
Summary page:
TEHDAS2 public consulta�on on Dra� guideline for Health Data Access

Bodies on informing natural persons about the use of health data –
“Ci�zen Informa�on Point”

This consulta�on has 6 pages and 30 ques�ons. The first and the second pages are common to all
TEHDAS2 public consulta�ons and cover demography of the responder and overall quality of the
document. Pages 3, 4, 5 and 6 consist of ques�ons specific to this document.
Demography

1. Country *

Netherlands

2. Type of responder *

Other
Research infrastructure

3. Are you responding behalf of several organisa�ons? *
If yes: On behalf of how many organisa�ons?

No

4. Sector *

Other
Research infrastructure

5. Organisa�on size *

Small to medium enterprise (10–249 employees)



6. Professional role / func�on

Program Manager

Quality

7. Is the document easy to understand? *

4

8. How well does the document address the key issues related to its subject ma�er? *

3

9. How feasible do you find the guidelines or technical specifica�ons to implement, as
outlined in the document? *

4



10. Generic feedback
Do you have any sugges�ons for improving the document? Are there any addi�onal topics or areas
that should be covered? Max. 5000 characters.

The guideline has a strong founda�on: the CIP is viewed not only as a compliance tool, but as a 
public transparency and accountability infrastructure. The focus on accessibility, plain language, 
user tes�ng, searchability, project results, and a na�onal one-stop shop is also valuable. The 
guideline o�en states the right principles, however, it does not always make it sufficiently 
concrete how HDABs should implement them. In par�cular, layered informa�on, representa�ve 
user tes�ng, safeguarding adequate responses to ci�zens reaching out as a result of 
communica�ng contact informa�on, cross-border harmonisa�on, and honest communica�on 
about risks and limita�ons deserve refinement. More explana�on is given in the ques�ons below.  

We observe that the connec�ons and alignment between the different guidelines are not 
sufficiently clear. Greater consistency and cross-referencing between the guidelines would 
improve coherence, reduce the risk of conflic�ng interpreta�ons, and facilitate more effec�ve 
implementa�on.  

We observe that the guidelines have largely been developed and described as separate 
documents by different authors (which is understandable), but therefore there is limited visibility 
of how they relate to one another within the broader process. Greater horizontal alignment across 
the guidelines is needed to support a clear and coherent data journey. This would help 
stakeholders understand how the different components fit together, ensure consistency across 
the framework, and facilitate prac�cal implementa�on throughout the en�re data lifecycle. 

Another concern we would like to address is that the TEHDAS guidelines �melines do not always 
match the comitology implemen�ng acts �melines, which make it hard to assess the effect of the 
input on both trajectories and how input on the guidelines will have effect on the implemen�ng 
acts. Timeline alignment is needed.

The following ques�ons are specific for TEHDAS2 Dra� guideline for Health Data Access Bodies on
informing natural persons about the use of health data – “Ci�zen Informa�on Point”
Generic ques�ons

11. Are you currently part of a Health Data Access Body (HDAB) and/or do you expect to
have a role in fulfilling HDAB responsibili�es under the EHDS Regula�on in the future?
Mul�ple choices are possible. *

No, but I work closely with HDABs or support their work



12. How familiar are you with na�onal requirement of health informa�on portals? *

Advanced knowledge on some aspects

13. Will this guideline impact your organisa�on or ac�vi�es? *

Yes

Guideline structure and readability

14. Is the scope and aim of the guideline clearly described? *

Yes

15. What are your thoughts on the terminology used in the document? Is it clear
and appropriate for the context? Please explain your answer. *
Max. 5000 characters.

The terminology (e.g. Ci�zen Informa�on Point) is clear and appropriate for the context.

16. Is the overall structure of the guideline (e.g. division into mandatory and op�onal
informa�on) helpful for HDABs se�ng up a ci�zen informa�on point? *

Yes

17. Are the responsibili�es of HDABs well dis�nguished from op�onal
features, good prac�ces and other non-mandatory considera�ons? If not, please explain
your answer. *

Yes



18. Do you see any challenges in se�ng up the ci�zen informa�on
point when following the guideline? *

No – please explain
Yes, we anticipate some challenges (but clicked no because otherwise we can not explain). The guideline
emphasizes that the Citizen Information Point (CIP) should be well-structured, easy to understand, and tested
with end users, which we fully support. However, we see a potential tension between providing all mandatory
information and maintaining clarity and accessibility. In particular, presenting comprehensive information
without overwhelming users may be difficult. While the guideline highlights the potential of a CIP to enhance
citizens’ awareness, trust, and engagement, there is also a risk of the opposite effect. For example, if visitors
encounter a large number of data access requests or complex information they did not expect, this could lead to
confusion or even mistrust rather than increased confidence. Additionally, several paragraphs indicate that
contact information should be provided (e.g. on page 13: contact details of the data user and the HDAB). This
enables citizens to contact the HDAB or data user. It is important to ensure that citizens receive a timely and
accurate response. While HDABs may be well-prepared to handle such inquiries, this may be more challenging
for data users, for whom responding to questions from citizens could be new, complex, or unexpected. This
raises the question of how to ensure that data users are adequately equipped to respond in a timely and correct
manner. If citizens’ questions are not answered (or not answered correctly), this could undermine trust in the
secondary use of data. Providing guidance on this issue would be beneficial—for example, by creating
awareness amongst data users that their contact details will be made publicly and that they might receive
questions, by clarifying responsibilities, offering support mechanisms, or setting minimum expectations
regarding follow-up on citizens questions.

Guideline content, implementa�on feasibility

19. To what extent does the guideline provide a helpful and feasible interpreta�on of
Ar�cle 58 of the EHDS Regula�on? *

3

20. Do the implementa�on considera�ons in the document reflect the purpose of CIPs to
provide easily accessible informa�on about secondary use of health data to ci�zens? *

Yes

What changes or addi�ons would help? Max. 5000 characters.

No answers



21. Does the guideline sufficiently account for accessibility for a diverse audience? *

No

What changes or addi�ons would help? Max. 5000 characters.

No. The guideline does men�on a user-centred design approach, validated through tes�ng with real 
users, and provide guided pathways to support ci�zens with limited digital skills. This is posi�ve. It 
could be highlighted that the CIP should be tested with a representa�ve group (reflec�ve of society, 
including people with low literacy, low health literacy, language varia�on and disabili�es) to prevent 
the CIP is only tested with, for example, higher educated ci�zens with backgroud knowlegde of 
health and research. Furthermore, the CIP should not only provide human-readable pages but also 
machine-readable formats, such as JSON, CSV export or an API, to support a diverse audience 
(including pa�ent organisa�ons and watchdogs) in enabling oversight, facilitate research and cross-
border aggrega�on. Addi�onally, HDABs should keep internal audit logs showing who changed CIP 
content, when, based on which source decision. Lastly, every data access request, permit, dataset, 
data user, data holder and result should have stable public iden�fiers and persistent URLs, so 
entries can be cited, monitored and revisited over �me.

22. Are there any legal issues that remain unclear or unresolved in the current version of
the guideline? *

No

23. Are there any ethical issues that remain unclear or unresolved in the current version of
the guideline? *

Yes – Please explain
From consultations with the public (including patients) it became clear that information should not only cover
the benefits and positive results of data use, but should also cover the risks, topics that might be considered
sensitive (e.g., commercial companies as data user) and the limitations on the right to opt-out. Showing the
complete picture and indicating how risks are mitigated fosters trust. Furthermore, the guideline mentions the
use of AI to translate information. Could the guideline provide more guidance about the use of AI for other
purposes than translation, i.e. to collect, summarize or distribute information? Lastly, the guideline should
include information on misuse or security issues of the CIP: threat modelling for scraping, inference attacks,
linkage risks, accidental publication of protected information, trade secret redaction and misuse of published
contact details.



24. Are there any procedural issues that remain unclear or unresolved in the
current version of the guideline? *

Yes – Please explain
Clarification would also be appreciated on how to approach international data use. In particular, should the
information provided be harmonised across Member States (i.e. consistent and identical information about the
data use in all countries), or is it acceptable for Member States to apply different approaches and formats when
providing information in response to the same request? Greater guidance on this point would support
consistency and legal certainty in cross-border contexts. Additionally, the guideline mentions that significant
findings are covered in other guidelines. However, how to feedback significant findings to citizens was not
covered in the guideline for HDAB’s on implementing the obligation of notifying the natural person on a
significant finding (which was consulted in the previous wave), nor does it seemed to be explained in the
guideline for data users on handling research outcomes (which is currently under consultation). More guidance
on communicating significant findings to citizens would be helpful.

25. What kind of support would be most helpful for an HDAB to set up a ci�zen
informa�on point according to this guideline? *
Please select all that apply.

Templates (e.g. for dashboards or text passages)
More examples in the guideline

Other: (please specify)
Annex 5 describes several existing portals. These portals could form an example of how a portal could be
structured. Currently, if we read it correctly, we can not see exactly which portals are described, except for the
portal in footnote 13. Would it be possible to provide links to more portals? We think it would help to have several
examples.

What is an informa�on point



26. How well does the guideline support your understanding of ci�zen informa�on
points? *
Please rate on a scale of 1 to 4, where 1 means “not at all” and 4 means “to a large extent”.

1 2 3 4 not applicable

Clarity of defini�on

Relevance of examples

Usefulness of implementa�on
guidance

Op�onal comment or examples:
Max. 5000 characters.

More extensive examples would be helpful.

What informa�on should be provided?



27. How well does the guideline support your understanding of what
informa�on should be provided? *
Please rate on a scale of 1 to 4, where 1 means “not at all” and 4 means “to a large extent”.

1 2 3 4 not applicable

Clarity of defini�on

Relevance of examples

Usefulness of implementa�on
guidance

Op�onal comment or examples:
Max. 5000 characters.

Example paragraphs about common topics (e.g. the legal bases, common safeguards, et cetera) 
would be very helpful. Regarding the lay summaries of research results, a workflow could be 
defined, including reminders to data users, valida�on by the HDAB (on completeness, plain-
language quality, consistency with the permit, absence of misleading claims and absence of re-
iden�fica�on risk), publica�on, persistent links and archival. Addi�onally, on page 13, it is 
men�oned that inclusiveness requires non-electronic possibili�es, more informa�on on what this 
could look like would be useful. Lastly, the guideline men�ons the rela�on to informa�on about 
secondary use outside the EHDS scope, which is important. We want to stress that if only EHDS 
applica�ons are visible, but other forms of secondary use remain out of scope in the CIP, a false 
sense of transparency arises.

How should the informa�on be provided?



28. How well does the guideline support your understanding of how informa�on should
be provided? *



Please rate on a scale of 1 to 4, where 1 means “not at all” and 4 means “to a large extent”.

1 2 3 4 not applicable

Clarity of sec�on

Relevance of examples

Usefulness of implementa�on
guidance

Op�onal comment or examples:
Max. 5000 characters.

Examples of poten�al dashboard layouts and links to exis�ng portals would be very helpful. 
Furthermore, the guideline men�ons that the informa�on is understandable by readers with 
different knowledge and capacity, which we fully support. Although ‘layers’ are men�oned on page 
20, it would be good to explicitly add that a layered informa�on structure might be beneficial, with 
an easy to understand top layer, but more detailed or complex informa�on (with hyperlinks to the 
EHDS legisla�on itself) in a deeper layer, to ensure that there is sufficient informa�on for ci�zens 
who want to read the details. The guideline men�ons two interfaces, one for ci�zens and one for 
professionals. However, separate interfaces can create inconsistent informa�on; duplicated 
maintenance; uncertainty about which interface someone should use; a risk that ci�zens are only 
shown simplified informa�on; and a false assump�on that professionals always need detail and 
ci�zens never do. The Pa�ent and Public Advisory Commi�ee recommends one coherent Ci�zen 
Informa�on Point, built on a unified backend and shared source informa�on, with layered content, 
filter and search func�onali�es, summaries, expandable detail and downloadable documents. 
Search and filter func�onali�es should support what ci�zens and oversight actors need, such as 
disease area, data user type, country, dataset category, purpose, commercial or non-commercial 
actor, project status, publica�on date and whether results are available. 

Page 18 says ‘As discussed in chapter 3, the informa�on required under Ar�cle 58 could be 
presented alongside the informa�on and documents published under Ar�cle 57(1).’ Some examples 
are given (‘links for each data access applica�on and corresponding data permit’). The sentence 
refers to chapter 3, but in chapter 3, we only read ‘The CIP forms part of the elements to be 
published by the HDAB under Ar�cle 57(1)(j)(vi) of the EHDS regula�on (see chapter 4).’ Ar�cle 
57(1)(j)(vi) relates back to ar�cle 58. Therefore, we suggest leaving out the reference to chapter 3 
from the sentence on page 18.   

On page 18, in the paragraph on structure, there is some informa�on that does not relate to 
structure (e.g. the informa�on where the CIP should be transparent about). We suggest moving this 
content to the paragraph on what informa�on should be given, in order to make sure that the 
paragraph about structure is truly about structure and not about the content.    

Minor detail: on page 20, in the first sentence, the word ‘of’ is misspelled as ‘og’.

When should the informa�on be provided?



29. How well does the guideline support your understanding of when informa�on should
be provided? *
Please rate on a scale of 1 to 4, where 1 means “not at all” and 4 means “to a large extent”.

1 2 3 4 not applicable

Clarity of �meline

Relevance of examples

Usefulness of implementa�on
guidance

Op�onal comment or examples:
Max. 5000 characters.

It would be helpful if the guideline could further clarify what is meant by “without undue delay.” We 
recognise that this concept may vary across Member States; however, providing at least an 
indica�ve �meframe or general boundaries—par�cularly outlining situa�ons that would clearly not 
qualify as “without undue delay”—would greatly enhance consistency and prac�cal applicability. 

Minor detail: on page 22, the EHDS is misspelled as ‘EEDS'.


