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Section 0. Instructions for completion
Purpose of this document

This Onboarding Pack is the pre-contractual due diligence questionnaire that each Health Data
Holder participating in the UNICA project (Grant Agreement n. 101218966, EU4Health
2021-2027) is requested to complete before signing the bilateral Data Processing Agreement. Its
function is threefold: (i) to profile the Data Holder and the dataset(s) it intends to make available to
UNICA,; (ii) to verify ex ante the existence of an adequate ethical and consent framework, of a
lawful basis under articles 6 and 9 of Regulation (EU) 2016/679 (GDPR), and of a sufficient
technical baseline for the local federated node; (iii) to identify the regulatory specificities of the
Data Holder's jurisdiction and to activate, where appropriate, the ad hoc regime for the Ukrainian
partner CCCH described in document UNICA_UkrainianAnnex CCCH.

The information collected through this Pack feeds directly into the bilateral DPA UNICA, into the
EUCAIM Data Transfer Agreement and Data Sharing Agreement, into the Ethics Committee
submission package and into the IT Security baseline review. It is therefore essential that the
answers be accurate, complete and signed by the Holder's legal representative.

How to fill in the Pack

The Pack is provided as an editable .docx file with form-style tables. Where a free-text answer is
required, type directly into the empty cell or replace the placeholder grey text. Where a choice is
required between alternatives, mark the relevant box with an X. Where evidence documents must be
attached, list them at the end of the relevant section and submit them as separate files together with
the completed Pack.

If a question is not applicable to the Data Holder, please write "N/A" and provide a one-line
justification. Do not delete sections.

Deadline and submission

The completed Pack must be returned to SAPG (legal counsel of the Coordinator DATRIX S.p.A.)
by the end of project month 2 (M2). This deadline leaves the Coordinator and SAPG sufficient time
during M3 to review the Pack, raise follow-up questions and prepare the bilateral DPA, in view of
the signature window during M4 and M5 and of the milestone MS2 at M18 set by the Grant
Agreement.

Submission shall be made by certified electronic mail (PEC, where applicable) and by upload to the
dedicated UNICA SharePoint folder shared by the Coordinator. The signed PDF of Section 8 shall
be uploaded together with the editable .docx version.

Confidentiality

The information provided in this Pack will be treated as project-confidential under Section 10 of the
UNICA Consortium Agreement and will be accessed exclusively by the Coordinator, by SAPG and
by the technical providers POLIMI and UPV insofar as strictly needed for the negotiation of the
bilateral agreements. Personal data of the contact persons mentioned in this Pack are processed by
the Coordinator under the UNICA Joint Controller Agreement (DATRIX, POLIMI, UPV) for the

management of the consortium.

GA EU4Health 101218966 | Page 4 of 43 | Prepared by SAPG



UNICA

Data Holder Onboarding Pack - RV

Section 1. Identity of the Data Holder

Please complete every field. Where the same person fills more than one role, please write "see
above" and indicate the role.
1.1 Legal entity

Legal name [ Insert full legal name |

Short name [ Insert acronym used within UNICA ]

Country / jurisdiction [ Member State or Associated Country |
Registered office [ Address |

VAT / Tax ID [ Insert |

PIC code [ Insert 9-digit Participant Identification Code |
UNICA partner number [ As per CA UNICA Section 1 |

Type of organisation [ Hospital / Research institute / Other - specify |
Web site [ URL]

1.2 Legal Representative

Name and surname [ Insert |

Role / title [ e.g. Chief Executive Olfficer, General Director |
Institutional email [ Insert |

Phone (incl. country code) [ Insert |

Power of representation [ Reference to statute / by-laws / specific delegation |

1.3 Data Protection Officer

Name and surname [ Insert |
Internal or external [ Internal employee / External professional / Service provider]
Institutional email [ Insert |
Phone [ Insert |

. . . [ Reference to designation act / ID with national supervisory
Designation evidence
authority where applicable |
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Notification to supervisory
' [ Yes - reference / No - explain |
authority

1.4 Operational contact for UNICA WP2 / WP3

Name and surname [ Insert |

Role [ e.g. Clinical Lead, IT Lead, Project Manager |
Institutional email [ Insert |

Phone [ Insert |

Languages [ EN mandatory; specify additional |
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Section 2. Local regulatory environment

This section captures the Member State or Associated Country specificities that determine how

personal data, and in particular health data, can be processed by the Data Holder for secondary use
in the UNICA federation and, downstream, in the EUCAIM Central Hub. Please refer to the country
fact sheet in Annex A relevant to your jurisdiction and complete the questions below in coherence

with it.

2.1 Applicable national framework

Country

[ Italy / Spain / Germany / Greece / Lithuania / Poland /
Portugal / Slovenia / Ukraine |

National data protection law

[ Cite full title and year, e.g. d.lgs. 196/2003 as amended by
dlgs. 101/2018 ]

National derogation under art.

9(4) GDPR

[ Article reference and brief description |

Sectoral health data legislation

[ Cite ]

Competent supervisory

authority (DPA)

[ Name and contact |

Sectoral regulators relevant to

imaging research
2.2 Existing ethical framework

Local Ethics Committee / IRB

[ Cite ]

[ Name, address, web site |

Standard timeline for IRB

approval

[ Weeks / months |

Pre-existing approvals covering

UNICA -relevant datasets

[ List with reference numbers |

Standing biobank or imaging

registry

[ Yes - name / No |

2.3 Trusted Health Data Holder status (EHDS)

Article 72 of Regulation (EU) 2025/327 (European Health Data Space, EHDS) introduces a
simplified procedure for entities recognised as Trusted Health Data Holders. Indicate below whether

your institution holds such status or has applied for it, and provide the reference.
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Trusted Health Data Holder

[ Yes - reference / Application pending / No |
status (art. 72 EHDS)

National Health Data Access
_ [ Reference where applicable |
Body interface
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Section 3. Dataset(s) declared

This section is the most critical for the legal and technical design of the UNICA federation. Please
complete one full sub-table for each dataset that the Holder intends to make available to the UNICA
pilots. If more than one dataset is declared, duplicate the sub-table below as many times as needed.
3.1 Dataset description

Dataset code (internal) [ Insert |

Imaging modality [ CT/ MRI / Mammography / PET-CT / Ultrasound / Other |
Disease area / oncology focus [ e.g. breast cancer, prostate cancer, paediatric oncology |
Estimated cohort size [ Number of patients / studies |

Acquisition time window [ Start year - End year |

Study/series identifiers format [ DICOM UID / Accession number / Other |

Linked clinical data [ Pathology / Treatment / Outcome / None - specify |

3.2 Identifiability assessment

Please indicate the level of identifiability of the data at the moment of release to the UNICA
federated infrastructure (DATRIX, POLIMI, UPV). Reference must be made to Recital 26 GDPR
and to EDPB Guidelines 05/2014 on anonymisation techniques. Note that DICOM headers,

free-text radiology reports and rare-disease cohorts present specific re-identification risks that must
be addressed.
Identifiability level (mark with X):

[1 Identified / directly identifiable data

[ Pseudonymised data with key held by the Holder

[1 Pseudonymised data with key held by a Trusted Third Party (specify)

[J Anonymised data within the meaning of Recital 26 GDPR (please attach re-identification risk
assessment per EDPB Guidelines 05/2014)

3.3 Lawful basis

[ a) Consent / e) Public interest / f) Legitimate interest / Other
- specify |

Lawful basis under art. 6 GDPR

) [ a) Explicit consent / h) Health care /i) Public interest in
Lawful basis under art. 9 GDPR

public health / j) Scientific research with art. 89 safeguards |
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National derogation invoked

(art. 9(4) GDPR)

[ Citation |

Reference to compatibility test

ex art. 6(4) GDPR

[ Description and conclusion |

Reference to Article 89 GDPR

safeguards

[ Pseudonymisation / Data minimisation / Functional

separation / Other |

3.4 Coverage of the existing patient consent

Please confirm whether the patient information notice and the consent form already used by the

Holder cover the three branches of the UNICA data flow. If coverage is partial, please describe the

gap and the proposed remediation (e.g. addendum, re-consent, reliance on a different lawful basis).

Leg of the flow

Coverage

Notes / gap

(a) FAIRification by DATRIX,
POLIMI, UPV (potentially
identifiable data)

[ Full / Partial / None |

[ Insert |

(b) Federated Al pilot training (data

stays at the Holder, only model

updates leave)

[ Full / Partial / None ]

[ Insert |

(c) Pseudonymous or anonymous
push to EUCAIM Central Hub
(HULAFE)

[ Full / Partial / None ]

3.5 Anonymisation and minimisation methodology

[ Insert |

Please describe the methodology applied to limit identifiability before transmission outside the

Holder's premises (DICOM tag scrubbing, defacing of head imaging where relevant, redaction of

free-text reports, k-anonymity, l-diversity, suppression of rare cells). Reference must be made to
EDPB Guidelines 05/2014 and to EUCAIM deliverables D5.1, D5.2 and D5 .4.

Tool / pipeline used

[ Name and version |

DICOM de-identification

standard

[ DICOM PS 3.15 Confidentiality Profile / Other - specify |

Re-identification risk

assessment performed

[ Yes - attach / No - justify |
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Data minimisation statement [ Free text |
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Section 4. Local IT readiness for federation

The federated architecture of UNICA and EUCAIM requires that personal data, and in particular
special categories of data under art. 9 GDPR, remain within the perimeter of the Holder for the Al
pilot leg, with only model parameters or aggregate outputs leaving the local node. The Holder must
therefore ensure that the local node provides an adequate level of security in line with art. 32
GDPR, with art. 73 of the EHDS Regulation on secure processing environments and with the
technical baseline detailed in document UNICA _ITSecurityGuidelines.

4.1 Federated node deployment

Status of node deployment [ Not started / In progress / Completed |

Hosting environment [ On-premises / Private cloud / Hybrid |

Operating system and key
[ Insert |
components

Network segregation from
o [ Yes - describe / No - justify |
clinical systems

4.2 Tier compliance declaration

Indicate the EUCAIM tier under which the Holder intends to participate, in accordance with
EUCAIM D4.4 Section 4.1 (Tier 1, Tier 2, Tier 3) and EUCAIM D5.11 Section 2 (only Tier 2 and
Tier 3 are described as local nodes for data sharing in EUCAIM D5.11). Indicate also the optional

A+ (annotations-enriched) and C+ (clinical-data-enriched) qualifiers, if applicable.

[tem Selection / Reference

Tier under which the Holder intends to [ Tier 1 / Tier 2 / Tier 3 |
participate (EUCAIM D4.4 Section 4.1)
A+ qualifier (annotations-enriched, EUCAIM | Yes/No/N/A]
D4.4 Section 4.1.1)
C+ qualifier (extended clinical data, EUCAIM | Yes/No/N/A ]
D4.4 Section 4.1.3)

Reference Node transfer expected (any Tier) [ Yes / No - explain ]

4.3 Hardware baseline (EUCAIM D5.11)

The Holder confirms that the hardware of the local federated node satisfies, or will satisfy by the
M6 milestone, the minimum requirements set out in EUCAIM D5.11 Section 2.1 (Hardware
Requirements) and the storage requirements set out in EUCAIM D5.11 Section 2.2 (Storage
Requirements). For the purposes of this Pack, fill in the table relevant to the declared Tier. If both
Tier 2 and Tier 3 are declared, fill in both.
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Tier 2 hardware (EUCAIM D5.11 Table 1):

Component Minimum (EUCAIM) Holder declared
CPU 8 Cores / 16 Threads, 2.5 GHz || Insert ]
or higher
RAM 32 GB ECC [ Insert ]
Power Supply Sized for the selected CPU and || Insert ]

form factor of the Node

Tier 3 hardware (EUCAIM D5.11 Table 2):

Component Minimum (EUCAIM) Holder declared

CPU 16 Cores / 32 Threads, 2.5 GHz |[ Insert ]
or higher

RAM 64 GB ECC [ Insert |

GPU More than 150 Tensor Cores; 16 [ Insert: model and quantity ]
GB VRAM

Power Supply Sized for CPU, form factor and |[ Insert ]

one or more GPUs

Storage (EUCAIM D5.11 Table 3):

Component Minimum (EUCAIM) Holder declared
Operating System Drive 240 GB SSD [ Insert ]
Data Storage Twice the dataset size, HDD or |[ Insert ]
SAS Drives
RAID Configuration RAID 5 [ Insert ]
Spare Drives One times the dataset size [ Insert ]

4.4 Network baseline (EUCAIM D4.4 Section 4.3.2 and D5.11 Section 2.3)

The Holder confirms that the network connectivity of the local node satisfies the minimum
requirements set out in EUCAIM D4.4 Section 4.3.2 (Setup of Local Nodes for data sharing) and in
EUCAIM D5.11 Section 2.3 (Network Requirements), and that the firewall and network policy

exceptions listed below are or will be in place by the M6 milestone.

Network requirement (EUCAIM) Status at the Holder

Symmetric internet connectivity at least 200 [ In place / In progress / Not yet |
Mbps upload and 200 Mbps download
(EUCAIM D5.11 Section 2.3)
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Firewall whitelist on https://github.com (access |[ In place / In progress / Not yet |
to EUCAIM code projects)

Firewall whitelist on https://docker.verbis.dkfz.de|[ In place / In progress / Not yet ]
(access to pre-built Docker images for the Beam

broker)

Firewall whitelist on [ In place / In progress / Not yet |
https://broker.eucaim.cancerimage.eu (access to
the EUCAIM federation broker, EUCAIM D4 .4
Section 4.3.2)

Network segregation of the federated node from | Yes - describe / No - justify ]

the clinical production systems

Use of research and education backbone where |[ Yes/No/N/A |
available (e.g. GARR, GEANT) for international

peering

4.5 Software stack readiness (EUCAIM DS5.11 Sections 4 to 8)

The Holder confirms availability or commitment to install the software stack required by EUCAIM
D5.11 Sections 4 (Initial Configuration), 6 (Federated Searching), 7 (Federated Processing), 8
(Local EUCAIM Data Tools), in accordance with the declared Tier.

Software component (EUCAIM)[Required for Tier Status at the Holder

Linux Long Term Support All [ Insert version / Not yet |
distribution (EUCAIM D5.11
Section 3.3)

Docker engine and Docker All [ Insert version / Not yet |
compose (EUCAIM D5.11
Section 4.1.1)

Authentication via Life Sciences |All [ Federated / Not yet ]
AAI (LS Login)
EUCAIM Mediator service Tier 2 and Tier 3 [ Installed / Not yet ]

(Beam broker, Samply Beam,

Focus, Lens)

Data Materializer Tool Tier 3 [ Installed / Not yet / N/A ]
(EUCAIM D4.4 Section 4.1.3)

GA EU4Health 101218966 | Page 14 of 43 | Prepared by SAPG



UNICA

Data Holder Onboarding Pack - RV

DICOM anonymisation pipeline |All transferring data to [ In place / Not yet ]
(CTP Anonymizer profile, Reference Nodes
EUCAIM D5.4)

4.6 Technical and organisational measures (TOMs)

Indicate which controls are already in place. The detailed baseline is set out in document
UNICA _ITSecurityGuidelines, aligned to Appendix II of the EUCAIM DTA / DSA and to art. 73
EHDS.

Encryption at rest (AES-256 or equivalent)

Encryption in transit (TLS 1.2 or higher)

Role-based access control with least-privilege principle
Multi-factor authentication for privileged access
Centralised logging with tamper-evident storage
Regular vulnerability scanning and patch management
Periodic backup and tested restore procedure

Incident response and breach notification procedure

O 0O00doogodgd

Secure development lifecycle for any custom component

4.7 Logging and audit

Retention period for security
[ Months / years |
logs

Audit trail of data exports [ Yes / No - explain |

Access to logs by SAPG /

[ Yes / No - condition |
DATRIX upon request

4.8 Breach notification

Pursuant to articles 33 and 34 GDPR, the Holder shall notify any personal data breach to its
competent supervisory authority within 72 hours and, where applicable, to the data subjects.
Pursuant to the bilateral DPA, the Holder shall also notify SAPG and DATRIX without undue delay
and at the latest within 24 hours of becoming aware of the breach.

Internal procedure in place [ Yes - reference / No - to be drafted |

Single point of contact for
o [ Email and phone |
breach communication

Last drill or test executed [ Date ]

4.9 Documentary evidence (EUCAIM D4.4 Section 4.4.1.1)
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In accordance with EUCAIM D4.4 Section 4.4.1.1 "Documentary requirements" and "Additional

requirements", the Holder shall make available to the Coordinator and to SAPG, before the

signature of the bilateral DPA and before any data is transferred or made accessible to UNICA or to

EUCAIM, the documentary evidence listed in the table below. Items marked as mandatory for Tier

3 are required if the Holder declares Tier 3 in Section 4.2 above.

Documentary requirement

(EUCAIM D4.4 Section 4.4.1.1)

Mandatory for

Holder status

(a) Legal representation:
certification and identification of]
the persons who can legally bind
the entity (e.g. Power of

administration)

All Tiers

[ Provided - reference / Pending

]

(b) Evidence of the lawful origin
of the data and existence of a
lawful basis for the processing
under Articles 6 and 9.2 GDPR

and national law

All Tiers

[ Provided / Pending ]

(c) Evidence of a legally valid
controller decision allowing the
integration into the EUCAIM
scheme by providing data

All Tiers

[ Provided / Pending ]

(d) Data Protection Impact
Assessment report or summary
signed by the Data Protection
Officer (Article 35 GDPR)

Mandatory for Tier 3,

recommended for all Tiers

[ Provided / Not legally required
/ Pending |

(e) Risk assessments,
independent audits, membership
of codes of conduct or
certification schemes or

equivalent documentation

All Tiers

[ Provided - list / Pending ]

(f) Report issued by the DPO

regarding the awareness and the

All Tiers

[ Provided / Pending ]
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lawfulness of the adhesion to the

EUCAIM scheme

(g) Express list of national
restrictions on the use of the
dataset, in particular:
prohibitions on commercial use
of the data; restrictions due to
intellectual property rights;
restrictions on use depending on
the conditions of the expression

of consent by the data subject

All Tiers

[ List provided / No restrictions /

Pending |

(h) Report of the Chief Security
Officer and/or ISO/IEC 27001

security certification

Mandatory for Tier 3

[ Provided / Not applicable /
Pending ]

(i) For anonymised data:
evidence of the conditions for
anonymisation including legal
basis, transparency expectations
and risk analysis ex Recital 26
GDPR + arts. 24, 32, 35
(EUCAIM D4.4 Section
4.4.1.1.B)

[f anonymised data are declared

in Section 3.2

[ Provided / N/A ]

(j) For pseudonymised data:
evidence of consent regime
under national law (consent
exemption, broad consent,
procedure for new processing
activities approved by the
EUCAIM Data Access
Committee, EUCAIM D4.4
Section 4.4.1.1.C)

[f pseudonymised data are

declared in Section 3.2

[ Provided / N/A ]

4.10 EUCAIM DPO and Legal Advisor Statement

Alongside the Onboarding Pack and the documentary evidence under Section 4.9, the Holder shall

submit the EUCAIM DPO and Legal Advisor Statement signed by its Data Protection Officer or
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external legal counsel, on the official EUCAIM template available in this repository as

02 EUCAIM_Framework Documents/EUCAIM_ DPO LegalAdvisor Statement template.docx.

The Statement confirms the lawfulness of the Holder adhesion to EUCAIM and maps any national

restriction (commercial use, intellectual property rights, consent conditions). The Statement is

required by EUCAIM D4.4 Section 4.4.1.1, point

(f) of the Documentary requirements.

[tem

Holder status

EUCAIM DPO and Legal Advisor Statement

signed and submitted

[ Submitted - date / Pending ]

Identity and qualification of the signatory (DPO /

external legal counsel / Data Protection Lawyer)

[ Insert |

National restrictions mapped in the Statement

(cross-reference to Section 4.9 row (g))

[ Insert reference |

Statement validity period (until next material

change in national law or in the dataset)

[ Insert period ]
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Section 5. Patient information and consent

Please attach the patient information notice and the consent form currently in use for research
projects in your institution (or the specific ones used for the dataset declared in Section 3, if
different). The UNICA PatientConsentFormReview template provides a structured grid for SAPG
to assess the coverage of those documents against the three branches of the UNICA flow described
in Section 3.4.

5.1 Patient information notice

Title and version [ Insert |
Languages available [ List ]
Last review by Ethics

[ Date |
Committee / DPO
Reference to UNICA /

[ Yes - quote / No - to be added |
EUCAIM secondary use

5.2 Consent form

Granular consent options [ Yes / No - describe |

Possibility to withdraw at any
) [ Yes - describe / No - explain |
time

Reference to Al pilot training [ Yes - quote / No - to be added ]

Reference to onward sharing

[ Yes - quote / No - to be added |
with EUCAIM

5.3 Opt-out and exercise of data subject rights
Article 71 of the EHDS Regulation introduces a Member State level opt-out mechanism for

secondary use of electronic health data. Please describe how this opt-out interacts with the existing
consent or alternative lawful basis at your institution and how data subject rights under articles 15
to 22 GDPR can be exercised in the context of UNICA.

EHDS art. 71 opt-out
implementation in your [ National rules and operational procedure |

jurisdiction

Channel for data subject
[ Insert |
requests

Maximum response time [ One month / extended - justification |
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Coordination with UNICA on
. [ Yes - point of contact / No - explain |
data subject requests
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Section 6. Ethics committee

Please describe the status of the submission to the local Ethics Committee or Institutional Review
Board for the participation in UNICA. The UNICA _EthicsCommitteeSubmission template provides
a draft package that can be adapted to the specificities of each Member State and to the local IRB
requirements.

6.1 Submission status

[ Not yet submitted / Submitted - date / Approved - date /

Status
Conditional approval / Rejected |
IRB / Ethics Committee
[ Insert |
reference number
Expected approval date (if
P ) PP [ Insert |
pending)
Documents already approved
covering UNICA-relevant [ List ]

activities

6.2 Conditions and follow-up

If the IRB approval is conditional, list the conditions imposed and the actions taken or planned. If
approval is not yet granted, indicate the milestones expected before M5 (target window for the
signature of the bilateral DPA).

Conditions imposed [ Free text |

Actions completed [ Free text |

Actions pending with deadline [ Free text |
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Section 7. Sub-processors and cross-border flows

Pursuant to article 28(2) and (4) GDPR, the Holder shall inform DATRIX as Coordinator and shall
obtain general or specific authorisation before engaging any sub-processor in the context of
UNICA. This section serves to map the existing landscape and to anticipate the negotiation of the

relevant clauses in the DPA.

7.1 Sub-processors of the Holder relevant to UNICA

Sub-processor

Country of

establishment

Service performed

Lawful basis for
transfer (if

outside EEA)

[ Name ]

[ Country |

[ Description |

[SCC 2021/914
/ Adequacy /
Other ]

[ Name ]

[ Country |

[ Description |

[SCC 2021/914
/ Adequacy /
Other ]

[ Name |

[ Country |

[ Description |

[SCC 2021/914
/ Adequacy /
Other |

[ Name |

7.2 Cross-border flows

Indicate any flow of personal data outside the European Economic Area in connection with the
UNICA datasets. The Coordinator and SAPG will assess whether supplementary measures are
required pursuant to the EDPB Recommendations 01/2020 (Schrems II) and whether the Standard

[ Country |

[ Description |

Contractual Clauses set out in Decision (EU) 2021/914 are sufficient.

Anticipated transfers outside

EEA

[ Yes - describe / No |

[SCC 2021/914
/ Adequacy /
Other |

Transfer mechanism

specify |

[ Adequacy / SCC C2C /SCC C2P / BCR / Derogation -

Transfer impact assessment

performed

[ Yes - reference / No - timeline |
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7.3 Ukrainian regime (CCCH only)

This sub-section is to be completed only by the UTILITY NON-PROFIT ENTERPRISE
IVANO-FRANKIVSK CENTRAL CITY CLINICAL HOSPITAL (CCCH, partner n. 15 of the
UNICA Consortium, PIC 888304176, registered office at 114 HETMAN MAZEPY,
IVANO-FRANKIVSK 76025, Ukraine). For all other Holders, please mark "N/A". CCCH shall
complete the dedicated package set out in document UNICA UkrainianAnnex CCCH, which
addresses the cross-border transfer from Ukraine to the European Union under Ukrainian Law n.
2297-VI of 1 June 2010 as currently in force, the martial-law regime, the SCC C2C between
DATRIX and CCCH and the confirmation of lawfulness of the export under Ukrainian law.

CCCH applicability [ Yes / N/A - non-Ukrainian Holder ]

Reference to

[ Version and date when completed |
UNICA_UkrainianAnnex CCCH
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Section 8. Declarations and undertakings

By signing this Pack, the legal representative of the Data Holder declares and undertakes the
following.
8.1 Declarations

(a) The information provided in Sections 1 to 7 is accurate, complete and up to date as of the
signature date and reflects the situation of the Holder at the moment of completion. Any change
occurring during the project life cycle will be communicated to the Coordinator and to SAPG
without undue delay.

(b) The Holder has obtained, or is in the process of obtaining, the lawful basis identified in Section
3.3 to make the declared dataset(s) available to the UNICA federated infrastructure for the purposes
described in Article 4.2 of the Grant Agreement and in Article 4.4 of the Consortium Agreement.
(c) The Holder confirms that the information notice and the consent form referenced in Section 5
cover, fully or in the manner described in Section 3.4, the three branches of the UNICA flow, or that
an addendum or re-consent process will be put in place before any data is made available.

(d) The Holder confirms that the local Ethics Committee or Institutional Review Board has been or
will be informed and that the relevant approval will be obtained before any data is made available,
in line with the timeline of Section 6.

(e) The Holder confirms that the local IT environment satisfies, or will satisfy by the M6 milestone
of the project, the technical and organisational measures set out in document
UNICA ITSecurityGuidelines, in Appendix II of the EUCAIM Data Transfer Agreement and in
article 73 of Regulation (EU) 2025/327.

8.2 Undertakings

(1) The Holder undertakes to negotiate in good faith and to sign the bilateral Data Processing
Agreement within the timeline established by the Coordinator and not later than the milestone MS2
at M18.

(1)) The Holder undertakes to negotiate and to sign with HULAFE the relevant EUCAIM
agreements (Data Transfer Agreement, Data Sharing Agreement or, where applicable, the
Collaboration Agreement (ColA, referred to as "Infrastructure User Agreement / Infrastructure
Usage Agreement (IUA)" in the UNICA Grant Agreement Section 4.2 WP2 Objective 4 and
Section 1 Excellence)) for the secondary use of the dataset(s) at the European Federation for Cancer
Images.

(i11) The Holder undertakes to cooperate with the Coordinator, with SAPG and with the technical
providers in the management of any data subject request, regulatory inquiry or personal data breach
concerning the UNICA datasets.

8.3 Signature

Signed for and on behalf of the Data Holder by its legal representative.

Name and surname [ Insert |
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Role / title [ Insert |

Place [ Insert |

Date [DD/MM/YYYY]

Signature [ Hand-written or qualified electronic signature |

Optional countersignature of the Data Protection Officer (for the parts of this Pack falling within
his or her remit). The DPO countersignature is recommended but not strictly required by the

Coordinator.
DPO name [ Insert |
Date [DD/MM/YYYY]
Signature [ Optional |
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Annex A. Country fact sheets

This annex provides a one-page synthetic profile of the regulatory framework applicable in each of
the jurisdictions where a UNICA Data Holder is established. The fact sheets are not legal opinions
and do not replace the analysis to be carried out by the Holder's DPO and legal counsel. They are
intended to facilitate the completion of Section 2 of this Pack and the negotiation of the bilateral
DPA. References are given in the form normally used by SAPG (full title and date of the act, with

article number where relevant).
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A.1 Italy

National data protection law

Decreto legislativo 30 giugno 2003 n. 196 (Codice in materia di
protezione dei dati personali), as amended by decreto legislativo

10 agosto 2018 n. 101 to align with Regulation (EU) 2016/679.

National derogation under

art. 9(4) GDPR

Article 110 (research without consent in specific circumstances)
and article 110-bis (further use for research, with prior

authorisation by the Garante) of the Codice privacy.

Sectoral health data

legislation

Decreto del Presidente della Repubblica 28 luglio 1999 n. 318
and Provvedimento generale del Garante 5 giugno 2019 n. 146
on processing of health data; ASL data processing rules where

applicable.

Competent supervisory

authority

Garante per la protezione dei dati personali, Piazza Venezia 11,

00187 Roma. Web: www.garanteprivacy.it.

Sectoral regulators / national

health authority

Ministero della Salute, regional health authorities, Comitati Etici
Territoriali (Law 3/2018 and Decree of the Ministry of Health 26
January 2023).

Specific notes for UNICA /
EUCAIM

Secondary research use of health data without consent under
article 110-bis requires prior authorisation by the Garante and
adherence to the relevant Code of Conduct (Provvedimento 19

December 2018).
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A.2 Spain

National data protection law

Ley Organica 3/2018, de 5 de diciembre, de Proteccion de Datos
Personales y Garantia de los Derechos Digitales (LOPDGDD).

National derogation under

art. 9(4) GDPR

Disposicion adicional decimoséptima of LOPDGDD on
processing of health data and biomedical research; reuse of

pseudonymised data for research subject to specific safeguards.

Sectoral health data

legislation

Ley 14/2007, de 3 de julio, de Investigacion Biomédica; Real

Decreto 1090/2015 on clinical trials with medicinal products.

Competent supervisory

authority

Agencia Espafiola de Proteccion de Datos (AEPD), C/ Jorge Juan
6, 28001 Madrid. Web: www.aepd.es.

Sectoral regulators / national

health authority

Ministerio de Sanidad; Comités de Etica de la Investigacion con
medicamentos (CEIm); regional health departments; Esquema

Nacional de Seguridad (Real Decreto 311/2022).

Specific notes for UNICA /
EUCAIM

Compliance with the Esquema Nacional de Seguridad (ENS) at
category Alta or Media is generally required for hospital
information systems handling sensitive data, including federated

nodes hosting research-grade datasets.
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A.3 Germany

National data protection law

Bundesdatenschutzgesetz (BDSG) of 30 June 2017, as amended.

National derogation under

art. 9(4) GDPR

BDSG §22 (Processing of special categories of personal data)
and §27 (Data processing for purposes of scientific or historical

research and for statistical purposes).

Sectoral health data

legislation

Land-level Krankenhausgesetze and Landesdatenschutzgesetze;
Sozialgesetzbuch V (SGB V) for statutory health insurance data;

Medizinforschungsgesetz where relevant.

Competent supervisory

authority

Bundesbeauftragte flir den Datenschutz und die
Informationsfreiheit (BfDI) for federal entities, plus 16
Landesdatenschutzbeauftragte for each Land. Web:
www.bfdi.bund.de.

Sectoral regulators / national

health authority

Bundesinstitut fiir Arzneimittel und Medizinprodukte (BfArM);

Land-level Arztekammern; local Ethikkommissionen.

Specific notes for UNICA /
EUCAIM

Hospital-specific Krankenhausgesetz of the relevant Land
applies in addition to BDSG; consult also the Land-level data
protection authority guidance for federated learning

architectures.
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A.4 Greece

National data protection law

Law n. 4624/2019 on the protection of personal data, transposing
Directive (EU) 2016/680 and supplementing Regulation (EU)
2016/679.

National derogation under

art. 9(4) GDPR

Article 30 of Law 4624/2019 on processing of special categories
of personal data; specific provisions on processing for purposes

of scientific research.

Sectoral health data

legislation

Law 3418/2005 (Code of Medical Deontology); Ministerial
Decision Y4/22427/2002 on the operation of clinical research.

Competent supervisory

authority

Hellenic Data Protection Authority, Kifisias 1-3, 11523 Athens.
Web: www.dpa.gr.

Sectoral regulators / national

health authority

Ministry of Health; National Ethics Committee (EEDA); local

hospital ethics committees.

Specific notes for UNICA /
EUCAIM

Specific opinions of the Hellenic DPA on biobanks and on
processing for research purposes should be considered when

designing the consent flow for UNICA datasets.
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A.5 Lithuania

. . Asmens duomeny teisinés apsaugos jstatymas (Law on Legal
National data protection law '
Protection of Personal Data) n. [-1374, as amended.

. . Article 5 on lawful processing and specific provisions on
National derogation under

scientific research; provisions for biomedical research in Law on
art. 9(4) GDPR

Biomedical Research n. VIII-1679.

Sectoral health data Lietuvos Respublikos biomedicininiy tyrimy etikos jstatymas
legislation (Law on Ethics of Biomedical Research); Health System Law.
Competent supervisory Valstybiné duomeny apsaugos inspekcija (State Data Protection
authority Inspectorate), L. Sapiegos g. 17, 10312 Vilnius. Web: vdai.lrv.It.

Sectoral regulators / national | Ministry of Health; Lithuanian Bioethics Committee; regional

health authority bioethics committees.

) Submission to the Lithuanian Bioethics Committee is a standard
Specific notes for UNICA /

prerequisite for biomedical research projects, including those
EUCAIM

relying on retrospective imaging cohorts.
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A.6 Poland

National data protection law

Ustawa z dnia 10 maja 2018 r. o ochronie danych osobowych.

National derogation under

art. 9(4) GDPR

Article 17a of the Act on Healthcare Activities (Ustawa o
dziatalnosci leczniczej) on processing of health data; specific

provisions for scientific research.

Sectoral health data

legislation

Ustawa o prawach pacjenta i Rzeczniku Praw Pacjenta; Ustawa o
zawodach lekarza i lekarza dentysty; Ustawa o systemie

informacji w ochronie zdrowia.

Competent supervisory

authority

Urzad Ochrony Danych Osobowych (UODO), ul. Stawki 2,
00-193 Warszawa. Web: www.uodo.gov.pl.

Sectoral regulators / national

health authority

Ministerstwo Zdrowia; Komisje bioetyczne at hospitals and
medical universities; Prezes Urzedu Rejestracji Produktow

Leczniczych.

Specific notes for UNICA /
EUCAIM

Recent guidance from UODO on the use of health data for
research has stressed the need for granular information notices

and tested pseudonymisation procedures.
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A.7 Portugal

National data protection law

Lei n.° 58/2019, de 8 de agosto, ensuring the implementation of

Regulation (EU) 2016/679.

National derogation under

art. 9(4) GDPR

Article 29 of Lei 58/2019 on processing of health and genetic

data; specific provisions for scientific research.

Sectoral health data

legislation

Lein.°21/2014 (clinical research); Lei n.° 12/2005 on personal

genetic information and health information.

Competent supervisory

authority

Comissao Nacional de Protecao de Dados (CNPD), Av. D. Carlos
I, 134, 1200-651 Lisboa. Web: www.cnpd.pt.

Sectoral regulators / national

health authority

Direcgao-Geral da Saude (DGS); INFARMED; Comissoes de
Etica para a Saude (CES) at hospital level.

Specific notes for UNICA /
EUCAIM

CNPD has issued specific guidelines on biobanks and on the
secondary use of clinical records for research; alignment with

these guidelines is recommended for UNICA datasets.
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A.8 Slovenia

National data protection law

Zakon o varstvu osebnih podatkov (ZVOP-2) of 26 January
2023.

National derogation under

art. 9(4) GDPR

Specific provisions on processing for scientific research in
ZVOP-2 and in the Health Care and Health Insurance Act

(Zakon o zdravstvenem varstvu in zdravstvenem zavarovanju).

Sectoral health data

legislation

Zakon o pacientovih pravicah (Patients' Rights Act); Zakon o

zdravniski sluzbi.

Competent supervisory

authority

Informacijski pooblas¢enec, Dunajska cesta 22, 1000 Ljubljana.

Web: www.ip-1s.si.

Sectoral regulators / national

health authority

Ministrstvo za zdravje; Komisija Republike Slovenije za

medicinsko etiko (KME).

Specific notes for UNICA /
EUCAIM

Komisija RS za medicinsko etiko approval is normally required
before any retrospective use of clinical imaging data for research;

coordination with KME at an early stage is recommended.
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A.9 Ukraine (CCCH, UTILITY NON-PROFIT ENTERPRISE IVANO-FRANKIVSK
CENTRAL CITY CLINICAL HOSPITAL)

Reference partner: UTILITY NON-PROFIT ENTERPRISE IVANO-FRANKIVSK CENTRAL
CITY CLINICAL HOSPITAL (CCCH), partner n. 15 of the UNICA Consortium, PIC 888304176,
registered office at 114 HETMAN MAZEPY, IVANO-FRANKIVSK 76025, Ukraine.

Law of Ukraine n. 2297-VI of 1 June 2010 on the Protection of
Personal Data, as amended and as currently in force; martial-law
National data protection law o ‘ ‘
regime in force since 24 February 2022 (Decree of the President

of Ukraine n. 64/2022, as extended).

) ' Specific provisions on processing of health data in the law on
National derogation under

health care; ad hoc rules during martial law on data processing
art. 9(4) GDPR

for safety and security purposes.

Law of Ukraine on Fundamentals of the Healthcare Legislation;
Sectoral health data
o Order of the Ministry of Health of Ukraine on medical
legislation ‘ ‘ ‘ ‘
documentation; sector-specific decrees during martial law.

‘ Verkhovna Rada Commissioner for Human Rights
Competent supervisory ) )
) (Ombudsperson), as the supervisory authority for personal data
authority .
protection. Web: www.ombudsman.gov.ua.

Sectoral regulators / national | Ministry of Health of Ukraine; National Service of Health of

health authority Ukraine; ethics committees at university hospitals.

Cross-border transfers from Ukraine to the European Union are
governed by Article 29 of Law n. 2297-VI of 1 June 2010 as
currently in force, taking into account the 2018 reform and the
additional measures introduced under the martial-law regime
since February 2022. Subject to verification with the legal
Specific notes for UNICA / | counsel of CCCH on the version of Article 29 currently
EUCAIM applicable, the operative pathway typically combines a decision
of the Commissioner with contractual safeguards (Standard
Contractual Clauses C2C). Operational details, supplementary
safeguards and the lawfulness confirmation under Ukrainian law
are addressed in the dedicated package

UNICA_UkrainianAnnex CCCH.
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A.10 Cross-border Associated Partner (COA)

National data protection law

Applicable national framework of the Member State of

establishment of the Associated Partner.

National derogation under

art. 9(4) GDPR

To be completed in coherence with Section 2 of this Pack.

Sectoral health data

legislation

To be completed.

Competent supervisory

authority

To be completed.

Sectoral regulators / national

health authority

To be completed.

Specific notes for UNICA /
EUCAIM

This sheet serves as a template for any Associated Partner not
falling within the nine national fact sheets above. Please

duplicate and complete as needed.
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Annex B. Data Holder responsibilities matrix

This matrix summarises, for the most relevant areas of GDPR compliance, the responsibilities of
the Holder under the two branches of the UNICA flow: the UNICA leg (federated infrastructure
operated by DATRIX, POLIMI and UPV under bilateral DPA) and the EUCAIM leg (transfer to the
Central Hub at HULAFE under the EUCAIM DTA / DSA / ColA framework (ColA is referred to as
"IUA" in the UNICA Grant Agreement Section 4.2 WP2 Objective 4 and Section 1 Excellence; an
exhaustive textual search of the EUCAIM reference deliverables and framework documents
performed by SAPG has confirmed that no standalone EUCAIM document called IUA exists at the

date of this Pack)). The matrix is illustrative; in case of inconsistency between this matrix and the

operative agreements, the agreements prevail.

Topic

UNICA leg (DPA with
DATRIX/POLIMI/UPV)

EUCAIM leg (DTA / DSA / ColA
with HULAFE; ColA is referred
to as "[UA" in the UNICA Grant

Agreement)

Role of the Holder

Controller (art. 4(7) GDPR)

Controller (autonomous controller
of own dataset; the Holder is not a
Joint Controller of the patient
datasets vis-a-vis HULAFE or
other Holders. The forthcoming
JCA EUCAIM concerns personal
data of platform users, namely
accounts and logs, not the clinical
datasets, which remain under
independent controllership of each

Holder)

Lawful basis

Holder's choice (art. 6 and 9
GDPR), validated by SAPG

Same lawful basis confirmed in
the EUCAIM agreement;
supplementary safeguards under

art. 89 GDPR

DPIA (art. 35 GDPR)

Required at Holder level for the
local processing; integrated DPIA
at consortium level coordinated by

SAPG

Reference to the EUCAIM DPIA
where available; complementary

local DPIA
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TOMs (art. 32
GDPR)

Aligned to
UNICA_ITSecurityGuidelines and
to Appendix II of the bilateral DPA

Aligned to Appendix II of the
EUCAIM DTA / DSA and to art.
73 EHDS

Patient information

and consent

Coverage assessed in Section 5;

addendum or re-consent if needed

Coverage confirmed in the
EUCAIM submission; alignment
with art. 71 EHDS opt-out

Logging and audit

Local logging plus access by
SAPG/DATRIX upon request

Logging requirements set by

HULAFE / EUCAIM Central Hub

Sub-processing

General authorisation in DPA with

notice to DATRIX

Sub-processing only as allowed by

the EUCAIM agreement

Breach response

Notification to SAPG and
DATRIX within 24 hours;

cooperation in joint response

Notification per EUCAIM
playbook; alignment with national

supervisory authorities

Data subject requests

Holder remains primary point of
contact; cooperation with DATRIX

on consortium-level requests

Coordination with HULAFE for
any request reaching the Central

Hub
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Annex C. Glossary

Definitions are aligned to GDPR, to Regulation (EU) 2025/327 (EHDS), to Regulation (EU)
2024/1689 (Al Act) and to the EUCAIM deliverables D3.1, D5.1 and D5.2. Where a term has
multiple meanings, the meaning relevant to UNICA is given first.

An entity in possession of health data that, in the context of UNICA,
makes it available to the federated infrastructure for FAIRification,
Data Holder
Al pilot training or onward sharing with EUCAIM. Coincides with

Controller within the meaning of art. 4(7) GDPR.

An entity benefiting from the simplified procedure described in art.

72 of Regulation (EU) 2025/327 (EHDS), where applicable in the

Trusted Health Data

Holder
relevant Member State.

Local technical environment, operated by the Holder, hosting the
Federated Node EUCAIM-compatible federated software stack and exposing

well-defined interfaces for query, model training and audit.

EUCAIM Central Hub operated by HULAFE in Valencia, hosting
Central Hub catalogues, services and pseudonymous datasets transferred under

the EUCAIM DTA framework.

Process by which data is made Findable, Accessible, Interoperable
and Reusable. In UNICA, the FAIRification step is performed under
the bilateral DPA by DATRIX, POLIMI and UPV on potentially

FAIRIification

identifiable datasets received from the Holder.

Within the meaning of art. 4(5) GDPR, processing of personal data in
o such a way that the data can no longer be attributed to a specific data
Pseudonymisation _ _ N _ .
subject without the use of additional information, kept separately and

subject to technical and organisational measures.

Process resulting in data that cannot be attributed to an identified or
identifiable natural person, taking into account all the means
reasonably likely to be used. See Recital 26 GDPR and EDPB
Guidelines 05/2014.

Anonymisation
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Environment compliant with article 73 of Regulation (EU) 2025/327

Secure Processing
(EHDS) and with Appendix II of the EUCAIM DTA, in which

Environment .
secondary use of electronic health data takes place.

Entity authorised to access health data for secondary use under

EHDS, EUCAIM rules and applicable national law.

Health Data User

Bilateral Data Processing Agreement, between each Holder
DPA (Controller) and each technical provider (DATRIX, POLIMI, UPV as
Processors) for the FAIRification step.

Joint Controller Agreement under article 26 GDPR between

DATRIX, POLIMI and UPV concerning personal data processed
JCA UNICA
through the UNICA dashboard (account management, logs, contact

data).

Joint Controller Agreement to be formalised among the EUCAIM
Health Data Holders under the methodology of EDPB Guidelines
JCA EUCAIM o o
07/2020 (controller-processor) and Guidelines on joint

controllership.

Bilateral Data Transfer Agreement between each Health Data Holder
DTA EUCAIM and HULAFE for the transfer of dataset(s) to the EUCAIM Central
Hub.

Bilateral Data Sharing Agreement (referred to as DUA in the Grant
DSA EUCAIM Agreement) for the federated model in which the dataset remains at
the Holder.

Collaboration Agreement, formally introduced in EUCAIM D4.4
"Final Rules for Participation" Section 4.4.1.1.C as the formal
partnership instrument between EUCAIM, hospitals and Research
Communities. Referred to as "Infrastructure User Agreement /
ColA EUCAIM .
Infrastructure Usage Agreement (IUA)" in the UNICA Grant
Agreement Section 4.2 WP2 Objective 4 and Section 1 Excellence.
An exhaustive textual search of the eight EUCAIM reference

deliverables (D3.1, D4.2, D4.3, D4.4, D5.1, D5.2, D5.4, D5.11) and
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the four EUCAIM framework documents (DTA, DSA, T&C, DTA
Final with explanatory notes) has confirmed that no standalone
EUCAIM document called IUA exists at the date of this Pack. To be
requested from HULAFE via UPV in the form of the ColA template
tailored for UNICA medical centres.
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Annex D. Submission instructions and SAPG contacts

Please submit the completed Pack to SAPG, the legal counsel of the Coordinator DATRIX S.p.A.,
by certified electronic mail and by upload to the dedicated UNICA SharePoint folder shared by the
Coordinator.

D.1 Documents to submit

e Completed editable .docx version of this Pack.
e Signed PDF of Section 8 (declarations and undertakings).
e Patient information notice in use, in original language and English working translation.
e Patient consent form in use, in original language and English working translation.
e Designation act of the DPO (or equivalent evidence).
e Existing approvals of the local Ethics Committee or IRB relevant to UNICA-eligible
datasets.
e Where applicable, the completed UNICA UkrainianAnnex CCCH (CCCH only).
D.2 Deadline

Project month 2 (M2). Late submission shall be discussed with the Coordinator and may impact the
timeline of the bilateral DPA signature.
D.3 Contacts

DATRIX S.p.A., Foro Buonaparte 71, 20121 Milano, Italy.
Coordinator CEO Fabrizio Milano d'Aragona. PIC 885486811. VAT
IT08417670968.
SAPG legal counsel [ Insert SAPG project lead name |, [ email ], [ phone |
UNICA SharePoint [ Insert URL to the WP2 onboarding folder |
Certified email (PEC) [ Insert PEC address |

D.4 Version control

Versi | Dat | Auth
Notes
on € or

il SAP | First issue. Aligned to DPA, JCA UNICA V1, EUCAIM D3.1, D4.2, D4.3,
202 | G D5.1,D5.2, D5.4, D5.11.

1.0
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SAPG corrections following user review: CCCH legal name aligned to CA

Apr UNICA paragraph 32 (Section 7.3 and Annex A.9); terminology fix in
il SAP | Section 3.2 (re-identification risk assessment per EDPB Guidelines
H 202 | G 05/2014); Annex B clarification on the scope of the JCA EUCAIM
6 (platform users, not clinical datasets); Annex A.9 disclaimer on Article 29
of Law n. 2297-VI as currently in force.
1.2 May |SAPG [SAPG corrections following Phase 1 cross-source assessment: (i) CCCH
2026 legal name aligned ALL CAPS to CA UNICA paragraph 15/32 in Section
7.3, Annex A.9 (heading and reference partner entry) and Annex B Table;
(i1) "IUA" reformulated as ColA EUCAIM with interpretive note in Section
8.2(ii), Annex B intro, Annex B Table 35 row R0 and Annex C Glossary row
R14, anchored to EUCAIM D4.4 Section 4.4.1.1.C and to UNICA GA
Section 4.2 WP2 Objective 4 and Section 1 Excellence; (iii) em-dash purge;
(iv) version bumped to RV.
1.3 May [SAPG |C-03b substantive enrichment of Section 4 (Local IT readiness for
2026 federation), bumping the Pack to V1.3 RV: (i) new Section 4.2 Tier

compliance declaration aligned to EUCAIM D4.4 Section 4.1; (ii) new
Section 4.3 Hardware baseline aligned to EUCAIM D5.11 Section 2.1 and
2.2; (iii) new Section 4.4 Network baseline aligned to EUCAIM D4.4
Section 4.3.2 and D5.11 Section 2.3 (symmetric 200 Mbps, firewall whitelist
github.com, docker.verbis.dkfz.de, broker.eucaim.cancerimage.eu); (iv) new
Section 4.5 Software stack readiness aligned to EUCAIM D5.11 Sections
4-8; (v) renumbering of the existing Sections 4.2 (TOMs), 4.3 (Logging) and
4.4 (Breach notification) to 4.6, 4.7, 4.8; (vi) new Section 4.9 Documentary
evidence aligned to EUCAIM D4.4 Section 4.4.1.1 Documentary
requirements; (vii) new Section 4.10 EUCAIM DPO and Legal Advisor
Statement, with reference to the official template file

02 EUCAIM_Framework Documents’EUCAIM_DPO LegalAdvisor State

ment_template.docx.

GA EU4Health 101218966 | Page 43 of 43 | Prepared by SAPG



	Data Holder Onboarding Pack 
	Section 0. Instructions for completion 
	Purpose of this document 
	How to fill in the Pack 
	Deadline and submission 
	Confidentiality 

	Section 1. Identity of the Data Holder 
	1.1 Legal entity 
	1.2 Legal Representative 
	1.3 Data Protection Officer 
	1.4 Operational contact for UNICA WP2 / WP3 

	Section 2. Local regulatory environment 
	2.1 Applicable national framework 
	2.2 Existing ethical framework 
	2.3 Trusted Health Data Holder status (EHDS) 

	Section 3. Dataset(s) declared 
	3.1 Dataset description 
	3.2 Identifiability assessment 
	3.3 Lawful basis 
	3.4 Coverage of the existing patient consent 
	3.5 Anonymisation and minimisation methodology 

	Section 4. Local IT readiness for federation 
	4.1 Federated node deployment 
	4.2 Tier compliance declaration 
	4.3 Hardware baseline (EUCAIM D5.11) 
	4.4 Network baseline (EUCAIM D4.4 Section 4.3.2 and D5.11 Section 2.3) 
	4.5 Software stack readiness (EUCAIM D5.11 Sections 4 to 8) 
	4.6 Technical and organisational measures (TOMs) 
	4.7 Logging and audit 
	4.8 Breach notification 
	4.9 Documentary evidence (EUCAIM D4.4 Section 4.4.1.1) 
	4.10 EUCAIM DPO and Legal Advisor Statement 

	Section 5. Patient information and consent 
	5.1 Patient information notice 
	5.2 Consent form 
	5.3 Opt-out and exercise of data subject rights 

	Section 6. Ethics committee 
	6.1 Submission status 
	6.2 Conditions and follow-up 

	Section 7. Sub-processors and cross-border flows 
	7.1 Sub-processors of the Holder relevant to UNICA 
	7.2 Cross-border flows 
	7.3 Ukrainian regime (CCCH only) 

	Section 8. Declarations and undertakings 
	8.1 Declarations 
	8.2 Undertakings 
	8.3 Signature 

	Annex A. Country fact sheets 
	A.1 Italy 
	A.2 Spain 
	A.3 Germany 
	A.4 Greece 
	A.5 Lithuania 
	A.6 Poland 
	A.7 Portugal 
	A.8 Slovenia 
	A.9 Ukraine (CCCH, UTILITY NON-PROFIT ENTERPRISE IVANO-FRANKIVSK CENTRAL CITY CLINICAL HOSPITAL) 
	A.10 Cross-border Associated Partner (COA) 
	Annex B. Data Holder responsibilities matrix 
	Annex C. Glossary 
	Annex D. Submission instructions and SAPG contacts 
	D.1 Documents to submit 
	D.2 Deadline 
	D.3 Contacts 
	D.4 Version control 


