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EU CPME - Standing 
Committee of European 
Doctors 

Health care experts and 
providers

4.1.7 Interoperability 
elements

71 1278 major general The deliverable is proposing to explore a two-way communication with 
the EHR for wellness apps without taking into account its function. A 
two-way communication could only refer to 'wellness apps' that are to 
be used by natural persons as 'personal health environment' [see for 
example [persoonlijke gezondheidsomgeving, https://www.pgo.nl/'. 
Please note that in the Netherlands a number of hospitals already meet 
the conditions for two-way communication. These conditions follow 
from a Dutch standard, called ‘Medmij’, which is a ‘set of agreements’ 
for safe, interoperable, and reliable communication between the EHR 
and the personal health environment (PGO), which can be a wellness 
app or a website, used and managed by the patient. ]. However, 
fitness apps or counting steps apps, which also fit into the definition of 
a wellness app, should not have the same privileges. These latter apps 
should only have a one-way exchange, where the app does not retrieve 
and access to information covered by professional secrecy. This is 
important to ensure that vulnerabilities are not introduced into the 
EHR, that only necessary data is accessed and retrieved, and that 
medical confidentiality is safeguarded.  

A two-way system introduces 
vulnerabilities into the EHR and is a major 
technical risk. Limit the two-way exchange 
to wellness apps that function as 'personal 
health environment'. 

EU CPME - Standing 
Committee of European 
Doctors 

Health care experts and 
providers

4.1.7 Interoperability 
elements

71 1278 minor technical The deliverable mentions in the discussion column that "For instance, 
Art 3(2) (right to access) mandates that individuals should be able to 
download the priority categories of data at least. Once downloaded, 
they may want to make use of it within a wellness app."  It is unclear 
what uses can be made within the welness app. 

Clarify and give examples of what it 
means "using the data in the wellness 
app." . This is important to understand the 
impact it could have in the patient-doctor 
relationship and in the amount of 
information that could then reach the EHR 
(doctor's working tool) and its 
consequence on data quality.

EU CPME - Standing 
Committee of European 
Doctors 

Health care experts and 
providers

4.1.7 Interoperability 
elements

71 1278 minor technical The EHR should only integrate welness apps data (from fitness apps 
or step counting apps for example), if medically provided or in 
agreement with the treating physician, otherwise they risk of saturating 
the file with data, rendering it difficult to find relevant and useful 
information. Health data generated by wellness applications and other 
digital health applications do not have the same data quality 
requirements and characteristics of those generated by medical 
devices. This data can pose a significant medico-legal challenge for 
doctors.

The EHR should only integrate welness 
apps data, such as fitness apps or step 
counting apps, if medically provided or in 
agreement of the treating physician.  Such 
apps must comply  with ISO standards 
(e.g., ISO/TS
82304-2 on Health and wellness apps – 
Quality and reliability) and be CE 
approved.
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