ‘one-time consent’ for retrospective research and bio banks, which means patients allow their data and tissues to be used for future research. Such one-time consent does not necessarily have to be a broad consent, for example it can be specified that data are only used for particular studies. At the same time, he also underlined that it is important that patients are well informed and that they have the option to withdraw their consent.  
	Furthermore, Dr Casali clarified that any research is subject to ethical scrutiny and that law, rules and regulations assure that data are stored in the best way possible. Moreover, one-time consent is already incorporated in the Clinical Trial Regulation, which states that the patient should give his consent whether or not to use his data after the end and beyond the scope of the clinical trial. 
	To demonstrate the importance of a one-time consent for bio banks and retrospective clinical research and derogation from consent for cancer registries and disease registries, Dr Casali mentioned three examples. The first one was a retrospective study that used data stored in hospitals. The study found that a specific chemotherapy makes a difference in a particular type of paediatric sarcoma. This research allowed the sarcoma community to not use randomised trials anymore for this specific cancer type. The second example was a Japanese study that used data from a tissue bank to study treatment for gastro-intestinal stromal tumours (GIST). The results of the study led to successful treatment of GIST. The third example was a study of EUROCARE on survival rates of cancer patients, which used data from cancer registries in Europe. Survival studies are important to see if a health system works or not, depending on whether survival rates increase or reduce. All these examples showed that the use of historical personal data is essential to improve cancer treatment outcomes. 
	Dr Casali looked forward to seeing the final text of the Regulation which hopefully will incorporate the concepts of one-time consent and consent derogation for cancer (and medical) research.
	During the second question and answer session, Ms KEENAN (Cancer Research UK) asked whether it is appropriate to differentiate the level of consent for different purposes, i.e. the one-time consent for bio banks and clinical research and the consent derogation for cancer registries specifically. She also wondered whether the same would apply to areas of health other than cancer. Dr Casali clarified that the topic of the workshop was cancer data and therefore the focus went to cancer registries. However, the proposed consent would apply to any king of population based diseases registry. Further, Dr Casali thought that the one-time consent is a reasonable compromise.
	Dr Storm acknowledged the need for long term data linkages; however, he also questioned the long term effects of data sharing and learning from data from childhood cancer patients. The EUPID is an excellent data management tool for research; however, using data from childhood cancer patients for long term studies on the side effects of their treatments, might not be useful anymore when they have grown up. Moreover, a probability of 1-3% of an error rate when you link data can be a problem for research findings. Prof. Ladenstein responded that managing data linkages in the future involves a good management of cancer registries in general. She mentioned that the use of full names and birth dates is not an option in research, even if this would prevent errors. Therefore, the use of pseudonyms could create a system that minimises the risk of data errors and data linkage. Dr Storm added that there will be a problem with the accuracy of data linkages in the future, unless Europe implements a personal identifier for each person. Prof Ladenstein mentioned that this is the aim within paediatric oncology and that the EUPID is a pilot project; however, it could be expanded. 
	Ms Negrouk (EORTC) was interested in a multi-stakeholder platform, as mentioned by Mr Barnes. She has been involved in an international research project were data subjects were informed (as required by the Clinical Trial Regulation) about the fact that their data will be shared with other researchers. However, some national ethical committees asked to further specify with which researchers the data are shared. A platform would help to avoid confusion between researchers and all ethical committees in Europe. She asked Mr Barnes for his vision on such a platform. Mr Barnes responded that the Data Protection Regulation is a general legislation and will require a lot of implementation efforts in order to cover every issue of research. A platform can be seen as a societal endeavour with patients, academic researcher, industrial researchers, as well as people who run health services, taking part in it. Such an extended network can find solutions to particular problems that have not been addressed in the Regulation. Mr Barnes also acknowledged that the way ethical approval is structured in Europe is complex and ethical committees provide different answers although they address the same question and have the same ethical responsibility. A platform could provide concrete solutions and come up with proposals on how the European Commission could take further action in order to transfer and share data securely and efficiently across borders in Europe. Also, Mr Barnes appreciated the enormous work already done by BBMRI; however, he believed that the discussion on governance of health data at a higher level needs to continue.
	Ms RESENDES (EFPIA) asked for views on the concept of high public interest since she understood that it will be used as criteria to allow exemption from medical research. She also wondered how this will apply to exploratory research (e.g. epidemiological research). Dr Casali assumed that epidemiological research also has a high public interest (e.g. outbreak of an infection). However, he believed that the public interest can differ between countries and it is a risk to use this kind of condition to allow something that will be regulated at European level. Prof Ladenstein added that she felt reassured that the medical field will somehow be exempted from the General Regulation. She believed that research will be regarded as a public interest and thus will be used as a concept, rather than criteria. 
	Although the final text is not yet known, Mr Peterle expressed that, according to Ms Lauristin’s presentation, the overall spirit seems to be balanced. He continued saying that the topic remains sensitive. He was critical of the previous position of the European Parliament regarding the Regulation because it focused on individual rights rather than the public interest. Although the Regulation cannot satisfy everyone, he believed that the aim of the ongoing negotiations and discussions is to have a Regulation that benefits equally patients, researchers, medical doctors as well as the industry and MEPs.
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