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inappropriate use of health data.

(2) The report should clarify what data altruism could add to secondary use of data. It
should clarify the application of different consent mechanisms regarding data altruism and
secondary use. It should explain better why another consent mechanism (opt-in) would be
applied compared to opting-out for secondary use when no explicit individual consent is
required.

(3) The report should clarify if the benefits from data governance by Health Data Access
Bodies are related to obtaining individual consent or rather originate from the need to
safeguard the rights and freedoms of the data subjects when no explicit consent is required.

(4) The report should better differentiate the stakeholder views throughout instead of
providing majority views.

The Board notes the estimated costs and benefits of the preferred option in this initiative,
as summarised in the attached quantification tables.

(D) Conclusion
The DG may proceed with the initiative.

The DG must take these recommendations into account before launching the
interservice consultation.

If there are any changes in the choice or design of the preferred option in the final
version of the report, the DG may need to further adjust the attached quantification
tables to reflect this.

Full title Proposal for Regulation [tbc] on the European Health Data
Space, digital health services and products and the use of new
technologies, including artificial intelligence (AI) in health

Reference number PLAN/2020/8701

Submitted to RSB on 21 December 2021

Date of RSB meeting Written procedure










(MyHealth@ deploymen | maintenance
EU) tofeach |ofeach
new MyHealth@
NCPeH  |EU generic
(for new  |service
Member |EUR7
States miltion for
only; the central
shared) services of
EUR 0.3- |MyHealth(@
1.0 million |EU
\for the (Commissio
implement |n only)
ation of
each new
service for
ata
NCPeH
(shared)
Indirect - - - -
costs
Citizens, healthcare Digital heaith products | Digital health
Concerned ; ) o o
: professionals/providers | manuifacturers obtaining | authorities
parties the label
- - EUR (Recertifica |- Monitoring
20 000- tion of market
M.a ndatory 50,000 estimated at aﬁd
third-party 80% of uidance
certification |Direct costs ° . g label
for ETIR certification on label
cost every 5 (included in
systems
vears) gavernance
costs)
Indirect - - - - - -
costs
Citizens, healthcare Digital heaith products | Digital health
Concemed ; ; . .
; professionals/providers | manufacturers obtaining | authorities
parties the label
Mandatory
third-party - - EUR (Recertifica |- Monitoring
certification 20,000- tion of market
for digital 50,000 estimated at and
health . 80% of guidance
products Direct cosis certification on label
(medical costevery 5 (included in
devices years) goverance
feeding into costs)
EHRs) Indirect - - - - - -
costs
Citizens, healthcare Mobile wellness Digital health
Concerned ; ) o .
parties professionals/providers applz.cz.mons developers  |authorities
Voluntary obtaining the label
sell-declared | Doy costs |- - EUR 1,500- |Non- - Monitoring
quality label 3,000 quantifiable of market
for erlll?ess costs due to (non-
applications lack of data quantifiable
)
Guidance




on label
(included in
gavernance
costs)
Indirect - - - - - -
costs
Concerned |Health Data Access European Commission
parties Bodies
Direct costs |EUR 0.8- |EUR 0.2-0.8 |EUR 3 EUR 6-7
2.8 million |million for |million for |million for
\for the vearly the the
Development deploymen | maintenance deploygem maintenanc
and t.af of a node e for
infrastruct foran EU | central
deployment of .
the FUU ure body services
. required EUR25 and nodes
infrastructure o
per data million for | of EU
for secondary )
uses of health access the bodies
data body to deployment
connect to of central
the EHDS services
infrastruct
ure
Indirect - - - -
costs
Concermmed |Data holders Health data access bodies | Data reusers
parties
Direct costs |EUR - - Monitoring |- Increased
7,000- and costs in
17,000 for enforcenen data access
obtaining tcosts due to
the data (ron- increased
Data quality quality quantifiable data quality
label label due to lack (non-
of quantifiable
information due to lack
J of
information
)
Indirect - - - - - -
costs













(C) What to improve

(1) The report should clearly identify the gaps and overlaps with existing and planned
initiatives, in particular the General Data Protection Regulation (GDPR), the Data
Governance Act and the upcoming Data Act. Coherence with those initiatives should be
ensured, in particular on the issues of the use of data for public purposes as well as data
altruism, consent, portability and ownership. This is especially in relation to secondary uses
and the creation of a single personal data driven market for digital health products and
services.

(2) The legal basis for this proposal should be better justified and linked to its main
objectives. The report should clarify why Article 168(1) of the TFEU is not the main legal
basis given that the proposal’s core objective is better healthcare for citizens, while Article
114 relates to establishment of a single market for digital health data that i1s more focused
on the potential commercial exploitation of this data.

(3) The report should clarify the main objectives of the proposal, in particular related to
the secondary use of health data. It should be explicit on the possible secondary uses of
health data and which private and public markets would be affected. It should clarify how
these uses would comply with the principles and objectives on data access, control and use,
as outlined in related initiatives. In this respect, it should differentiate between use of health
data for commercial purposes and use of health data for improving health care.

(4) The proposed options should be clearer on the issue of consent on data use and data
portability, as distinct from interoperability rules, especially with reference to the property
and liability rules regimes that would apply.

(5) The report should assess whether it is possible that a different combination of measures
would lead to a better result. It should justify each measure that appears in the preferred
option and demonstrate that it contains the best performing combination.

(6) The report should provide justification for all assumptions used when estimating the
costs and benefits and should acknowledge limitations and uncertainties in these estimates
when proposing a best performing option. The report should be clearer on the costs and
benefits for different groups of stakeholders.

(7) The report should introduce the views of different stakeholder groups in the main
report and explain how they affect the choice of the combination of measures in the
preferred option. It should clarify and discuss the possible divergent views of stakeholders.

Some more technical comments have been sent directly to the author DG.

(D) Conclusion

The DG must revise the report in accordance with the Board’s findings and resubmit
it for a final RSB opinion.
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