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TEHDAS2 Public Consultation

Towards

E U r O p e a n TEHDAS2 is developing guidelines and technical specifications to enable seamless use of
H lth health data across Europe under the upcoming European Health Data Space (EHDS). Each
ea document is released for a public consultation to ensure that the final outputs meet the

needs of citizens, health professionals and regulators.
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M44.1.2 Draft guidefine on penalies for non-compliance relaled to the EHDS reguiation
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Digital Omnibus Proposal

Simplification — digital package and omnibus

Have your say - Public Consultations and Feedback > Published initiatives >  Simplification — digital package and omnibus

DIGITAL OMNIBUS

e Definition of Personal Data: Shift from an ‘objective’ to a PACKAGE
‘contextual’ approach.

* Al Training & Deletion: Companies can retain sensitive data
(including health data) in Al models if deletion is deemed a
“disproportionate effort”.

Brussels, 19.11.2025

m EUROPEAN COMMISSION
COM(2025) 837 final

* CED Position: Digital progress must not come at the expense of
robust patient data protection.

Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
amending Regulations (EU) 2016/679, (EU) 2018/1724, (EU) 2018/1725, (EU) 2023/2854 and Directives
2002/58/EC, (EU) 2022/2555 and (EU) 2022/2557 as regards the simplification of the digital legislative framework,

and repealing Regulations (EU) 2018/1807, (EU) 2019/1150, (EU) 2022/868, and Directive (EU) 2019/1024 (Digital
Omnibus)

CED ISWD(2025) 836 final |
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EHDS & MyHealth@EU Consultation MyHealth@EU

[ L p———————

European Health Data Space — requirements for cross-border exchange of personal health data (MyHealth@EU)
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Have your say - Public Consultations and Feedback > Published initiatives )

European Health Data Space — requirements for cross-border exchange of personal health data (MyHealth@EU) %ﬁ?%ﬁemmm
. . . . . . . COMMISSION IMPLEMENTING REGULATION (EU) .. /...
Clinical Accuracy: Preventing loss of detail in specialized dental o
. . . . . on MyHealtha EU
terminology through clinical validation. e e D

Legal liability: Clarifying responsibility between original data entry and
automated mis-mapping.

Thiz draft haz not been adopted or endorzed by the Ewropean Commmizsion. Any
views expressed are the preliminary views gf the Commizzsion zervices and may not
@ty coraumstances be regarded a staning an official pozinon of the Comamizzion.

Support for Small & Micro Dental Practices: Ensuring financial and
technical aid for small/micro dental practises.
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EHDS & Identity Management Consultation
#- eIDAS

European Health Data Space — identity management ElEY o

Have your say - Public Consultations and Feedback > Published initiatives >  European Health Data Space — identity management

7

'/

Brussels, X000
[..JQ026) 300X dnaft

COMMISSION IMPLEMENTING REGULATION (EU) .. /...

of X\OXX

Professional Privacy: Disclosing only the minimum necessary information to oo e~ i R
cross-border exchange of personal electronic health data
protect the safety of healthcare professionals. (s it A e

Delegated Access: Clear rules for staff/ assistant access to ensure
accountability.

Thiz draft ha: not deen adopted or endorzed by the Ewropean Commizzion. Ay
views expressed ave the preliminayy views of the Commizsion zervices and may not
mayy craovstances be regarded a staning an official position of the Commmission.

Security Balance: Protecting both patient rights and professional safety.
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Updated CED Resolution

CED RESOLUTION

UPDATED CED Resolution on
Data Sharing as part of eHealth:
Workflow, Prescription,
Protection and EHDS

L Introduction: Dentistry and e-Health

The Council of European Dentists {CED) is a Europsan not-for-profit association which
represents over 340,000 dental praciiioners across Europe through 32 national dental
associations and chambers in 30 European countries. Established in 1981 to advise the
European Commission on matters relating to the dental profession. the CED's key objectives
are to promote high standards of oral healthcare and denfistry and effective patient-safety
cenfiered professional practice. While the comerstone of the denfist-patient relationship &
face-to-face contact, we recognze that digital health services have become an essential
element of modem healthcare infrastructure.

The reguistory landseape has shifted significanty with the European Health Data Space:
(EHDS). which introduces a mandatory framework for the exchange of primary and
secondary health data across the Union. Whie the CED supporis the overarching gaals of
patient empowerment and seamiess cross-border care, i is imperstive that this transition
remains operationally feasible and finangially sustsinable for the dertal profession by EU
Jevel funding.

ILCED areas of concemn
1. Digital Workflow

Digital workfiow in dentisty has transioned fom being 3 vountary tool for patient
into a mandatory i requirement under the EHDS. While these
tools continue to facitate the immediate fow of information between dentists. patients, and
other health professionals, this transiion must now move beyond simple data sharing toward
astructured, legally compliant digital ecosystem.

The CED's primary concam is to ensure that the mandated digital workfiow remains clinically
feasible in daiy practice. For the majority of dental practices, which cperate s micro and small
enterprises, the transifon brings 3 heavy administratve and financial burden. The
impiementation must priortize “future-cnly” data registration to avoid the unmanageatie task
of refrospectve digiization. The digital workfiow must buld upon standands, for both format
and semanics, that are relevant and sutable for the dental profession to facilitate reuse of
clinical bon. The dig the “only-once” princple, ensurng
that dentists spend their time on pabient trestment rather than data entry.

2. e-Presoriptions.
Under the EHDS regulatory environment, discrepancies in prescription walidity and digital

harmenizaion must not undemine the prescribing dentsts cinical oversight. Commen

T

‘standards must inciude rabust protocols for professional autheniication and liabiiy clarty,
ensurng that a dentists clinical decision remins the primary aufhority, sven when the
prescription s dispansed in a difleran jurisdicson.

3. Data protection

A it arises from the EHDS i reganding acoess logs.
While the CED supports the patient’s right to monilor data access, it is mperative that this
information is fmited to professional identication (such as clinical function or insttuional
filiation). To uphoid the EHDS princple of accountability without endangering the safety or
private ffe of the pracitionsr, access logs must be managed via proporiionate and secure
‘systems. This approach metwhile

unintended misuse of adminisrative data, thereby protectng the integrity of the pasent-

- fonship and maintring a Ny

Wl CED recommendations

The development of eHeaith solutions should be based on 3 user-fendly and user-centred
approach, adjusting them to the needs of dentists instead of creating an additional burden or
increasing the costs of dental practice. The invoivement of healficare professionals in svery
ecision-making on digital jes i i isite for making the system

‘A quiding vision of CED regarding the fusure of dentisry is 1o ensure that every European has
aocess to quality oral health care provided by qualiied, skilled and fully competent dental
practiioners. in a comortable and cost-effective manner. using the most appropriate
technalogy.

In light of this and the points above. the: CED highlights the following recommendations:

= EHDS obligations must apply prospectively ony. Dertists should not be burdened

with the retrospective digitization of legacy records

To ensure the timely implementation of the EHDS. the CED urges action to define an

EU standard for the format and semantics of dental health data exchange. whie:

supporting the ‘once-only principle.

= The CED stricty opposes the commerciaiization of health data. Secondary use must
respect the right to opt-out and ensure that data is only processed via Health Dat
Access Bodies to guarantee the public good.

= There must be absolute legal darity on how EHDS overtaps with the Medical Device
Regulation (MDR) and GOPR to void a compliance burden where dentists face

conficting reguistory requirements.

= The niroduction of EHDS must be accompanied by the principle of financial
compensaion for implementation costs. Since dertisis are the providers of these
data, Elkevel funding must cover the additional costs of hamiware, software
upgrades, and mandatory cybsrsecurty raning.

The CED belisves that cigitization can be useful in transferming knowledge for education and

research purposes, 25 long as patient confidentiaity is ensured

= Therefore, increased investment and promotion of dighal liercy s required (at
national, regional and local levels], trough financing models and reimbursement
schemes. This should cover appropriate educaion, identificati it
tocls acoess, irsining and support of dentists and the dental team.

into the dental

studies curriculum.

= The GED supports initiatives that increase iransparency regarding data acosss
Patients must be informed a5 t0 who accessed their medical records and when,
ensuring that personal health data is used in a manner that is scientfcally sound and
ethically acosptable.
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Vote Time!

* Does the GM agree to the adoption of the CED Resolution on Data
Sharing as Part of the eHealth?
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THANK YOU!

CJCoCD

* X *
CED :
COUNCIL *

OF EUROPEAN
DENTISTS Transparency register: 4885579968 -84



	Slide 1
	Slide 2:  TEHDAS2 Public Consultation
	Slide 3: Digital Omnibus Proposal
	Slide 4: EHDS & MyHealth@EU Consultation
	Slide 5: EHDS & Identity Management Consultation
	Slide 6: Updated CED Resolution
	Slide 7: Vote Time!
	Slide 8

