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Part 1 — Framework and submission flow

1.1 Purpose and audience

This Submission Pack provides each UNICA Health Data Holder with a standardised template to seek the
approval of its local Ethics Committee or Institutional Review Board (IRB) for the data processing activities
and Al pilot training planned within the UNICA project (Grant Agreement n. 101218966, EU4Health
2021-2027). The Pack is addressed to (a) the Holder's Principal Investigator and research team, (b) the
Holder's Data Protection Officer, (c) the secretariat of the local Ethics Committee or IRB, and (d) the
Coordinator DATRIX S.p.A. and SAPG for consortium-level oversight purposes.

The Pack is not a substitute for the Holder's own IRB submission and shall be adapted to the procedural
requirements of the relevant national authority. The English master text shall be supplemented, where
required, by translations into the local language as recommended in the country-specific addenda of Part 3.
1.2 Legal and ethical framework

The submission relies on three converging frameworks. The international ethical framework is provided by
the Declaration of Helsinki of the World Medical Association (1964, last amended 2013), by the Council of
Europe Convention for the Protection of Human Rights and Dignity of the Human Being with regard to the
Application of Biology and Medicine (Oviedo Convention, ETS No. 164, 1997) and by its Additional
Protocol concerning Biomedical Research (CETS No. 195, 2005), as well as by the UNESCO Universal
Declaration on Bioethics and Human Rights (2005).

The European Union framework is provided primarily by Regulation (EU) 2016/679 (GDPR), in particular
articles 5(1), 6(1), 9(2)(j), 13-14 and 89, by Regulation (EU) 2025/327 (EHDS), in particular articles 71 and
72, and by Regulation (EU) 2024/1689 (Al Act), in particular articles 6-7, 10, 14 and 27. Where the planned
activities fall within its scope, Regulation (EU) 536/2014 on Clinical Trials of medicinal products for human
use applies.

Each Member State of establishment of a UNICA Holder transposes and supplements the EU framework
with its own national law on biomedical research ethics. The relevant national references are listed in the
country-specific addenda of Part 3.

1.3 Relationship with other UNICA instruments

The submission shall be coherent with the bilateral Data Processing Agreement (DPA UNICA), with the
Joint Controller Agreement among DATRIX, POLIMI and UPV (JCA UNICA), with the Data Holder
Onboarding Pack (which gathers in Section 6 the information needed to populate this submission), with the
GDPR Compliance Onboarding Protocol (Step 4 of which is the activation of the IRB submission), with the
IT Security Guidelines (which describes the technical and organisational measures whose existence the IRB

will assess) and with the forthcoming Patient Consent Form Review.

Cross-reference: the patient information sheet template and the patient consent form template that the

IRB will review are addressed in document PatientConsentFormReview

1.4 Submission flow and timeline
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The recommended timeline aligns the IRB approval to the bilateral DPA signature window of months 4 to 5
of the project. Project month 2 is the deadline for the completion of the Data Holder Onboarding Pack by
each Holder. Months 3 and 4 are devoted to the pre-submission discussion between SAPG, the Holder's
research team and the local DPO. Month 4 is the recommended deadline for the submission to the local
Ethics Committee. Months 4 and 5 host the IRB review and the DPA signature. Month 6 is the deadline for
the consolidation of the documentary evidence in cartella 04 of the D2.1 deliverable.

The Holder shall communicate to DATRIX and SAPG the reference number assigned by its local Ethics
Committee, the date of submission, the expected approval date, the actual approval date and any conditions

imposed by the Committee. The information shall be updated in Section 6 of the Onboarding Pack.
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Part 2 — Generic submission package

The package below is the English master submission. Each Holder shall adapt it to the procedural
requirements of its local Ethics Committee, complete the placeholder fields and provide the attachments
listed in Part 5.

2.1 Cover letter (template)

[Holder letterhead]

[Date]

To: [Name of the local Ethics Committee or IRB, address]

Subject: Request for ethical review of the participation of [Holder name] in the UNICA project (Grant
Agreement n. 101218966)

Dear Members of the Ethics Committee,

On behalf of [Holder name], I hereby submit for your review the documentation supporting the participation
of [Holder name] in the UNICA project, co-funded by the European Union under the EU4Health Programme
2021-2027 (Grant Agreement n. 101218966). The project, coordinated by DATRIX S.p.A. (Italy), aims to
onboard ten European medical centres on the EUCAIM federation for activities of data providing, Al pilot
testing and practical application on oncology imaging.

The Holder will participate as a Data Holder of imaging datasets and as a host of a federated node, in
coordination with the technical providers DATRIX, POLIMI and UPV under a bilateral Data Processing
Agreement. The Holder will not transfer identifiable patient data outside its premises during the Al pilot
training phase, and will share datasets with the EUCAIM Central Hub at HULAFE (Spain) only after
appropriate pseudonymisation or anonymisation in accordance with EUCAIM Appendix II of the Data
Transfer Agreement.

Attached to this letter, you will find the protocol synopsis, the detailed protocol, the patient information
sheet, the patient consent form, the data management plan, the risk-benefit analysis, the curriculum vitae of
the Principal Investigator, the funding declaration and the conflict of interest declaration.

I remain at the Committee's disposal for any clarification.

Yours sincerely,

[Name and signature of the Principal Investigator]

[Position, Holder name]

2.2 Project synopsis

Project title [insert]

Project acronym UNICA

Grant Agreement EU4Health 2021-2027, GA n. 101218966
Coordinator DATRIX S.p.A. (Italy)

Holder name and country [insert]
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Principal Investigator [insert name, role/

Anticipated start date at the Holder [insert]

Anticipated duration [insert] months

Estimated cohort size [insert] subjects / studies

Imaging modality [CT/ MRI / Mammography / PET-CT / Ultrasound / other]
Disease area / oncology focus [insert]

Retrospective use of imaging data and Al pilot training in a

federated environment, plus optional sharing of

Type of activity
pseudonymised datasets with the EUCAIM Central Hub at
HULAFE.
Risk classification under the Al Act [High-risk per Annex Il / not high-risk - justification]
FRIA required (art. 27 Al Act) [Yes / No - justification, see Annex GJ

2.3 Detailed protocol

2.3.1 Background and rationale

[The Holder shall describe the clinical and scientific rationale of the participation in UNICA, the gap that the
federated Al methodology aims to address in cancer imaging analytics and the relevance for the local clinical
practice. Reference shall be made to the EUCAIM federation as the European Federation for Cancer Images
(Grant Agreement n. 101100633) and to the role of UNICA in onboarding ten medical centres on it.]

2.3.2 Aims and endpoints

[Define the primary and secondary endpoints. For pilot studies, distinguish between technical endpoints
(model accuracy, robustness, federation efficiency) and clinical endpoints (where applicable).]

2.3.3 Study population

Inclusion criteria [insert]
Exclusion criteria [insert]
Sampling strategy [insert]
Vulnerable populations involved [Yes / No - if yes, describe additional safeguards]

2.3.4 Data sources and dataset description

[Describe the imaging archives, the clinical data sources linked to them, the time window of acquisition, the
identifiability level (identified, pseudonymised, anonymised), the de-identification methodology applied
(DICOM PS 3.15 Confidentiality Profile or equivalent), the linkage with pathology, treatment and outcome
data, the data minimisation statement. ]

2.3.5 FAIRification step
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[Describe the data flow towards the technical providers DATRIX, POLIMI and UPV under the bilateral DPA
UNICA. The FAlRification step is governed by article 28 GDPR and by the Findable, Accessible,
Interoperable, Reusable principles. The destination is the federated node hosted on the Holder's premises and
a temporary processing environment at the technical providers for FAIR compliance verification. ]

2.3.6 Al pilot training

[Describe the federated learning architecture, the role of the Holder as a participant in the federation, the
model training and evaluation protocol, the absence of identifiable patient data leaving the Holder's premises
during training, the human oversight measures (article 14 Al Act) and the logging of training events (article
12 Al Act). Reference the IT Security Guidelines, in particular Part 3 (Al-specific measures) and Annex D
(AI Act control matrix).]

2.3.7 Statistical methods and AI methodology

[Describe the statistical analysis plan, the Al methodology (architecture, hyperparameter tuning, validation
strategy), the bias-detection processes, the metrics for accuracy and robustness, the adversarial testing
planned (data poisoning, model evasion, model extraction).]

2.3.8 Data management plan

[Describe the data management plan, the retention period, the storage location, the access control model, the
backup and disaster recovery, the audit trail, in line with the IT Security Guidelines V1.0 RV. The retention
period shall be determined in accordance with national law and with the purposes of the processing under
article 5(1)(e) GDPR.]

2.3.9 Risk-benefit analysis

[Provide a structured risk-benefit analysis. On the benefit side, address the scientific value, the clinical
relevance, the contribution to the European federation EUCAIM. On the risk side, address re-identification
risk, breach risk, Al-specific risks (poisoning, evasion, extraction) and the corresponding mitigations. ]

2.3.10 Dissemination of results

[Describe the dissemination strategy, the publication policy, the open-science commitments, the management
of the right of the Holder to access aggregate results. ]

2.4 Patient information sheet

Cross-reference:  The patient information sheet shall be drawn from  document
PatientConsentFormReview (folder 04) and adapted to the language and procedural requirements of the
local IRB. Annex B of this Pack consists exclusively of the cross-reference to that document and shall

not be completed in isolation.

2.5 Patient consent form

Cross-reference: The patient consent form shall be drawn from document PatientConsentFormReview
(folder 04) and adapted as above. Annex C of this Pack consists exclusively of the cross-reference to that

document.

2.6 Investigator's brochure equivalent
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[For pilot studies that include Al components classifiable as high-risk under Annex III of the Al Act, prepare
an investigator's brochure equivalent including: description of the Al system, intended purpose, training data
characterisation, performance metrics, known limitations, human oversight requirements, instructions for
use. Reference the technical documentation requirements of article 11 Al Act for high-risk Al systems.]

2.7 CV of the Principal Investigator

Full name [insert]
Current position [insert]
Institution [insert]
Highest qualification [insert]
Years of clinical experience in the

[insert]
relevant area
Years of research experience [insert]
Top 5 relevant publications (Vancouver

[insert]
style)
Prior IRB approvals as PI [insert with reference numbers]
Conflicts of interest [see Annex D]

2.8 Insurance and liability statement

[Provide a statement of the institutional insurance covering the participation in UNICA, including coverage
for personal data breaches and for Al-related risks where applicable. Reference the relevant national
requirements. |

2.9 Funding declaration

The activities described in this submission are co-funded by the European Union under the EU4Health
Programme 2021-2027, Grant Agreement n. 101218966 (project UNICA - Unified Network for International
Cancer Advancement). No additional funding is involved at the level of the Holder, save for institutional
resources allocated to the federated node and to the local research team. Specific budget allocations to the
Holder under the Grant Agreement are detailed in Annex 2 of the Grant Agreement.

2.10 Conflict of interest declaration

Cross-reference: the conflict of interest declaration template is provided in Annex D of this Pack. It shall
be completed by the Principal Investigator and by each member of the research team with a substantive

role in the project.
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Part 3 — Country-specific addenda

Each addendum below summarises the procedural and substantive requirements applicable to the IRB
submission in the relevant Member State or Associated Country. The addenda are descriptive and do not
replace the analysis of the Holder's research team and DPO; they support the adaptation of the Generic
Submission Package of Part 2 to the local context.

3.1 Italy

Country Italy.

Comitato Etico Territoriale (CET) competent for the geographical area
Competent Ethics Committee / | of the Holder, established under Law 3/2018 and Decree of the

IRB Ministry of Health 26 January 2023. For drug trials, the CET interfaces
with the Agenzia Italiana del Farmaco (AIFA).

Decreto legislativo 14 maggio 2019 n. 52 (delegated law on clinical
trials); Decreto legislativo 200/2018 implementing Reg. (UE)
536/2014; Codice di deontologia medica; for personal data: d.Igs.

Primary national legal . ) )
196/2003 as amended by d.lgs. 101/2018, in particular articles 110 and

references ) . )
110-bis (research without consent and further use for research with

prior Garante authorisation); Provvedimento Garante 19 December

2018 on the Code of Conduct for research.

Submission via the dedicated portal of the relevant CET. Mandatory

documents include the protocol, the cover letter, the patient information
Specific submission
sheet and consent form, the CV of the PI, the conflict-of-interest
requirements
declaration, the institutional insurance statement and the funding

declaration.

L Standard CET review timeline: 60 days from a complete submission.
Standard timeline » _ o
Conditional approvals require a documented response within 30 days.

Italian for patient information sheet and consent form (mandatory).
Documentation language English admissible for the protocol and the technical attachments, with

a synthesis in Italian recommended.

Where the activities rely on art. 110-bis Codice privacy (further use for
research without consent), the Holder shall coordinate with the Garante
i and document the safeguards adopted under article 89 GDPR. The CET
Specific notes for UNICA _ o
shall be informed of the federated nature of the Al training and of the
absence of transfer of identifiable data outside the Holder's premises

during training.
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3.2 Spain

Country

Spain.

Competent Ethics Committee /

IRB

Comité de Etica de la Investigacion con medicamentos (CEIm)
accredited under Real Decreto 1090/2015 for studies that include
medicinal products; Comité de Etica de la Investigacion (CEI) for the

other biomedical research.

Primary national legal

references

Ley 14/2007, de 3 de julio, de Investigacion Biomédica; Real Decreto
1090/2015 on clinical trials with medicinal products; Ley Orgéanica
3/2018 LOPDGDD, in particular disposicion adicional decimoséptima
on processing of health data and biomedical research; Real Decreto

311/2022 on Esquema Nacional de Seguridad.

Specific submission

requirements

Submission via the dedicated CEIm or CEI portal of the centre. The
dossier shall include the protocol, the patient information sheet and
consent form (Hoja de informacion al paciente y consentimiento
informado) in Spanish, the institutional insurance statement (p6liza de
seguros), the conflict of interest declaration and the funding

declaration.

Standard timeline

Standard CEIm review timeline: 30 to 60 days; longer for studies

including medicinal products subject to Reg. (UE) 536/2014.

Documentation language

Spanish (Castellano) for patient-facing documents and for the cover

letter; English admissible for the protocol and technical attachments.

Specific notes for UNICA

3.3 Germany

Country

Compliance with the Esquema Nacional de Seguridad shall be
evidenced for the local federated node hosted at the Holder's premises.
The CEIm shall be informed of the Al federated training and of the
EUCAIM Central Hub at HULAFE in Valencia.

Germany.

Competent Ethics Committee /

IRB

Ethikkommission der Landesarztekammer competent for the Land
where the Holder is established; for university hospitals, the

Ethikkommission der Medizinischen Fakultit of the relevant university.
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Primary national legal

references

Bundesdatenschutzgesetz (BDSG), in particular §22 and §27;
Land-level Krankenhausgesetze and Landesdatenschutzgesetze;
Berufsordnung der Arzte of the relevant Land; Sozialgesetzbuch V
(SGB V) for statutory health insurance data; for medicinal products,

Arzneimittelgesetz; Medizinforschungsgesetz where relevant.

Specific submission

requirements

Submission via the dedicated procedure of the relevant
Ethikkommission. Mandatory documents: Studienprotokoll,
Patienteninformation und Einwilligungserklarung in German,
Versicherungsnachweis, Erklarung zu Interessenkonflikten, Lebenslauf

des Prifarztes.

Standard timeline

Standard timeline: 30 to 60 days; the Ethikkommission may extend on

substantiated grounds.

Documentation language

German for patient-facing documents and for the cover letter
(mandatory in most Lénder). English admissible for the technical

protocol and Al methodology, with a German synthesis recommended.

Specific notes for UNICA

3.4 Greece

Country

If the Holder qualifies as essential or important entity in the health
sector under the German implementation of NIS2 Directive (EU)
2022/2555, additional cybersecurity obligations apply and shall be

referenced in the submission.

Greece.

Competent Ethics Committee /

IRB

Hospital Ethics Committee (Emitponty HOumg Epevvag); for clinical
trials and pilot studies with Al components touching healthcare, the
National Ethics Committee for Clinical Investigations under Law

4715/2020 (where applicable).

Primary national legal

references

Law 4624/2019 on the protection of personal data; Law 4715/2020 on
the National Health System; Law 3418/2005 (Code of Medical
Deontology); Ministerial Decision Y4/22427/2002 on the operation of
clinical research; specific opinions of the Hellenic Data Protection

Authority on biobanks and on processing for research purposes.

Specific submission

requirements

Submission via the dedicated procedure of the hospital Ethics

Committee. Documents: protocol, patient information sheet and
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consent form in Greek, CV of the PI, conflict of interest declaration,

institutional insurance.

Standard timeline

Standard timeline: 30 to 60 days, with possibility of extension.

Documentation language

Greek for patient-facing documents (mandatory). English admissible

for the protocol and technical attachments.

Specific notes for UNICA

3.5 Lithuania

Country

Where the federated activity raises data-protection-specific issues, the
Holder shall consider seeking a non-binding opinion from the Hellenic

Data Protection Authority pursuant to article 36 GDPR.

Lithuania.

Competent Ethics Committee /

IRB

Lietuvos bioetikos komitetas (LBK, Lithuanian Bioethics Committee)
for biomedical research projects of national relevance; Regional
Bioethics Committees (Regioniniai bioetikos komitetai) for projects of

regional relevance.

Primary national legal

references

Lietuvos Respublikos biomedicininiy tyrimy etikos jstatymas (Law on
Ethics of Biomedical Research) n. VIII-1679; Asmens duomeny

teisinés apsaugos jstatymas n. [-1374; Health System Law.

Specific submission

requirements

Submission via the dedicated procedure of the LBK or of the Regional
Bioethics Committee. Documents: protocol, patient information sheet
and consent form in Lithuanian, CV of the PI, conflict of interest

declaration.

Standard timeline

Standard timeline: 60 days, extendible.

Documentation language

Lithuanian for patient-facing documents. English admissible for the

protocol and technical attachments.

Specific notes for UNICA

3.6 Poland

Country

Submission to the LBK is a standard prerequisite for biomedical
research projects, including those relying on retrospective imaging

cohorts.

Poland.

GA EU4Health 101218966 | Page 13 of 27 | Prepared by SAPG



UNICA

Ethics Committee Submission - V1.0 RV

Competent Ethics Committee /

IRB

Komisja bioetyczna at the relevant medical university or hospital,

established under Ustawa o zawodach lekarza i lekarza dentysty.

Primary national legal

references

Ustawa z dnia 10 maja 2018 r. o ochronie danych osobowych; Ustawa
o prawach pacjenta i Rzeczniku Praw Pacjenta; Ustawa o zawodach
lekarza i lekarza dentysty; Ustawa o systemie informacji w ochronie
zdrowia; Ustawa o dziatalnosci leczniczej (article 17a on processing of

health data).

Specific submission

requirements

Submission via the dedicated procedure of the local Komisja
bioetyczna. Documents: protocol, patient information sheet and consent
form in Polish, CV of the PI, conflict of interest declaration,

institutional insurance.

Standard timeline

Standard timeline: 30 to 60 days.

Documentation language

Polish for patient-facing documents (mandatory). English admissible

for the protocol and technical attachments.

Specific notes for UNICA

3.7 Portugal

Country

Recent guidance from UODO on the use of health data for research has
stressed the need for granular information notices and tested
pseudonymisation procedures; the submission shall reference the

de-identification methodology used at the federated node.

Portugal.

Competent Ethics Committee /

IRB

Comissdo de Etica para a Saude (CES) of the Holder; for clinical trials

with medicinal products, INFARMED is also competent.

Primary national legal

references

Lei n.° 58/2019, de 8 de agosto (article 29 on health and genetic data);
Lei n.° 21/2014 on clinical research; Lei n.° 12/2005 on personal
genetic information and health information; Reg. (UE) 536/2014 where
applicable.

Specific submission

requirements

Submission via the dedicated procedure of the CES. Documents:
protocol, patient information sheet and consent form in Portuguese, CV
of the PI, conflict of interest declaration, institutional insurance,

funding declaration.

Standard timeline

Standard timeline: 30 to 60 days.
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Documentation language

Portuguese (European Portuguese) for patient-facing documents.

English admissible for the technical protocol.

Specific notes for UNICA

3.8 Slovenia

Country

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.

Slovenia.

Competent Ethics Committee /

IRB

Komisija Republike Slovenije za medicinsko etiko (KME) at the
Ministry of Health.

Primary national legal

references

Zakon o varstvu osebnih podatkov (ZVOP-2) of 26 January 2023;
Zakon o pacientovih pravicah (Patients' Rights Act); Zakon o
zdravstveni dejavnosti and Zakon o zdravstvenem varstvu in

zdravstvenem zavarovanju.

Specific submission

requirements

Submission via the dedicated procedure of the KME. Documents:
protocol, patient information sheet and consent form in Slovenian, CV

of the PI, conflict of interest declaration, institutional insurance.

Standard timeline

Standard timeline: 60 days, extendible.

Documentation language

Slovenian for patient-facing documents. English admissible for the

technical protocol.

Specific notes for UNICA

3.9 Ukraine (CCCH)

Country

KME approval is normally required before any retrospective use of
clinical imaging data for research; coordination with KME at an early

stage is recommended.

Ukraine. 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 Street, Ivano-Frankivsk 76025, Ukraine.

Competent Ethics Committee /

IRB

Hospital ethics committee at CCCH and, for activities subject to
additional national review, the Ethics Committee at the Ministry of

Health of Ukraine.
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Primary national legal

references

Law of Ukraine n. 2297-VI of 1 June 2010 on the Protection of
Personal Data, as amended and as currently in force; Law of Ukraine
on Fundamentals of the Healthcare Legislation; Order of the Ministry
of Health of Ukraine on medical documentation; sector-specific decrees
during martial law (since Decree n. 64/2022 of the President of

Ukraine, as extended).

Specific submission

requirements

Submission via the procedure of the hospital ethics committee.
Documents: protocol, patient information sheet and consent form in
Ukrainian, CV of the PI, conflict of interest declaration. Specific
considerations apply during martial law for the protection of patient
data and for cross-border transfers, addressed in document

UkrainianAnnex CCCH.

Standard timeline

Standard timeline: variable due to martial law conditions; coordination

with the hospital ethics committee at an early stage is essential.

Documentation language

Ukrainian for patient-facing documents. English admissible for the

technical protocol.

Specific notes for UNICA

Coordination with the Coordinator and SAPG is essential for the
validation of the cross-border transfer to the European Union under
Article 29 of Law n. 2297-VI as currently in force, for the SCC C2C
between DATRIX and CCCH and for the documentary evidence of the
lawfulness of the export under Ukrainian law. The dedicated Ukrainian

annex (file 004 of cartella 01) governs these aspects.

3.10 Cross-border Associated Partner (COA)

Country

Member State of establishment of the Associated Partner.

Competent Ethics Committee /

IRB

[To be specified in the addendum, based on the Member State of

establishment. ]

Primary national legal

references

[To be specified in the addendum, based on the national framework.

Refer to the country-specific addenda above as templates.]

Specific submission

requirements

[To be specified.]

Standard timeline

[To be specified.]
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[To be specified, with English admissible for the technical

Documentation language
attachments. |

This addendum serves as a template for any Associated Partner not
Specific notes for UNICA falling within the nine national addenda above. Please duplicate and

complete it as needed.
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Part 4 — Al-specific submission elements

This Part 4 sets the synthesis of the Al-specific elements of the submission. The Al ethics check based on the
Assessment List for Trustworthy Artificial Intelligence (ALTAI) of the High-Level Expert Group on Al is
operationally addressed in document GDPRComplianceOnboardingProtocol Step 9. The Fundamental Rights
Impact Assessment (FRIA) under article 27 of the Al Act is provided as a self-contained template in Annex
G.

4.1 ALTAI self-assessment summary

Cross-reference: ~ The full ALTAI  self-assessment is  operationalised in  document
GDPRComplianceOnboardingProtocol, Step 9. The summary attached to the IRB submission shall
comprise the seven ALTAI dimensions (human agency and oversight, technical robustness and safety,
privacy and data governance, transparency, diversity, non-discrimination and fairness, societal and
environmental wellbeing, accountability) with a brief assessment per dimension and any flagged

concern.

4.2 FRIA where applicable (Al Act art. 27)

Article 27 of Regulation (EU) 2024/1689 (Al Act) requires that, before deploying a high-risk Al system
referred to in Article 6(2), deployers that are bodies governed by public law, or private entities providing
public services, or deployers of high-risk Al systems referred to in points 5(b) and (c) of Annex III, perform
an assessment of the impact on fundamental rights that the use of such system may produce. The Holder
shall determine whether its participation in UNICA triggers article 27. If so, the FRIA template in Annex G
shall be completed and attached to the IRB submission.

4.3 Human oversight (Al Act art. 14)

Pursuant to article 14 of the Al Act, high-risk Al systems shall be designed and developed in such a way that
they can be effectively overseen by natural persons during the period in which they are in use. The Holder
shall describe the human oversight measures applicable to its participation in UNICA, including the
qualification of the personnel, the points of intervention, the means of override and the protocol for stopping
the system.

4.4 Description of training, validation and testing data (Al Act art. 10)

Pursuant to article 10 of the Al Act, training, validation and testing datasets shall be relevant, sufficiently
representative and, to the best extent possible, free of errors and complete in view of the intended purpose.
The Holder shall describe the datasets used in its participation, the data governance measures in place, the
labelling and curation processes, the bias-detection processes and the safeguards under article 10(5) Al Act

for special categories of personal data.
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Part 5 — Documentation pack list
5.1 Submission checklist
The Holder shall ensure that the submission to the local Ethics Committee includes the following documents,
adapted to the procedural requirements of the relevant Member State.

e Cover letter (template in section 2.1, country-specific cover in Annex A where applicable).

e Project synopsis (template in section 2.2).

e Detailed protocol (template in section 2.3).

e Patient information sheet (drawn from document PatientConsentFormReview).

e Patient consent form (drawn from document PatientConsentFormReview).

e Investigator's brochure equivalent for high-risk AI components (section 2.6).

e CV of the Principal Investigator (template in section 2.7).

e Insurance and liability statement (institutional).

e Funding declaration (template in section 2.9).

e Conflict of interest declaration (template in Annex D).

o ALTAI self-assessment summary (cross-link to GDPR Compliance Onboarding Protocol Step 9).

e FRIA where applicable (template in Annex G).

e Country-specific attachments (per Part 3 addenda).
5.2 Required attachments
Where the relevant national authority requires additional documents, the Holder shall complete them in line
with the local procedural requirements. Examples include: copy of the data processing agreement signed
with the Coordinator (DPA UNICA), evidence of the deployment of the local federated node and of the IT
Security Guidelines baseline, evidence of the training of the research team, declaration of the DPO.
5.3 Submission instructions per country
Submission instructions per country are summarised in the addenda of Part 3. The Holder shall verify the
most up-to-date submission portal and any specific format requirements (e.g., specific cover-letter forms,

mandatory templates, electronic signatures) before submitting.
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Annex A. Cover letter templates per country

The cover letter template in section 2.1 of Part 2 is the English master version. Where the local IRB requires
a country-specific format, the Holder shall adapt the cover letter to that format and translate it into the local
language as appropriate. The country-specific addenda of Part 3 indicate the languages and the procedural
specificities to be respected.

The Holder may use the English master in the following cases: (a) the IRB explicitly accepts
English-language cover letters (e.g., for international collaborative projects); (b) the cover letter is
accompanied by a local-language synthesis or a sworn translation; (c) the institutional procedure of the

Holder allows it. In all other cases, the cover letter shall be issued in the local language.
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Annex B. Patient information sheet template (cross-link)

Cross-reference: The patient information sheet template is provided in document
PatientConsentFormReview, issued in folder 04 of the D2.1 deliverable. This Annex B intentionally
consists of a cross-reference to that document and is to be considered placeholder until the Patient

Consent Form Review is consolidated.

The Holder shall draw the template from the Patient Consent Form Review document and adapt it to the
language and procedural requirements of the local IRB, as indicated in the country-specific addendum of Part

3 for the relevant country.
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Annex C. Patient consent form template (cross-link)

Cross-reference: The patient consent form template is provided in document PatientConsentFormReview,
issued in folder 04 of the D2.1 deliverable. This Annex C intentionally consists of a cross-reference to

that document and is to be considered placeholder.

The granular consent options (FAIRification step, federated Al training, optional sharing with EUCAIM
Central Hub at HULAFE) shall be presented to the patient as separate boxes in the form, in line with the
EDPB Guidelines 05/2020 on consent.
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Annex D. Conflict of interest declaration template
This declaration shall be completed by the Principal Investigator and by each member of the research team

with a substantive role in the participation of the Holder in UNICA.

Full name [insert]
Role in the project [insert]
Institution [insert]

Direct financial interest in any
commercial entity that may benefit from | [Yes - describe / No]

the project

Indirect financial interest (consulting,
speaker fees, advisory boards) in any
) o [Yes - describe / No]
related commercial entity in the last 36

months

Patents or licences relevant to the project | /Yes - describe / NoJ

Personal relationships with persons

within commercial entities relevant to [Yes - describe / No]

the project

Other potential conflicts [Yes - describe / No]

Date [DD /MM / YYYY]

Signature [hand-written or qualified electronic signature]

The Holder shall maintain on file the completed declarations and shall update them upon any material

change.
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Annex E. Glossary
Definitions are aligned to the Declaration of Helsinki, the Oviedo Convention, the GDPR, the Al Act, the
EHDS Regulation and the EUCAIM deliverables.

Independent body, of an institutional, regional or national nature, the
Ethics Committee / IRB responsibility of which is to ensure the protection of the rights, safety

and wellbeing of human subjects involved in research.

Principal Investigator Researcher accountable for the conduct of the study at the Holder's site.

Machine-learning approach in which a model is trained on data
Federated learning distributed across multiple sites, without the data leaving the sites; only

model updates are exchanged.

Process by which data is made Findable, Accessible, Interoperable and

FAIRification
Reusable.
ALTAI Assessment List for Trustworthy Artificial Intelligence, published by
the High-Level Expert Group on Al in 2020.
FRIA Fundamental Rights Impact Assessment under article 27 of the Al Act.
DPA UNICA Bilateral Data Processing Agreement.
European Federation for Cancer Images Central Hub operated by
EUCAIM Central Hub
HULAFE in Valencia.
DPIA Data Protection Impact Assessment under article 35 GDPR.
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Annex F. Version control and change log

Version Date Author Change
First issue. English master with cross-links to
PatientConsentFormReview (Annex B and C) and to
GDPRComplianceOnboardingProtocol Step 9

10 RY) May 2026 SAPG (ALTALI). Country-specific addenda for Italy, Spain,

Germany, Greece, Lithuania, Poland, Portugal,
Slovenia, Ukraine (CCCH) and a generic COA
template. Al-specific elements addressed in Part 4

with a self-contained FRIA template in Annex G.
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Annex G. Fundamental Rights Impact Assessment (FRIA) template

This Annex G provides a self-contained template for the Fundamental Rights Impact Assessment under
article 27 of Regulation (EU) 2024/1689 (Al Act). The Holder shall complete the template only where its
participation in UNICA triggers article 27, that is, where the Holder qualifies as a deployer obliged to
perform a FRIA pursuant to article 27(1) Al Act and the Al system in question is a high-risk Al system
referred to in Annex III of the AI Act, save for those used in the area of critical infrastructure as referred to in
point 2 of Annex III.

G.0 Trigger assessment

) i [Yes - body governed by public law / Yes - private
Does the Holder qualify as a deployer under article

27(1) AT Act? entity providing public services / Yes - deployer of
ct!

high-risk Al in points 5(b) or (c) of Annex II1l / No]

Is the Al system high-risk under Annex III Al Act? | [Yes - specify category / No - justification]

Is the FRIA therefore required? [Yes / No - justification]

If the answer to the third question is "No", the Holder shall document the justification and skip the remaining
sections of this Annex G. If the answer is "Yes", the Holder shall complete sections G.1 to G.7 below.

G.1 Description of the intended purpose of the Al system

[Describe the intended purpose of the Al system, the deployment context, the categories of users, the
operational environment and the integration with other systems. Reference article 13 Al Act on transparency
and information to users. |

G.2 Period and frequency of use

[Indicate the period during which the Al system will be used and the frequency of use, distinguishing pilot
phase, evaluation phase and operational use.]

G.3 Categories of natural persons and groups likely to be affected

[Identify the categories of natural persons and groups whose fundamental rights and freedoms may be
affected, including patients, healthcare professionals, vulnerable groups (children, elderly, patients with rare
diseases), and any other relevant category. Indicate whether processing of special categories of personal data
under article 9 GDPR is involved.]

G.4 Specific risks of harm

[Identify the specific risks of harm to the categories of natural persons and groups listed in section G.3,
including risks of discrimination, risks to the rights of the patient, risks of misclassification with clinical
consequences, risks of infringement of the principle of human dignity, risks to data subjects' rights under
articles 15-22 GDPR, risks of de-anonymisation. The risks shall be assessed on likelihood and severity
scales.]

G.5 Human oversight measures
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[Describe the human oversight measures applicable, in line with article 14 Al Act. Indicate the qualifications
and the role of the natural persons in charge of oversight, the points of intervention, the criteria for stopping
or correcting the system, and the means by which the system supports the oversight.]

G.6 Measures to be taken in case of risk materialisation

[Describe the mitigation measures to be activated in case the risks identified in section G.4 materialise,
including the technical fallback, the clinical fallback, the procedural escalation, the notification to the
supervisory authorities and to the persons affected, the disengagement of the system where necessary.]

G.7 Complaint mechanism and external relations

[Describe the mechanism through which natural persons affected by the system can lodge a complaint, the
channels of communication, the response timelines and the relationship with the supervisory authority

designated under the Al Act and with the data protection supervisory authority.]

Upon completion, the FRIA shall be signed by the Principal Investigator, by the DPO and by the institutional
risk officer or equivalent. A copy shall be transmitted to SAPG and to DATRIX for consortium-level

oversight, and made available to the supervisory authority upon request pursuant to article 27(3) Al Act.
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