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1. Preliminary Remark

On the 19.11.2025, the European Commission published a proposal for a Regulation
COM(2025)837 on a Digital Omnibus which includes amendments to the General Data
Protection Regulation (EU)2016/679 (GDPR).

Given the fact that the sharing of anonymised and pseudonymised data regularly occurs in the
course of providing healthcare, the German Medical Association would like to emphasise the
proposed amendment to the definition of personal data.

The German Medical Association would also like to refer to the amendments proposed by
CPME European Doctors on 21.03.2026, which highlight further important aspects of the
Digital Omnibus on Data Protection.

The German Medical Association furthermore reserves the right to make further comments
on other aspects of the proposal at a later date.

2. Position of the German Medical Association
Changing of the definition of personal data

The German Medical Association emphasises that the European Commission’s proposed
amendment of the definition of personal data in Article 4(1)(a) GDPR is not, contrary to the
Commission’s presentation, a mere codification of the European Court of Justice’s (EC])
decision in Case C-413/23, SRB, on 04.09.2025. Instead, the Commission’s proposed
amendment goes beyond this definition in such a manner that is likely to jeopardise the
protection of sensitive patient data. For this reason, the amendment is rejected.

On the question of whether anonymised or pseudonymised data represents personal data, the
ECJ] adopts a relative approach: if the Data Controller has no means by which, with realistic
effort, they are able to attribute anonymised or pseudonymised data to an individual, and if
the Data Controller is unable to secure means by which to identify data (for example, through
a legal right to receive this data), the data in question is not to be considered as personal data.

In the Case C-319/22, Scania, however, the EC] specified that data may still be considered
indirect personal data for a party without means of identification, if that data is made
available to another party that does possess the means to identify the individual. This
important clarification and limitation is not considered in the Commission’s proposal.

If individual intermediaries are allowed to treat the data as not personal, the question arises,
how the maintenance of data protection requirements can be controlled along the entire data
chain. Pseudonymisation of data is a means to protect patients. It would be paradoxical if this
would have the effect of diminishing the level of protection of their data.

Following examples, among others, would be plausible in the healthcare sector:

e Hospital A transmits pseudonymised data to a data processing service B. Data
processing service B passes the data on to a further service provider C. Service
provider C simultaneously processes data from statutory or private health insurance
databases and has access to additional identifiers which enable the re-identification of
the data.

e Ahospital transmits pseudonymised patient data to a cloud service. The cloud service
saves the data with an infrastructure provider. The infrastructure provider
simultaneously offers a digital health platform through which the same patients can
schedule appointments and view test results. Due to the account data held there, the
infrastructure provider can re-identify individual data records.
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e University clinic A transmits pseudonymised data to a cloud service B. Cloud service
B utilises a subcontractor C to save data. Subcontractor C simultaneously processes
further data sets from the medical sector, which enables the re-identification of
individual patients. Subcontractor C could, for example, manage a nationwide disease
or cancer register. Subcontractor C, therefore, has access to additional information
with which individual patients could be identified.

To ensure data protection in such cases, it is important that the data does not lose its status
as personal data for the respective parties B, in order to guarantee its continuous protection.
Processing should therefore be carried out anonymously wherever possible, considering the
financial and staffing costs involved as well as the necessity for the protection of the data
subjects.

The EC]J has considered this issue in a nuanced manner and based on the current GDPR in its
judgment in the Scania case. It is therefore not necessary to amend the definition of personal
data in the GDPR.

However, should the definition in the GDPR be amended, it should take into account not only
the judgmentin Case C-413/23,SRB, but also the judgment in Case C-319/22, Scania. The final
sentence of the definition proposed by the Commission, which clearly contradicts the case law
of the ECJ, must be fully rejected.

The German Medical Association therefore propose the following amendment:

Proposed Regulation for a Digital Omnibus on Data
Article 3(1)(a)
Regulation (EU) 2016/679 (GDPR)

Article 4(1)(a)

Amendment to the Regulation (EU) 2016/679 (GDPR)

Definition of personal data

Commission proposal German Medical Association proposal

Article 4 is amended as follows: Removal of article 3(1)(a), meaning a
rejection of the amendment to the

a) in point 1, the following sentences are T
)in p f g definition of personal data.

added: . I
Only if no agreement on rejecting the

‘Information relating to a natural person is
not necessarily personal data for every other
person or entity, merely because another
entity can identify that natural person.
Information shall not be personal for a given
entity where that entity cannot identify the
natural person to whom the information
relates, taking into account the means
reasonably likely to be used by that entity.
Such information does not become personal
for that entity merely because a potential
subsequent recipient has means reasonably
likely to be used to identify the natural
person to whom the information relates.’

Commission’s proposal can be reached:
Article 4 is amended as follows:

a) in point 1, the following sentences are
added:

‘Information relating to a natural person is
not necessarily personal data for every other
person or entity, merely because another
entity can identify that natural person.
Information shall not be personal for a given
entity where that entity cannot identify the
natural person to whom the information
relates, taking into account the means
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reasonably likely to be used by that entity. It
shall be considered personal data for an
entity that makes the information
available to a subsequent recipient who
has means reasonably likely to be used to
identify the natural person to whom the
information relates.’
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