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Guideline for Health Data Access Bodies on the procedures and formats for data access

[bookmark: _Hlk192758971]			
Your data request (application ID/number; date when applied)

Decision on generating and disclosing aggregated statistical data
1    ISSUING AUTHORITY
Name of the HDAB
HDAB Contact details; e.g. a general help desk e-mail address
Signature
         2    HEALTH DATA USER / HEALTH DATA APPLICANT, in case of decision refusal
Type of user: Legal person OR natural person
Name (specify the organisation/consortium name or the natural person's full name)
(if legal person): Representative’s full name and position (and affiliation, if different from the previous line)
(if scientific research): Principal investigator; name and affiliation 
      3    REFERENCE 
Project title
Approval reference number / diary number 
· Only this approval
· The HDAB can follow their internal coding system for formulating this number. If such coding system does not exist, it is suggested the reference number should include sequential numbering, the year of submission and the HDAB’s country code
Data request reference number
      4    SUBJECT
The health data user/health data applicant (applicant in case of refusal decision) has applied to the HDAB name for an approval to obtain a response for the project name pursuant to Article 69 of Regulation (EU) 2025/327 of the European Parliament and of the Council on the European Health Data Space (hereinafter EHDS). 
      5   DECISION
If the request is approved: Under the EHDS, HDAB name approves/partially approves the health data user’s data request to obtain the data referred to in this decision, pursuant to EHDS Article 69. The approval is granted for the project described in the application.  The HDAB considers the requirements set out in EHDS article 69(2) to be fulfilled and the risks referred to in article 68(2) to be sufficiently mitigated. In addition, the requested data are necessary, adequate and proportionate for the purposes described in the health data request.
If the request is approved only partially: List further details, which aspects are not granted?
If the request is refused: Under the EHDS, HDAB name refuses the applicant the approval to obtain the applied response. Justify reasons for refusal. 	Comment by Rosa Juuti: Totta, tässä ei ole muita optioita. Tietoluvassa optio b oli se, että tämä tehdäänkin tietopyyntönä ja siksi tämä hakemus hylätään. Poistetaan!	Comment by Sonja Saloranta West: onko muita optioita?
If the request is approved: 
Description of what is decided: 
· the purpose of use of the study
· the scope of the collected data
If trade secrets / IPR right topics need to be considered:
Any trade secrets disclosed as part of the data request process will be handled confidentially and not shared beyond the HDAB name or authorised SPE’s name personnel. HDAB name commits to comply with Directive (EU) 2016/943 on the protection of trade secrets.
Obtaining aggregated data under this approval does not transfer ownership of any intellectual property.
The data user may develop intellectual property (e.g., algorithms, research findings) based on the data, but must acknowledge the EHDS framework and comply with transparency obligations.
+ add description of specific measures in place for this specific permit
If the mechanism for exception from the right to opt out is used: Pursuant to EHDS Article 71 (4) and the applicable national legislation requirements being met, (specify which) data will be made available to the health data user. Describe here a) the reason for this decision and b) the specific and suitable measures for protecting the fundamental rights and personal data of natural persons as per the applicable national legislation.
If the data are to be combined with those from other country/countries: Description of what data and from which country. If something has been agreed with the other country’s/countries’ HDAB, elaborate here.
If mutual recognition of another country’s HDAB’s approval has been done: The data request approval XXX issued by name of the other HDAB has been recognised by name of the HDAB granting this permit.
      6   JUSTIFICATIONS FOR THE DECISION
6.1 HDAB’s (name) competence
Justify why the HDAB is competent to grant the approval: reference(s) to EHDS and/or national legislation
If a trusted data holder has assessed the application and has provided a proposal for the decision:  trusted data holder name has been designated as a trusted health data holder pursuant to Article 72(2) EHDS by decision reference.
Pursuant to EHDS article 72(4), HDAB name has forwarded the application to trusted data holder name for assessment on date. The trusted data holder name has provided its assessment and proposal for decision for the HDAB name on date. 
6.2 Description of the purpose of use
HDAB name grants the health data user the right to obtain statistical aggregated data for the following purpose(s), pursuant to EHDS Article 53 (1) [tick the relevant one(s) below]:
|_| the public interest in the areas of public or occupational health
|_| policy-making and regulatory activities
|_| statistics
|_| education or teaching activities in health or care sectors
|_| scientific research related to health or care sectors
|_| improvement of the delivery of care, of the optimisation of treatment and of the    
        provision of healthcare

Health data user’s justifications for the selected purpose(s) of use as provided in the application
Detailed description of the of the purpose for which the data are made available.
The scope and objectives of the project have been verified to be in line with the EHDS Regulation. 
6.4 Data to be disclosed on the basis of the data request approval
Data Source: Identify the data holder(s) or repository/repositories.
Specify the data from which the statistical aggregated data will be compiled from. 
The data request concerns the data described in more detail in Appendix X and the aggregated statistical data described in Appendix Y.
6.5 Preparing and disclosing of the data
If the HDAB is responsible for pre-processing and producing the anonymous statistical data: HDAB name combines, prepares and produces anonymous aggregated statistical data according to the decision on the tabulation plan.
The aggregated statistical data described in this data request approval will be generated once/quarterly/annually [describe the generation schedule here]. Recurring extractions are carried out on the separate order of the recipient of the decision.
If a trusted data holder has assessed the application and has provided a proposal for the decision: Pursuant to EHDS article 72(6), the trusted data holder name is responsible for the preparation and producing anonymous aggregated statistical data.  

      7   DECISION FEES AND DATA PROCESSING FEES
Fees:
Provide fees in the national currency of the HDAB country.
· Decision Fee: (e.g., administrative costs for reviewing and issuing the permit). Note that this may been already paid at the time of submitting the application.

· Data Preparation Fee: € XX (e.g., anonymisation, pseudonymisation, data linkage or variable selection).

· Additional Services (if applicable): 
· technical support, additional data modifications, or variable updates.

· Fees imposed by the data holders (e.g. extraction fees)

Payment Terms: indicate payment deadlines, invoicing processes, and consequences for late payments.

Waivers or Discounts: Indicate if certain entities (e.g., non-profits, public research bodies) may qualify for reduced or waived fees.

      8    APPLICABLE LEGISLATION
List of applicable legislation, with possibility to add national legislation as well
      9   REDRESS MECHANISMS
Further information on claim right
      10   APPENDICES
List of appendices; e.g. template for general conditions, with possibility to add national / additional conditions
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