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Notice on language and translation 

Important - Translation requirement 
This document is the consortium-level master in English. Parts 3 and 4 (Template Patient 
Information Sheet and Template Consent Form) and Annexes B, C, D and E contain 
patient-facing material. They shall be translated into the language of the patient by each Health 
Data Holder before any delivery to a data subject. The requirement derives from article 7(2) of 
Regulation (EU) 2016/679 (consent must be presented in an intelligible and easily accessible 
form, using clear and plain language) and from the national law of each UNICA Member State 
(mandatory local language for patient-facing documents in Italy, Spain, Germany, Greece, 
Lithuania, Poland, Portugal, Slovenia and Ukraine). The translation shall preserve the granular 
structure of the three independent consent boxes set out in Part 4 and Annex C. 
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Part 1. Framework 
1.1 Purpose and scope 
This document fulfils two distinct but complementary functions. The first is a review function: it 
provides each UNICA Health Data Holder, and the consortium-level legal counsel SAPG, with a 
structured assessment grid to evaluate whether the patient information notice and the consent form 
already in use at the Holder cover the three branches of the UNICA data flow described in the Data 
Holder Onboarding Pack (folder 01, Section 3.4). The second is a template function: it provides a 
UNICA-specific patient information sheet and consent form, with an addendum template for partial 
coverage and a re-consent template for absence of coverage, that the Holder can use as a basis for 
its operational documentation. 
The document does not authorise the Holder to depart from its national rules on biomedical research 
consent, on patient information or on the documentary form of the consent. Where the national rules 
impose a specific form, the templates of Parts 3 and 4 shall be adapted accordingly. 
1.2 Legal basis 
Three converging frameworks support the review and the templates. 
First, Regulation (EU) 2016/679 (GDPR) governs the conditions of validity of consent (articles 
4(11), 6(1)(a), 7, 9(2)(a)), the alternative lawful basis for scientific research with safeguards under 
article 89 (article 9(2)(j) GDPR), the information to data subjects (articles 13 and 14), the right of 
erasure (article 17) and the broad provision on processing for research (article 89). EDPB 
Guidelines 05/2020 on consent and Guidelines 03/2020 on the processing of data for scientific 
research are the operational references. 
Second, Regulation (EU) 2025/327 (EHDS) introduces, in article 71, the patient opt-out from the 
secondary use of electronic health data and, in article 72, the simplified procedure for Trusted 
Health Data Holders. The interaction between the existing consent at the Holder and the EHDS 
opt-out shall be addressed by the Holder in light of the national implementation of the EHDS. 
Third, the AI Act (Regulation (EU) 2024/1689) imposes, in article 13, transparency obligations 
towards the natural persons who interact with high-risk AI systems. The patient information sheet 
of Part 3 includes a dedicated paragraph that meets these transparency obligations for the federated 
AI pilot training of UNICA. 
On the ethical side, the Declaration of Helsinki of the World Medical Association (1964, last 
amended 2013), 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, 1997) and its 
Additional Protocol concerning Biomedical Research (2005) provide the foundational principles of 
free, prior, informed, explicit and revocable consent in biomedical research. 
1.3 The three branches of UNICA consent 
The UNICA data flow consists of three distinct processing activities, each of which requires its own 
coverage in the patient information notice and in the consent form. 
Branch A, FAIRification by the technical providers DATRIX, POLIMI and UPV. The Holder, as 
controller of the patient datasets, makes the data available to the technical providers under the 
bilateral Data Processing Agreement (DPA UNICA). The technical providers act as processors 
under article 28 GDPR. The processing serves to make the data Findable, Accessible, Interoperable 
and Reusable in line with the EUCAIM technical baseline. At this stage the data may still be 
identifiable or pseudonymised. 
Branch B, federated AI pilot training. The patient datasets remain on the premises of the Holder. 
The federated learning architecture exchanges model parameters or aggregate updates with the 
federation, but no identifiable patient data leave the Holder's premises. Article 14 of the AI Act 
requires human oversight of the AI system; article 13 requires transparency towards the natural 
persons concerned. 
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Branch C, optional sharing with the EUCAIM Central Hub at HULAFE. The Holder may share 
with the EUCAIM Central Hub pseudonymised or anonymised datasets, under the EUCAIM Data 
Transfer Agreement (DTA) or Data Sharing Agreement (DSA, denominated DUA in the UNICA 
Grant Agreement). The destination is HULAFE in Valencia (Spain). The Central Hub provides 
downstream access to authorised Health Data Users under the EUCAIM Terms and Conditions. 
1.4 Three scenarios 
On the basis of the review of the existing patient information notice and consent form (Part 2), the 
Holder shall classify each branch of the data flow into one of three scenarios. 

Scenario A - Full coverage 
The existing patient information notice and consent form already cover the relevant branch of 
the UNICA data flow. The leg is green-lit and no further action is required, save for the 
operational alignment with the IRB submission package (document 
EthicsCommitteeSubmission). 

  

Scenario B - Partial coverage 
The existing documentation partially covers the branch. The gap is filled by an addendum to the 
patient information notice and, where appropriate, by a supplementary consent collected from 
the patient on the granular boxes set out in Annex D. 

  

Scenario C - No coverage 
The existing documentation does not cover the branch, neither directly nor through a generic 
clause. The Holder shall either (i) re-consent the patient on the basis of the template of Annex E, 
or (ii) rely on an alternative lawful basis under article 9(2)(j) GDPR (scientific research) 
combined with the safeguards of article 89 GDPR and with the relevant national derogation. 
Annex E provides a decision flowchart to guide the choice between the two options. 

1.5 Relationship with other UNICA instruments 
This document is anchored in the consortium architecture as follows. The Data Holder Onboarding 
Pack (file 001 of cartella 01) gathers in Section 3.4 the assessment by the Holder of the coverage of 
the existing consent on the three branches and feeds this document. The GDPR Compliance 
Onboarding Protocol (file 001 of cartella 04) routes Step 3 (consent review) through the present 
document. The Ethics Committee Submission Pack (file 004 of cartella 04) cross-references this 
document in Annexes B and C for the patient information sheet and consent form templates. The IT 
Security Guidelines (file 002 of cartella 04) provides the technical safeguards (pseudonymisation, 
encryption, logging, breach response) that the patient information sheet shall reference. 
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Part 2. Review framework (detailed) 
2.1 Methodology 
The review is conducted in three steps. First, the Holder collects the existing patient information 
notice and consent form for the dataset to be made available to UNICA. Second, the Holder, in 
coordination with its DPO, completes the detailed checklists of sections 2.2 and 2.3 below for each 
document. Third, the Holder completes the coverage matrix of section 2.4 and identifies the 
scenario (A, B or C) for each branch. The synthetic version of the assessment, suitable for the first 
screening, is provided in Annex A as a one-page grid. 
The output of the review (section 2.5) is a structured verdict that the Holder communicates to SAPG 
and DATRIX, that is consolidated in Section 5 of the Onboarding Pack and that supports the 
decision on the lawful basis for each branch. 
2.2 Review of the patient information notice 
Verify whether the existing patient information notice covers each of the elements below. Mark with 
X the boxes that apply. 

Required element Reference Covered (X) 

Identity and contact details of the controller art. 13(1)(a) GDPR [ ] 

Contact details of the DPO art. 13(1)(b) GDPR [ ] 

Purposes of the processing for each branch of the data 
flow art. 13(1)(c) GDPR [ ] 

Lawful basis for the processing art. 13(1)(c) and (d) 
GDPR [ ] 

Recipients or categories of recipients (DATRIX, 
POLIMI, UPV; HULAFE/EUCAIM) art. 13(1)(e) GDPR [ ] 

Cross-border transfer information (Schrems II if 
applicable; CCCH UA-UE) art. 13(1)(f) GDPR [ ] 

Retention period (or criteria) art. 13(2)(a) GDPR [ ] 

Existence of the rights of the data subject (arts. 15 to 22) art. 13(2)(b) GDPR [ ] 

Right to lodge a complaint with the supervisory authority art. 13(2)(d) GDPR [ ] 

Information that the consent can be withdrawn at any 
time art. 13(2)(c) GDPR [ ] 

Information on the EHDS opt-out and how it interacts 
with the consent art. 71 EHDS [ ] 

Information on the federated AI pilot (transparency) art. 13 AI Act [ ] 

Information on the absence of identifiable data leaving 
the Holder during AI training 

principle of 
accountability art. 
5(2) GDPR 

[ ] 

Source of the data, where not collected from the data 
subject art. 14(2)(f) GDPR [ ] 
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Information on automated decision-making, where 
applicable art. 13(2)(f) GDPR [ ] 

2.3 Review of the consent form 
Verify whether the existing consent form satisfies the conditions of validity of consent under articles 
4(11) and 7 GDPR. Mark with X the boxes that apply. 

Condition of validity Reference Covered (X) 

Freely given (no conditioning of services on consent) art. 4(11) GDPR; 
EDPB 05/2020 §3.1 [ ] 

Specific to each purpose (granular consent for each 
branch of UNICA) 

art. 4(11) GDPR; 
EDPB 05/2020 §3.2 [ ] 

Informed (linked to a clear and accessible information 
notice) 

art. 4(11) GDPR; 
EDPB 05/2020 §3.3 [ ] 

Unambiguous (clear affirmative action by the data 
subject) 

art. 4(11) GDPR; 
EDPB 05/2020 §3.4 [ ] 

Explicit, where required by article 9(2)(a) GDPR art. 9(2)(a) GDPR; 
EDPB 05/2020 §4.2 [ ] 

Demonstrable (the controller can prove the consent) art. 7(1) GDPR [ ] 

Withdrawable at any time, easily as it was given art. 7(3) GDPR [ ] 

Presented in an intelligible form, in clear and plain 
language art. 7(2) GDPR [ ] 

Distinguishable from other matters in the document art. 7(2) GDPR [ ] 

Specifically covers the FAIRification leg (Branch A) leg-specific UNICA [ ] 

Specifically covers the federated AI pilot training leg 
(Branch B) leg-specific UNICA [ ] 

Specifically covers the EUCAIM Central Hub sharing leg 
(Branch C) leg-specific UNICA [ ] 

2.4 Coverage matrix per branch 
On the basis of the checks above, classify the coverage of each branch as Full (Scenario A), Partial 
(Scenario B) or None (Scenario C). For partial coverage, identify the specific gap. For no coverage, 
identify the proposed remediation. 

Leg Description Coverage Gap (if any) Remediation 

Branch A FAIRification by DATRIX, 
POLIMI, UPV 

[ Full / Partial / 
None ] [ insert ] 

[ A: none / B: 
addendum / C: 
re-consent or 
art. 9(2)(j) ] 

Branch B Federated AI pilot training [ Full / Partial / 
None ] [ insert ] [ A: none / B: 

addendum / C: 
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re-consent or 
art. 9(2)(j) ] 

Branch C EUCAIM Central Hub 
sharing (HULAFE) 

[ Full / Partial / 
None ] [ insert ] 

[ A: none / B: 
addendum / C: 
re-consent or 
art. 9(2)(j) ] 

2.5 Output of the review 
The Holder produces a one-page review report based on Annex A and on the matrix of section 2.4. 
The report includes (i) a verdict per branch in the form Full/Partial/None; (ii) the gap analysis where 
applicable; (iii) the recommended action (no further action / addendum / re-consent / reliance on 
alternative lawful basis); (iv) the proposed timeline for the action; (v) any specific issue raised by 
the DPO. The report is signed by the Principal Investigator and by the DPO and is transmitted to 
SAPG and DATRIX. 
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Part 3. Template Patient Information Sheet (English master) 

Important - Translation 
The text below is the consortium-level master in English. Each Holder shall translate it into the 
language of the patient before delivery, in line with article 7(2) GDPR and with the national law 
of the relevant Member State. The translation shall preserve the headings and the structure of 
the three branches of the UNICA data flow. 

3.1 Cover and identification 

Title Patient Information Sheet for the participation in the 
UNICA project (Grant Agreement n. 101218966) 

Holder name [insert] 

Principal Investigator [insert name and contact] 

Version 1.0 

Date [DD/MM/YYYY] 

Local IRB approval reference [insert reference number and date] 

3.2 Why this notice 
[Holder name] invites you to participate in a research project named UNICA - Unified Network for 
International Cancer Advancement, co-funded by the European Union under the EU4Health 
Programme 2021-2027 (Grant Agreement n. 101218966). This notice explains the project, the use 
that will be made of your imaging data and clinical data, your rights and how you can exercise 
them, and how you can withdraw your consent. 
3.3 Background of UNICA 
UNICA is coordinated by DATRIX S.p.A. (Italy) and onboards ten European medical centres on the 
European Federation for Cancer Images (EUCAIM). The project aims to improve the diagnosis and 
the management of cancer through artificial intelligence pilots based on imaging data. 
3.4 What data will be processed 
[Holder name] will process the imaging data already collected for your clinical care (for example: 
CT scans, MRI scans, mammography images), together with selected clinical data (for example: 
diagnosis, treatment, outcome). The data will be pseudonymised at the moment of preparation, that 
is, your direct identifiers (name, surname, date of birth) will be replaced by a code, and the link 
between the code and your identity will be retained at [Holder name] only and protected by 
technical and organisational measures. 
3.5 How data will be processed 
Your data will be processed in three distinct activities, on which you are asked to express three 
independent consents in the consent form (Part 4). 
First activity (Branch A, FAIRification). Your pseudonymised data will be made available to the 
technical providers DATRIX (Italy), POLIMI (Italy) and UPV (Spain), under a bilateral Data 
Processing Agreement under article 28 of Regulation (EU) 2016/679 (GDPR). The activity makes 
the data Findable, Accessible, Interoperable and Reusable for the project. 
Second activity (Branch B, federated AI pilot training). Your data will remain on the premises of 
[Holder name]. A federated learning system, controlled by the technical providers, will exchange 
only model parameters or aggregate updates with the federation. Your individual data will not leave 
the premises of [Holder name] during this activity. 
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Third activity (Branch C, EUCAIM Central Hub sharing, optional). Pseudonymised or anonymised 
datasets may be transmitted, with your consent, to the EUCAIM Central Hub operated by HULAFE 
in Valencia (Spain). The Central Hub provides downstream access to authorised Health Data Users 
under the EUCAIM Terms and Conditions, for further research projects in cancer imaging. 
3.6 Lawful basis 
The lawful basis for the processing is your consent to each of the three activities, in line with 
articles 6(1)(a) and 9(2)(a) of the GDPR. You can express the consent for one, two or three of the 
activities, separately. You can also refuse the participation in the project; the refusal will not affect 
the clinical care that you receive at [Holder name]. 
3.7 Data subject rights and EHDS opt-out 
You have the right to obtain from [Holder name] the access to your personal data (article 15 
GDPR), the rectification of inaccurate data (article 16), the erasure of your data within the limits of 
articles 17 and 89 GDPR, the restriction of the processing (article 18), the data portability (article 
20) and the right to object (article 21). 
You have the right to withdraw your consent at any time, with effect for the future. The withdrawal 
does not affect the lawfulness of the processing carried out before the withdrawal. You can exercise 
these rights by contacting [Holder name]'s DPO at [insert contact]. 
Pursuant to article 71 of Regulation (EU) 2025/327 on the European Health Data Space (EHDS), 
you may also opt out of the secondary use of your electronic health data through the channel that 
the relevant national authority makes available. The opt-out interacts with the consent that you 
express in this project according to the rules of your country; [Holder name]'s DPO can clarify the 
practical implications upon request. 
You also have the right to lodge a complaint with the supervisory authority for personal data 
protection of your country. 
3.8 Retention period 
Your pseudonymised data will be retained for the duration of the UNICA project (until M36 of the 
Grant Agreement) and, for archiving and scientific reproducibility purposes under article 89 GDPR, 
for the period set out in the Holder's data management plan and approved by the local IRB. After 
this period, the data will be either deleted or fully anonymised. 
3.9 Cross-border transfers 
The activities described above involve the processing of your pseudonymised data on the premises 
of the Holder and, for Branch A and Branch C, the transfer to other countries within the European 
Economic Area (Italy, Spain). Such transfers do not require additional safeguards beyond the 
GDPR. No transfer to a third country outside the European Economic Area is foreseen, save for 
transfers within the EUCAIM federation that are governed by the EUCAIM Data Transfer 
Agreement and Data Sharing Agreement framework. 
Where the Holder is established in Ukraine (CCCH), specific safeguards govern the transfer from 
Ukraine to the European Union, addressed in document UkrainianAnnex_CCCH. 
3.10 Contacts 

Holder [name, address] 

Principal Investigator [name, contact] 

Holder's DPO [name, email, phone] 

Coordinator (DATRIX S.p.A.) Foro Buonaparte 71, 20121 Milano, Italy 
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Consortium-level legal counsel 
(SAPG) [insert SAPG project lead, contact] 

Supervisory authority of the Holder's 
country [insert] 
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Part 4. Template Consent Form (English master) 

Important - Translation and granularity 
The form below is the consortium-level master in English. Each Holder shall translate it into the 
language of the patient before delivery, in line with article 7(2) GDPR. The form contains three 
independent granular boxes (Branch A, Branch B, Branch C) that the patient can mark 
separately. The translation shall preserve this granularity. 

4.1 Identifying details 

Patient name and surname [insert] 

Date of birth [DD/MM/YYYY] 

Patient identifier (code) [insert pseudonymous code] 

Holder [insert] 

Principal Investigator [insert] 

I confirm that I have received and read the Patient Information Sheet relating to the UNICA project 
(version 1.0, Holder [insert name]). I confirm that I have had the opportunity to ask questions and 
that the questions have been answered to my satisfaction. I understand that my consent is voluntary, 
that I can withdraw it at any time without affecting my clinical care and that the withdrawal does 
not affect the lawfulness of the processing carried out before the withdrawal. 
  

Branch A - FAIRification by DATRIX, POLIMI, UPV ☐ Yes, I consent          ☐ No, I 
do not consent 

Branch B - Federated AI pilot training (no individual data 
leaves my Holder) 

☐ Yes, I consent          ☐ No, I 
do not consent 

Branch C - Sharing of pseudonymised or anonymised datasets 
with the EUCAIM Central Hub at HULAFE (Spain) 

☐ Yes, I consent          ☐ No, I 
do not consent 

4.2 Withdrawal mechanism 
I understand that I can withdraw any of the three consents above at any time, by contacting [Holder 
name]'s DPO at [insert contact]. The withdrawal will be effective from the date on which it reaches 
the Holder and will not affect the lawfulness of the processing carried out before the withdrawal. 
The Holder will inform DATRIX and, where applicable, HULAFE of the withdrawal so that the 
corresponding processing can be discontinued. 
4.3 Signature and date 

Patient signature [hand-written] 

Date [DD/MM/YYYY] 

Investigator signature [hand-written] 

Date [DD/MM/YYYY] 

4.4 Witness or legal representative 
Where the patient is a minor, an adult lacking capacity to consent, or otherwise unable to provide an 
informed consent in the relevant jurisdiction, the consent shall be expressed by the legal 
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representative or by an authorised proxy in accordance with the national law of the Holder. The 
presence of a witness shall be ensured where the national rules so require. 

Legal representative or witness name [insert] 

Relationship to the patient [insert] 

Signature [hand-written] 

Date [DD/MM/YYYY] 
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Part 5. National adaptation 
5.1 Mandatory clauses per Member State 
The matrix below indicates, for each UNICA Member State and for Ukraine, the specific clauses or 
formal requirements that the Holder shall integrate into the patient information sheet and the 
consent form, in addition to the consortium master. The matrix is descriptive and does not replace 
the analysis of the Holder's DPO and legal counsel. 

Country Mandatory clauses or formal requirements Reference 

Italy 

Reference to the Provvedimento Garante 19 December 
2018 on the Code of Conduct for research; if the Holder 
relies on art. 110-bis Codice privacy for further use 
without consent, dedicated information clause and 
Garante authorisation reference. 

d.lgs. 196/2003 art. 110, 
110-bis 

Spain 
Reference to LOPDGDD disposición adicional 17ª; for 
clinical trials, reference to RD 1090/2015; mention of the 
right of access to the file at the institution. 

LOPDGDD 3/2018; RD 
1090/2015 

Germany 
BDSG §22 reference; specific clauses where the Land 
Krankenhausgesetz of the relevant Land impose them; 
mandatory written form (Schriftform) in most Länder. 

BDSG §22; Land 
Krankenhausgesetze 

Greece 
Specific clauses set out by the Hellenic Data Protection 
Authority for biobanks and biomedical research; written 
form in Greek. 

Law 4624/2019; Law 
3418/2005 

Lithuania Reference to the Lietuvos bioetikos komitetas approval; 
written form in Lithuanian. 

Law VIII-1679; Law 
I-1374 

Poland Reference to art. 17a Ustawa o działalności leczniczej; 
specific UODO guidance on health data for research. 

Ustawa 10.5.2018; 
Ustawa o działalności 
leczniczej 

Portugal Reference to Lei 21/2014 art. 4 on consent in clinical 
research; CNPD guidance on biobanks. 

Lei 58/2019; Lei 
21/2014; Lei 12/2005 

Slovenia Reference to ZVOP-2 specific provisions on processing 
for scientific research; KME approval reference. 

ZVOP-2 2023; Zakon o 
zdravstveni dejavnosti 

Ukraine 
(CCCH) 

Specific clauses on the cross-border transfer to the 
European Union under Article 29 of Law 2297-VI as 
currently in force, taking into account the martial-law 
regime; reference to document UkrainianAnnex_CCCH. 

Law 2297-VI of 1 June 
2010 as currently in force 

5.2 Language requirements per country 
The patient information sheet and the consent form shall be delivered to the patient in the language 
of the patient. The consortium-level master is in English; each Holder shall arrange for a translation 
into the official language of the Member State of establishment (or into the language of the patient, 
where different and where required by national rules) before delivery. The translation shall preserve 
the granular structure of the three independent consents and the headings of Parts 3 and 4. 
5.3 EHDS art. 71 opt-out interaction 
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Article 71 of Regulation (EU) 2025/327 establishes a Member State opt-out mechanism for the 
secondary use of electronic health data. The interaction between this opt-out and the consent given 
for UNICA depends on the national implementation. The Holder shall, in coordination with its 
DPO, describe in the patient information sheet how the opt-out is exercised in the country, how it 
interacts with an existing consent for UNICA and how the patient can exercise it without prejudice 
to the previous consent. 
5.4 Specific Ukrainian regime (CCCH) 

Cross-reference: The Utility Non-Profit Enterprise Ivano-Frankivsk Central City Clinical 
Hospital (CCCH, partner n. 15 of the UNICA Consortium, PIC 888304176) is subject to the 
Ukrainian regime governed by Law 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. The patient information sheet and the consent form delivered to patients at 
CCCH shall include the specific clauses set out in document UkrainianAnnex_CCCH. 
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Annex A. Coverage assessment template (one-pager) 
This one-page grid is the synthetic version of the review framework of Part 2. The Holder may use 
it for the first screening of the existing patient information notice and consent form. The dual-track 
methodology requires that the Holder also complete the detailed checklists of sections 2.2 and 2.3 
for each branch of the data flow. 
  

Leg of the UNICA data 
flow PIS coverage Consent form 

coverage 
Verdict 
(A/B/C) Proposed action 

Branch A - FAIRification 
(DATRIX, POLIMI, UPV) 

[ Full / Partial / 
None ] 

[ Full / Partial / 
None ] 

[ A / B / 
C ] 

[ none / addendum 
/ re-consent ] 

Branch B - Federated AI 
training 

[ Full / Partial / 
None ] 

[ Full / Partial / 
None ] 

[ A / B / 
C ] 

[ none / addendum 
/ re-consent ] 

Branch C - EUCAIM 
Central Hub sharing 

[ Full / Partial / 
None ] 

[ Full / Partial / 
None ] 

[ A / B / 
C ] 

[ none / addendum 
/ re-consent ] 

  
Synthetic verdict 

Overall recommended action [ insert ] 

Estimated timeline for completion [ insert ] 

Open issues for SAPG / DATRIX [ insert ] 

Holder DPO sign-off [ name, date, signature ] 

Holder Principal Investigator sign-off [ name, date, signature ] 
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Annex B. Standard Patient Information Sheet template (full) 

Cross-reference: The full English master of the Patient Information Sheet is provided in Part 3 
above. This Annex B reproduces the same content in a stand-alone form for ease of distribution 
and translation by the Holder. Where the Annex B and Part 3 conflict, Part 3 prevails. 

[The Holder shall reproduce here the content of Part 3, sections 3.1 to 3.10, and translate it into the 
language of the patient. The granular structure of the three branches (FAIRification, federated AI 
training, EUCAIM Central Hub sharing) shall be preserved. The Annex shall be paired with the 
consent form of Annex C and shall be distributed to the patient as a single package.] 
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Annex C. Standard Consent Form template (full, with granular boxes) 

Cross-reference: The full English master of the Consent Form is provided in Part 4 above. This 
Annex C reproduces the same content in a stand-alone form for ease of distribution and 
translation by the Holder. Where the Annex C and Part 4 conflict, Part 4 prevails. 

[The Holder shall reproduce here the content of Part 4, sections 4.1 to 4.5, and translate it into the 
language of the patient. The three independent granular consent boxes (Branch A, Branch B, 
Branch C) shall be preserved as separate, freely combinable choices. The form shall be distributed 
to the patient together with Annex B.] 
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Annex D. Addendum template for Scenario B (partial coverage) 
This Annex D is to be used by the Holder when the existing patient information notice and consent 
form already cover one or more branches of the UNICA data flow but require a supplementary 
clause or a granular re-collection of consent on the residual branch(s). The Annex shall be paired 
with the existing documentation and shall be distributed to the patient as an addendum. 
D.1 Cover 

Holder [insert] 

Patient identifier (pseudonymous 
code) [insert] 

Existing PIS reference (title, version, 
date) [insert] 

Existing consent form reference [insert] 

Date of issuance of this addendum [DD/MM/YYYY] 

D.2 Reason for the addendum 
Following the assessment of the coverage of the existing patient information notice and consent 
form against the UNICA data flow, the following gaps have been identified. 
[Holder to insert: identify the branch(s) on which the existing documentation is partial, and the 
specific gap. Reference the relevant rows of the matrix of section 2.4 of the UNICA Patient Consent 
Form Review.] 
D.3 Supplementary information 
[Holder to insert: provide the supplementary information that fills the gap. The supplementary 
information shall be drawn from the relevant paragraphs of Part 3 of the UNICA Patient Consent 
Form Review.] 
D.4 Supplementary granular consent 
Where the addendum requires a re-collection of consent on the residual branch(s), the Holder shall 
present the patient with the granular boxes corresponding to the residual branch(s). 

Residual Leg [A/B/C] ☐ Yes, I consent          ☐ No, I 
do not consent 

 
D.5 Signatures 

Patient signature [hand-written] 

Date [DD/MM/YYYY] 

Investigator signature [hand-written] 

Date [DD/MM/YYYY] 
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Annex E. Re-consent letter template and decision flowchart for Scenario C (no coverage) 
This Annex E is to be used by the Holder when the existing patient information notice and consent 
form do not cover one or more branches of the UNICA data flow. Section E.1 provides the decision 
flowchart that guides the choice between re-consent and reliance on an alternative lawful basis. 
Section E.2 provides the re-consent letter template. 
E.1 Decision flowchart 
The Holder shall apply the flowchart below in coordination with its DPO. The choice between 
re-consent under article 9(2)(a) GDPR and the alternative lawful basis under article 9(2)(j) GDPR 
(combined with the safeguards of article 89 GDPR and with the relevant national derogation) is 
structured around four sequential questions. 
  

Step Decision question If Yes If No 

1 Are the patients still identifiable and reachable 
through the Holder's records? Go to Step 2 

Re-consent is 
impossible: 
explore reliance 
on art. 9(2)(j) 
GDPR (Step 4) 

2 Is the cohort small enough that re-contact is 
operationally feasible (e.g. <500 patients)? 

Go to Step 3 - 
re-consent is the 
recommended 
pathway 

Re-consent is 
operationally 
burdensome: 
balance with art. 
9(2)(j) GDPR 
pathway, see Step 
4 

3 
Is the consent under article 9(2)(a) GDPR 
feasible without disproportionate effort and 
without reasonable risk of bias in the cohort? 

Re-consent is the 
lawful basis - use 
the re-consent 
letter template of 
Section E.2 

Go to Step 4 - 
assess reliance on 
art. 9(2)(j) GDPR 
+ art. 89 + 
national 
derogation 

4 

Is the alternative lawful basis under article 
9(2)(j) GDPR (combined with art. 89 
safeguards and with the national derogation 
under art. 9(4) GDPR) available in the Holder's 
country and proportionate to the purpose? 

Use art. 9(2)(j) 
GDPR + art. 89 + 
national 
derogation; 
document the 
safeguards and 
inform the IRB 

The processing 
cannot proceed: 
the relevant leg 
shall be excluded 
from the 
participation in 
UNICA 

  
In any case, the Holder shall document the outcome of the flowchart in writing, signed by the DPO, 
and shall include the documentation in the IRB submission package (document 
EthicsCommitteeSubmission). 
E.2 Re-consent letter template 
[Holder letterhead] 
[Date] 
To: [Patient name and address] 
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Subject: Renewal of consent for the participation in the UNICA project 
Dear [Patient name], 
Some time ago, [Holder name] collected your data and your consent for the use of your imaging 
data and clinical data for clinical care and possibly for research purposes. We are now writing to 
you because [Holder name] participates in the UNICA project, co-funded by the European Union 
under the EU4Health Programme 2021-2027 (Grant Agreement n. 101218966), which involves a 
use of your data that was not foreseen at the moment of the original consent. 
We attach to this letter the Patient Information Sheet for the UNICA project, which describes in 
detail the three activities for which we are asking your consent, and the Consent Form on which you 
can express your choice for each of the three activities separately. We kindly ask you to read both 
documents and to return to us the signed Consent Form within [insert deadline]. The renewal of 
your consent is voluntary; the absence of a reply will be interpreted as a non-renewal and your data 
will not be used for the UNICA project. Your refusal will not affect the clinical care that you 
receive at [Holder name]. 
If you have any question, you can contact our Data Protection Officer at [insert contact] or our 
Principal Investigator at [insert contact]. 
Yours sincerely, 
[Name and signature of the Principal Investigator] 
[Position, Holder name] 
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Annex F. Glossary 
Definitions are aligned to the GDPR, the EHDS Regulation, the AI Act, EDPB Guidelines 05/2020 
on consent and the EUCAIM deliverables. 

Patient Information Sheet 
(PIS) 

Document delivered to the patient that describes the project, the use 
of the data and the rights of the data subject. Operationalises 
articles 13 and 14 GDPR. 

Consent form 
Document on which the patient expresses an informed, free, 
specific, unambiguous and explicit consent to the processing of his 
or her health data for the purposes described in the PIS. 

Granular consent Approach by which the patient can express separate consents for 
distinct purposes, in line with EDPB Guidelines 05/2020 §3.2. 

Withdrawal Act by which the patient revokes the consent. Article 7(3) GDPR 
requires that withdrawal be as easy as giving the consent. 

EHDS opt-out 
Member State mechanism under article 71 of Regulation (EU) 
2025/327 by which a natural person can object to the secondary use 
of his or her electronic health data. 

Re-consent 
Renewal of the consent on a different legal or factual basis, 
typically when the original consent does not cover a new use of the 
data. 

Article 9(2)(j) GDPR 

Lawful basis for the processing of special categories of personal 
data for archiving, scientific or historical research or statistical 
purposes, subject to the safeguards of article 89 and to a national 
derogation under article 9(4) GDPR. 

Article 89 GDPR 
Safeguards (such as pseudonymisation, data minimisation, 
functional separation) that the controller must put in place when 
processing for archiving, research or statistical purposes. 

Scenario A / B / C 
Classification of the coverage of the existing patient information 
notice and consent form against the three branches of the UNICA 
data flow: A full coverage, B partial coverage, C no coverage. 

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

Federated AI training 
Machine-learning approach in which a model is trained on data 
distributed across multiple sites without the data leaving the sites; 
only model updates are exchanged. 

EUCAIM Central Hub European Federation for Cancer Images Central Hub operated by 
HULAFE in Valencia (Spain). 
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Annex G. Version control and change log 

Version Date Author Change 

1.0 (RV) May 2026 SAPG 

First issue. Dual-track review framework 
(synthetic Annex A + detailed Part 2). Three 
independent granular consents in Part 4 and 
Annex C (Branch A FAIRification, Branch B 
federated AI training, Branch C EUCAIM 
Central Hub sharing). Three scenarios A / B / C 
with addendum (Annex D) and re-consent letter 
plus decision flowchart (Annex E). English 
consortium-level master, with explicit translation 
requirement at the start of Parts 3 and 4 and in 
section 5.2. 
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