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Problems related to the secondary use of health data in the European Health Data Space 

 

We write on behalf of the Irish Council for Civil Liberties (ICCL), Ireland’s oldest 

independent human rights organisation. ICCL monitors and campaigns for all 

human rights, for everyone. We write to draw your attention to two problems 

related to the secondary use of health data in the European Health Data Space in 

the Commission’s text:  

1. The text is not specific about the legal basis and the allowed purposes of 

secondary use of electronic health data; and  

2. The text allows for secondary use of a broad range of health data that carry 

risks to fundamental rights.  

 If these problems are left unaddressed, the European Health Dataspace would 

disproportionally weaken the rights of natural persons to control their health 

data.  

  

We would be delighted to meet with you and your team to discuss this.  

  

Dr Kris Shrishak and Dr Johnny Ryan

 

 

Subject EC proposed text ICCL’s suggested amendments Justification 

1. Legal basis and 

permitted 

processing 

purposes 

Article 2 (2) (e)  

‘secondary use of electronic 

health data’ means the processing 

of electronic health data for 

purposes set out in Chapter IV of 

this Regulation. The data used 

may include personal electronic 

health data initially collected in 

the context of primary use, but 

also electronic health data 

collected for the purpose of the 

secondary use; 

Article 2 (2) (e)  

‘secondary use of electronic 

health data’ means the processing 

of electronic health data for 

purposes set out in Chapter IV of 

this Regulation. The data used 

may include personal electronic 

health data initially collected in 

the context of primary use, but 

also electronic health data 

collected for the purpose of the 

secondary use. Secondary use of 

personal electronic health data 

shall have Article 6(1)(e) of 

Regulation (EU) 2016/679 as its 

legal basis.  

There should be no ambiguity about the legal basis of the processing. 

Article 2(2)(e) of the proposed regulation should be made consistent with 

Regulation (EU) 2016/679 (GDPR), and with the objective of 

strengthening rights and control over data as expressed in Article 1(2)(a) 

of the proposed regulation. We suggest specifying the “public interest” 

legal basis provided in GDPR, Article 6(1)(e).  

 

  

Article 34 (1) 

Health data access bodies shall 

only provide access to electronic 

health data referred to in Article 

33 where the intended purpose of 

Article 34 (1) 

Health data access bodies shall 

only provide access to electronic 

health data referred to in Article 

33 to a health data user where 

Health data access bodies shall only provide access to electronic data if 

one of the processing purposes in Article 9 (2) GDPR are satisfied. These 

purposes include Article 9 (2) (i) and (j) for public interest, and for 

scientific or statistical research.i  
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processing pursued by the 

applicant complies with: 

the processing pursued by the 

applicant complies with Article 9 

(2) (i) or (j) of Regulation (EU) 

2016/679 and one of the 

following purposes: 

2. Categories of 

electronic health 

data for 

secondary use  

Article 33 (1) (f) 

person generated electronic 

health data, including medical 

devices, wellness applications or 

other digital health applications; 

[deleted] Electronic health data generated by wellness applications or other digital 

health applications can reveal intimate details about a person’s life. 

Especially, when this data is transferred to third parties and processed 

for additional purposes that could give rise to risks of discrimination.ii 

Thus, we recommend that wellness applications, other digital 

applications and data derived from them be excluded from the 

categories of electronic health data for secondary use.iii 

 

Electronic health data from medical devices is covered in Article 33(1)(k). 

Article 33 (1) (n) 

electronic data related to 

insurance status, professional 

status, education, lifestyle, 

wellness and behaviour data 

relevant to health; 

[deleted] 

Article 33 (5) 

Where the consent of the natural 

person is required by national 

law, health data access bodies 

shall rely on the obligations laid 

down in this Chapter to provide 

access to electronic health data. 

Article 33 (5) 

Natural persons shall have the 

right to object to secondary use 

of their electronic health data. 

That objection must be 

respected. Further, Health data 

access bodies shall provide an 

accessible and easily 

understandable mechanism for 

natural persons to lodge their 

objection against all or part of 

their personal electronic health 

data processed for some or all 

purposes for secondary use in 

Article 34 (1). Data holders shall 

communicate this right to object 

to natural persons and shall 

direct natural persons to the 

health data access bodies. 

 

The Commission’s text claims to “strengthen the rights of natural 

persons to control digitally their health data.”iv However, the proposed 

Article 33 (5) weakens that control. 

 

There is a risk that the trusted relationship between patients and health 

care providers would be adversely affected if natural persons are not 

properly informed about the secondary uses of their health data. Further, 

natural persons may not be willing to share health data for secondary 

uses, even when anonymised.v  

 

Thus, we suggest natural persons should have the right to object to 

sharing of their health data for secondary uses. 
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Article 34 (1) (f) and (g) 

(f) development and innovation 

activities for products or services 

contributing to public health or 

social security, or ensuring high 

levels of quality and safety of 

health care, of medicinal 

products or of medical devices;  

 

(g) training, testing and 

evaluating of algorithms, 

including in medical devices, AI 

systems and digital health 

applications, contributing to the 

public health or social security, 

or ensuring high levels of 

quality and safety of health care, 

of medicinal products or of 

medical devices;  

 

[deleted] The Commission’s proposal incentivises aggregation of large datasets 

from different contexts. It fails to recognise that this approach could pose 

risks to individuals and communities.vi It can also perpetuate health 

disparities. This is especially the case when AI systems are developed 

and deployed in health care.vii 

 

We suggest that the processing of electronic health data for secondary 

use be allowed only in public interest such as evidence-based policy 

making, and for scientific or statistical research. 

 

 

 

 

Article 37 (1) (i)  

support the development of AI 

systems, the training, testing 

and validating of  

AI systems and the development 

of harmonised standards and 

guidelines under  

Regulation […] [AI Act 

COM/2021/206 final] for the 

training, testing and  

validation of AI systems in 

health; 

[deleted] 

Article 45 (2) (a) 

a detailed explanation of the 

intended use of the electronic 

health data, including for which 

Article 45 (2) (a) 

a detailed explanation of the  

intended use of the electronic 

health data, including: 

We suggest that data access applications are supported by demonstrable 

evidence of public interest. Mere claim of public interest is insufficient.viii 
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of the purposes referred to in 

Article 34(1) access is sought; 

 

(i) the purposes referred to in 

Article 9(2) (i) and (j) of 

Regulation (EU) 2016/679, 

combined with Article 34(1); 

 

(ii) demonstrable evidence that 

the stated purpose is of public 

interest. 
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documents/edpbedps-joint-opinion/edpb-edps-joint-opinion-032022-proposal_en  
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