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1. Introduction

The overall objective of FAIR4Health is to facilitate and encourage European Union Health
Research community to apply the FAIR principles [1], share and reuse their datasets derived
from publicly funded research initiatives through the demonstration of the potential impact
that such a strategy will have on health outcomes and health and social care research.

To validate the FAIR4Health platform, two pathfinder case studies prototypes will be
performed. They are described in the deliverable D5.1:

1. Identification of multimorbidity patterns and polypharmacy correlation on the risk
of mortality in elderly.

2. Early prediction service for 30-days readmission risk in Chronic Obstructive
Pulmonary Disease (COPD) patients.

The main goal of these case studies is to test the platform developed in the project. The
prototypes will be developed making use of Privacy-Preserving Distributed Data Mining
(PPDDM) methodologies and algorithms implemented upon the FAIR4Health platform.
Then, the predictive models will be trained and validated with retrospective data in both
use cases. Finally, the prospective demonstration will be performed in the second phase of
the second use case.

The deliverable D5.2 aims to collect information on the local Ethics Committees
approvals of each clinical partner, that is, of each site where the pathfinder case studies
will be carried out, and complying with the European regulations, General Data Protection
Reqgulation and regional legal frameworks on Data Protection.

1.1. Pathfinder case study #1

The first use case aims to study the impact of multimorbidity patterns and polypharmacy
on a 6-months mortality rate and cognitive impairment among elderly individuals in
different health care settings.

To this purpose, a retrospective observational cohort study will be carried out (foreseen
dates: from October 2020 to November 2020, starting as soon as clinical partners have
the Ethics Committees clearance from all involved clinical partners), making use of the
datasets provided by each participant partner in this use case.

Following, the conclusions, elaboration of manuscripts and memory of this study will be
carried out (foreseen dates: from December 2020 to January 2021, starting as soon as
the retrospective observational cohort study has ended).

Specifically, the participant clinical partners are:
« UNIGE
s SAS
s IACS

< U. Porto
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R/
0’0

UCSC

More details in the deliverable D5.1 (Section 2).

1.2. Pathfinder case study #2

The main purpose of the second use case is to develop, validate and assess the accuracy
of a clinical decision support tool for predicting 30-day readmission risk at discharge in
patients suffering from COPD. To perform this analysis, prospective data gathered will be
compared with a retrospective cohort of cases meeting the same inclusion/exclusion
criteria. The pathfinder case study #2 includes:

R/
0’0

Retrospective multicenter observational study in which health institutions across
Europe will participate. This phase aims at collecting the data and training the
algorithm to have the model to predict the risk of 30-days readmission of patients
with COPD (foreseen dates: from October 2020 to May 2021, starting as soon as
clinical partners have the Ethics Committees clearance from all involved clinical
partners).

Specifically, the participant clinical partners, in this case, are:
» UNIGE
» SAS
» IACS
» UCSC

Prospective study with 30-days follow-up observational study, aiming to test
and validate the developed model for prediction of 30-days readmission risk in
COPD patients through prospective study (foreseen dates: from April 2021 to
September 2021). The subjects, who must give informed consent, will be recruited
by performing weekly prevalence cuts in which all patients hospitalized in the
participating centers will be systematically evaluated, offering inclusion to this study
for all those who meet inclusion criteria (described in D5.1).

Specifically, the participant clinical partners, in this case, are:
» SAS
> |IPBV

More details in the deliverable D5.1 (Section 3).
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2. Local Ethics Committee approvals

Currently, while clinical partners are working on this deliverable, they are also gathering
the necessary documents to submit to the regional Ethics Committees and obtain the
appropriate approvals. The approval of the local Ethics Committees must be obtained
before starting the studies and must be documented in a letter to the researcher, specifying
the date on which they met and granted their approval.

Mainly, for the authorization of the retrospective studies (use cases 1 and 2) and the
prospective observational study (use case 2), the deliverable "D5.1. Case Studies design”,
which was submitted to the European Commission at the end of August 2020, is being
delivered to each Ethics Committee. The information described in deliverable D5.1 is
fundamental to know in depth the work that will be performed in the two pathfinder case
studies. So, until D5.1 was submitted, it has not been possible to start presenting the
documentation to the Ethics Committees.

Likewise, clinical partners involved in retrospective studies (use cases 1 and 2) are
submitting the required documents by the Ethics Committees, explaining the current stage
of the project and why the extraction of retrospective data is necessary to achieve the
objectives of the FAIR4Health project.

Also, clinical partners involved in the prospective observational study, are submitting the
required documents by the Ethics Committees, explaining the current stage of the project
and why the prospective study is necessary to achieve the objectives of the FAIR4Health
project, including the information sheet and consent form that will be used in each
participating centre (SAS and IPBV) in the local language.

2.1. UNIGE

The study will be carried out following the "Ethical principles for medical research in
humans" included in the latest version of the Declaration of Helsinki (Edinburgh
Amendment, October 2000) and in accordance with the protocol which will be submitted
to the regional Ethics Committee and with the standardized work procedures (SOPs) that
ensure compliance with Good Clinical Practice (GCP) standards, as described in the
Harmonized Tripartite Standards of the ICH for Good Clinical Practice (1996), and in the
Swiss Federal Act on Research involving Human Beings (Human Research Act, HRA) of 30
September 2011 (Status as of 1 January 2014) [2-3].

As specified in the deliverable D5.1, the ethical aspects to be considered by the UNIGE team
are the following:

@

+ The patients included in this study are NOT subjected to experimental consideration,
as the comprehensive clinical-medical support program that is in fact already
implemented in the usual clinical practice of the participating center, and therefore
will not pose any additional risk.

Being a retrospective observational study, the UNIGE team will submit the protocols
to the Ethics Committees in order to get the official authorization to perform the

6
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study. Due to the nature of the data, which are completely anonymized (no
identities, no direct nor indirect identifying information), a waiver will be asked to
the Institutional Review Board (IRB) in order to use all patient data. Only patients
who have signed the Swiss universities General Consent (GC) will be included in the
research.

% The collection and processing of personal and health data of the subjects
participating in this study will be limited to the data necessary for the correct
development of the study and described in the research protocol that will be
approved by the Ethics Committee according to the applicable regulations. There
will be no identification elements recorded for patients, only a serialized ID allowing
to avoid duplicates from a source. This confidential information will be the exclusive
property of the clinical institution, it will not be disclosed to others without the prior
written consent of the coordinating researcher and the rest of the principal
investigators and may not be used except for the conduct of this study. During the
conduct of the study, the medical researcher and the persons who must handle the
information derived from it, will act with the strictest confidentiality. The data will
be collected and anonymized by means of a code, only the medical researcher who
relates this code with the initials of the patient or with the clinical history number
will have access to this information.

Y/

« The “"Data Curation tool” and the "Data Privacy tool" developed in the project will
be applied on the data to transform the raw health data into FAIR datasets (more
details in deliverables D2.2, D3.1 and D4.1).

Submission to the Ethics Committee (EC):

The protocol will be submitted to the Regional Research Ethics Committee (CCER) using
their template (see Annex 1). UNIGE is working on the submission for the EC since August
and during September 2020. The UNIGE team is planning to submit the request at the
beginning of October 2020. In general, it is needed on average 2 months to get the final
approval from the EC given that additional information could be asked after the first
submission and a resubmission could be needed.

2.2. SAS

The study will be carried out following the "Ethical principles for medical research in
humans" included in the latest version of the Declaration of Helsinki (Edinburgh
Amendment, October 2000) in the realization and motorization of this clinical research.

All information will be filed on secure electronic systems in an anonymized format and will
not include any data that might allow the identification of patients. A review of charts will
be performed keeping the confidentiality of patients by authorized staff according to local
rules.

As specified in the deliverable D5.1, the ethical aspects to be considered by the SAS team
are the following:
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« The patients included in this study are not subjected to experimental consideration,
as the comprehensive clinical-medical support program that is already implemented
in the usual clinical practice of the participating center and therefore will not pose
any additional risk.

% For the retrospective studies (use case 1 and 2), whose data are completely
anonymized (no identities, no direct no indirect identifying information), the clinical
protocol described in D5.1 is being submitted to the regional Ethics Committee to
get the official authorization to perform the study.

% For the prospective study, only patients that have signed the information sheet and
consent form will be included. These documents will also be submitted to the
regional Ethics Committee (with the local language).

« The collection and processing of personal and health data of the subjects
participating in this study will be limited to the data necessary for the correct
development of the study and described in the research protocol that will be
approved by the appropriate authorities according to the applicable regulations.
There will be no identification elements recorded for patients, only a serialized ID
allowing to avoid duplicates from a source. Only physicians and nurses participating
in the study and personnel authorized by official bodies, if necessary, may have
access to the patients' medical records according to Royal Decree-Law 5/2018, of
July 27, on Protection of personal data.

Y/

+ In order to ensure compliance with the General Data Protection Regulation, a tool
called "Data Privacy tool" has been developed in the project to enable users to
transform the raw health data into FAIR datasets. This tool and the Data Curation
tool are included in the FAIRIification workflow designed in the FAIR4Health project
(more details in deliverables D2.2, D3.1 and D4.1).

Submission to the Ethics Committee (EC):

At the beginning of the project, the SAS team obtained an approval on the FAIR4Health
project from its regional Ethics Committee (see Annex 2). As the details of the clinical
protocol (deliverable D5.1) have been extended and the information sheet and consent
form for the prospective study have been prepared (see Annexes 3 and 4), this new
documentation has been submitted to SAS regional Ethics Committee in September to
obtain the new approval.

2.3. 1ACS

The study will be carried out following the "Ethical principles for medical research in
humans" included in the latest version of the Declaration of Helsinki (Edinburgh
Amendment, October 2000) in the realization and motorization of this clinical research.

All information will be filed on secure electronic systems in an anonymized format and will
not include any data that might allow the identification of patients.

As specified in the deliverable D5.1, the ethical aspects to be considered by the IACS team
are the following:
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+ The patients included in this study are not subjected to experimental consideration,
as the comprehensive clinical-medical support program that is already implemented
in the usual clinical practice of the participating center and therefore will not pose
any additional risk.

% For the retrospective studies (use case 1 and 2), whose data are completely
anonymized (no identities, no direct no indirect identifying information), it is not
necessary to obtain the consent from the patients. The clinical protocol described
in D5.1 is being submitted to the regional Ethics Committee to get the official
authorization to perform the study.

« The collection and processing of personal and health data of the subjects
participating in this study will be limited to the data necessary for the correct
development of the study and described in the research protocol that will be
approved by the appropriate authorities according to the applicable regulations.
There will be no identification elements recorded for patients, only a serialized ID
allowing to avoid duplicates from a source.

+ This confidential information will be the exclusive property of the clinical institution,
it will not be disclosed to others without the prior written consent of the coordinating
researcher and the rest of the principal investigators and may not be used except
for the conduct of this study.

Y/

+ In order to ensure compliance with the General Data Protection Regulation, a tool
called "Data Privacy tool" has been developed in the project to enable users to
transform the raw health data into FAIR datasets. This tool and the Data Curation
tool are included in the FAIRification workflow designed in the FAIR4Health project
(more details in deliverables D2.2, D3.1 and D4.1).

Submission to the Ethics Committee (EC):

IACS will provide to the FAIR4Health project with the minimum necessary data from the
EpiChron Cohort for the correct development of the retrospective studies described in D5.1.

The EpiChron Cohort has been originally approved by Ethics Committee for Clinical
Investigation of Aragon and a specific permission to make data available for secondary
analyses in FAIR4Health pathfinder case studies prototypes are available (see Annexes 5
and 6).

Regarding the approval by the Ethics Committee of the FAIR4Health project, in accordance
with Spanish legislation, it will be unique and binded to ensure unity of judgment as it is a
research project carried out in various centers of the national territory [4-5]. Thus, the
approval issued by the SAS regional Ethics Committee (see Annex 2) is also applicable for
IACS, and this fact has been notified to the Aragon Ethic Committee (see Annex 7).

2.4. |PBV

The study will be carried out following the "Ethical principles for medical research in
humans" included in the latest version of the Declaration of Helsinki (Edinburgh
Amendment, October 2000) in the realization and motorization of this clinical research.
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All information will be filed on secure Excel data sheet in an anonymized format and will
not include any data that might allow the identification of patients. A review of charts will
be performed keeping the confidentiality of patients by authorized staff according to local
rules.

As specified in the deliverable D5.1, the ethical aspects to be considered by the IPBV team
are the following:

¢ The patients included in this study are not subjected to experimental consideration,
as the comprehensive clinical-medical support program that is already implemented
in the usual clinical practice of the IPBV and therefore will not pose any additional
risk.

« For the prospective study, only patients that have signed the information sheet and
consent form will be included. These documents will also be submitted to the
Institutional Ethical Committee for approval before start of the study.

« The collection and processing of personal and health data of the subjects
participating in this study will be limited to the data necessary for the correct
development of the study and described in the research protocol that will be
approved by the appropriate authorities according to the applicable regulations.

Y/

« There will be no identification elements recorded for patients, only a serialized ID
allowing to avoid duplicates in a source. Only physicians and nurses participating in
the study and personnel authorized by official bodies, if necessary, may have access
to the patients' medical records

Y/

+ Collection, recording and processing of the patients’ data will be protected in
accordance with national “Low on personal data protection” of Republic of Serbia
(87/2018-54, Official Gazette of the Republic of Serbia; srb. Zakon o zastiti
podataka o licnosti, "Sluzbeni glasnik R.Srbjje”) and with the valid EU General Data
Protection Regulation.

+ In order to ensure compliance with the General Data Protection Regulation, IPBV
will use the tool called "Data Privacy tool" developed in the project to enable users
to transform the raw health data into FAIR datasets (more details in deliverables
D2.2, D3.1 and D4.1).

Submission to the Ethics Committee (EC):

At the beginning of the project, the IPBV team obtained an approval for the participation
in the FAIR4Health project from institutional Ethics Committee (see Annex 8).

As the details of the clinical protocol (D5.1) have been extended and the information sheet
and consent form for the prospective study have been prepared (see Annexes 9 and 10),
during September 2020, the Protocol and study documentation were submitted and
approved by the institutional Review Committee, the institutional Ethical Committee and
the CEO (see Annexes 11, 12 and 13).
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2.5. U.Porto

As specified in the deliverable D5.1, from Portugal all data that will be used for the use case
1is collected in an App named FrailSurvey which aims to evaluate the frailty status of older
adults. All collected data is anonymized, and therefore is not under GDPR. Moreover, the
U. Porto team has user’s consent for using all data and information for research purposes
(see Annexes 14 and 15).

All information/data is stored at the back office, under secure electronic system, in a .csv
file, and will not include any data that might allow the identification of App users. To ensure
data minimization, the processed data will be limited to necessary for the correct
development of the study.

2.6. UCSC

UCSC will provide the FAIR4Health project with the SHELTER and CRIME datasets to be
used for use case 1 and use case 2, respectively. These two datasets include research data.

They have been originally approved by the UCSC Ethics Committee (EC) to be used for both
the purpose of the original projects (the SHELTER project, the CRIME project) and for
secondary analyses.

More specifically, data from the SHELTER and CRIME datasets may be available to
researchers for secondary analyses upon permission of the projects’ investigators and of
UCSC. No further approval from EC is required.

Documents including the original UCSC EC approvals for the SHELTER and CRIME projects
(see Annexes 16 and 17), and permissions to make data available for secondary analyses
to FAIR4Health researchers (see Annexes 18 and 19) are available.

11

This project has received funding from the European Union's Horizon 2020
research and innovation programme under grant agreement No 824666



o
Improving Health Research in EU through FAIR Data FAI R 4 Hea '.th

3. References

(1]

(2]

(3]

(4]

(5]

Wilkinson, M. D., Dumontier, M., Aalbersberg, I. J., Appleton, G., Axton, M., Baak, A.,
... & Bouwman, J. (2016). The FAIR Guiding Principles for scientific data management
and stewardship. Scientific data, 3(1), 1-9.

A Few Facts about the Swiss Federal Act on Data Protection. Available on:
https://www.edoeb.admin.ch/edoeb/en/home/the-fdpic/legal-framework/ii--a-
few-facts-about-the-federal-act-on-data-protection.html

Swiss Federal Act on Research involving Human Beings. Available on:
https://www.admin.ch/opc/en/classified-compilation/20061313/index.html

Spanish Order 14/2007 of 3 July, on Biomedical Research.

Spanish Order 1090/2015 of 4 December, regulating clinical trials with drugs, the
Ethics Committees for Research with drugs, and the Spanish Clinical Trials Register.

12

This project has received funding from the European Union's Horizon 2020
research and innovation programme under grant agreement No 824666


https://www.edoeb.admin.ch/edoeb/en/home/the-fdpic/legal-framework/ii--a-few-facts-about-the-federal-act-on-data-protection.html
https://www.edoeb.admin.ch/edoeb/en/home/the-fdpic/legal-framework/ii--a-few-facts-about-the-federal-act-on-data-protection.html
https://www.admin.ch/opc/en/classified-compilation/20061313/index.html

o
Improving Health Research in EU through FAIR Data FAI R 4 Hea lth

4. Annexes

4.1. UNIGE documentation

4.1.1.  Annex 1: Template for the submission of a project "further use
without consent" according to HRA Art.34/HRO

En-téte de
I"institution

Modéle de swissethics pour la soumission de projets de « réutilisation sans consentement »
conformément & l'art. 34 LRH / a 'ORH

Bases juridiques pour les projets de réutilisation sans consentemeant

Les exigences légales applicables aux projets de recherche impliquant une réutilisation figurent
au chap. 4 LRH (art. 32 4 35) et au chap. 3 ORH (art. 24 3 40).

L"art. 34 LRH prévoit que du matériel biologique et des données personnelles liées a la santé
ne peuvent étre réutilisés qu'a titre exceptionnel 3 des fins de recherche lorsque les exigences
relatives au consentement et & l'information au sens des art. 32 et 33 LRH ne sont pas
remplies.

Le modéle qui suit est destiné a servir de base a Félaboration du plan de recherche. Son
utilisation est obligatoire.

Une liste détaillée des autres documents 3 remettre a la commission d'éthique compétente est
fournie sur le poriail Intemet BASEC (Business Administration System for Ethics Commitiees).

+ Les passages écrits en noir ne nécessitent pas d'étre adaptés et doivent simplement &tre
repris tels quels.

+ Les passages écrits en bleu cormespondent aux parties & formuler librement. lis ne font que
donner des indications sur les informations a fournir. Tous les commentaires et exemples
écrits en bleu doivent &tre supprimés avant la soumission.

« Pour une meillzure lisibilité, seule la forme masculing est employée.

» La soumission via le portail Intermet BASEC (hitps:/fsubmissions.swissethics.ch/en) est
obligatoire pour toutes les commissions d'éthique suisses.

« Une fois cette saisie terminée, |e plan de recherche doit &tre signé par la direction du projet
de fagon manuscrite (et non électronigue). |l peut alors étre numérisé, puis chargé sur le
portail BASEC au format PDF.

Historique des modifications

\ersion | Version date | Medified Description, comments Control
Nr without version
change
1.0 2017 Initial version. PG
2.0 25.082017 Inserted chapter: "Financement ! publication / PG

Diéclaration dintérst”
Inserted ,Change history'.
X Added chapters’ numbers. PG

21 02.072018 Added section for the signature for the local project PG
leaders) in multicentric trials.

Added EC approval as prerequisite for the conduction of
the research project in chapter 13.

22 21.08:2018 Meodified fitle of chapter 8. PG

x Add a note to the text in blue in chapter 3 to indicate the |PG
‘perod of collection” for the research project

3"\’. ... Veuillez effacer le texte qui procéde

et le tableau « historique des modifications » ... }‘(

Reutilisation sans consentement
1D projet, wersion x ;LMW AAAA Page 118
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En-téte de
I'institution

Plan / protocole de recherche conforme a I'ORH :

réutilisation de matériel biologique et / ou de données personnelles liées a la santé a des
fins de recherche en cas de défaut de consentement ou d'information au sens de I'art. 34
LRH

Le plan peut aussi étre rédigé en anglais.

Titre du projet de recherche
Le titre indiqué doit &tre identique & celui figurant sur le formulaire de soumission électronique
(research appiication fomm).

Mom et adresse de la direction du projet

La direction du projet désigne la personne responsable de la réalisation pratigue du projet de
réutilisation en Suisse. Si le projet s'inscrit dans le cadre d'une &tude clinique, il 5'agit de
linvestigateur (principal investigator). 3 s'inscrit dans le cadre d'un mémoire de master, il
s'agit du directeur de mémoire, et dans le cadre d'une thése de médecine, du directeur de
thése.

Titre, nom, prénom, fonction (par ex. médecin-chef), institution
Adresse, numéro de téléphone, e-mail

Le cas échéant, nom et adresse du promoteur

Le promoteur désigne la personne 3 linitiative du projet de recherche, responsable notamment
du lancement, de la gesticn et du financement. Cette partie ne doit &tre remplie que si la
direction du projet et le promoteur sont deux personnes différentes, c'est-a-dire si la personne
qui conduit e projet n'est pas la méme que son instigateur.

Titre, nom, prénom, fonction (par ex. médecin-chef), institution
Adresse, numéro de téléphone, e-mail

Confirmation de la direction du projet et (le cas échéant) du promoteur
Par ma signature, ['atteste que toutes les indications figurant dans le présent plan de recherche

sont exactes et m'engage 3 me conformer a ces indications ainsi qu'a la législation nationale
relative notamment a la protection des donnees.

Le directeur du projet :

Ligu, date Signature

Le cas échéant, et si différent du directeur du projet, le promoteur -

Ligu, date Signature

Réutilisation sans consentement
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En-téte de
I'institution
Four les projets multicentriques en Suisse uniguement - supprimer cette page pour les projets
de recherche monocentriques.
Direction du projet local au lieu de réalisation :
Cette page doit étre signée individuellement par chacun des responsables locaux du projet de
recherche. Ajoutez autant de sections quil y a de lieux de réalisation.
Direction du projet au niveau local :
Titre, nom, prénom, fonction (par ex. médecin-chef), institution (adresse)
Ligu, date Signature
Reutilisation sans consentement
ID projet, version x ; JJMM.AAAS Page 38
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En-téte de
I'institution

Abreviations

Faites ici la liste des abréviations utilisées dans le document, par ex.

ORH Crdonnance relative a la recherche sur Fétre humain

PCR Polymerase chain reaction (réaction en chaine par polymérase)

Reutifisation sans consentement
ID projet, wersion x ; JJMM.AKAA Page 48
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En-téte de
I'institution

1. Contexte
Décrivez ici le contexte dans lequel s'inscrit la problématique scientifique et justifier 1a
periinence scientifigue du projet dans ce contexte.

2. Objectif
A guelle fin les données personnelles liées a la santé et/ ou le matériel biologique doivent-ils
réutilisés 7

3. Conception et éléments étudiés

Comment est-il prévu de procéder concrétement ? Quelles méthodes d'analyse 7 techniques
vont &tre utilisées 7

Exemple : « Mous allons réutiliser les résultats de tests sanguins des échantillons de sang dont
nous disposons. Des données déja collectées dans les dossiers medicaux seront également
exploitéess.

Sur quoi 'étude portera-t-elle ? Exemple : « Les biomargueurs des carcinomes du foie »

Selon l'art. 40, al. 2, la direction du projet doit annoncer 3 la commission d'éthique, dans les 90
jours, la fin ou larrét de la collecte. Indiquez ici la période de |a collecte pour ce projet de
recherche.

4, Origine des données / du matériel

De qui les données { le matériel proviennent-elles | provient-il 7 Quelle population souhaitez-
vous etudier griace aux données [ au matériel que vous comptez réutiliser ?

Exemple : « Mous souhaitons analyser les données de survie des patients traités pour un
cancer de la thyroide avec 'anticorps expérimental x entre 'année y et 'année z. Etant donné
que beaucoup de ces patients sont déja décédés, il n'est plus possible d'oltenir un
consentement (cf. motivation ci-aprés) ».

5. Critéres d'inclusion

Quels critéres les données [ le matériel doivent-elles / doit-il remplir afin de pouvoir &tre
utilisé(es) pour cette &tude ?

Exemple : « Provenir de patients traités pendant au moins v mois avec Fanticorps x pour un
cancer papillaire de la thyroide =

6. Critéres d'exclusion

Quels critéres les données [ le matériel ne doivent-elles 7 doit-il pas remplir ? Quelles données
fausseraient 'étude si elles &taient incluses 7

Exemple - « Données relatives a des patients dont le diagnostic n'est pas sdr ; données
relatives a des patients présentant... =

Document attestant un refus.

7. Données personnelles liées a la santé / matériel biologigue pour lesguelles ! lequel
I'autorisation doit étre donnée

Quelles données [ quel matériel est-il prévu de réutiliser pour répondre & la problématique
scientifigue ? Remarngue : |l faut indiguer ici toutes les données / tout le matériel qu'il est prévu
de réutiliser dans le cadre du projet de recherche.

Exemple - « Données personnelles et médicales, mais aussi totalité des données dimagerie
(scanner, IRM, etc ), d'environ un millier de patients opérés du genou entre 2000 et 2005 au... »

8. Demande d'autorisation en vertu de I'art. 34 LRH (défaut de consentement)

Raisons faisant que I'obtention du consentement des personnes concemeées est impossible ou
pose des difficultés disproportionnées, ou bien gue ce consentement ne peut étre
raisonnablement exigé de ces personnes ou de leurs proches survivants

Exemple : « Mous souhaitons analyser 200 sets de données de patients traités aux cours des
dix demiéres années pour un cancer de la thyroide. Comme dé&ja mentionng, nous avons pu

Réutilisation sans consentement
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En-téte de

I'institution

recueillir un consentement en bonne et due forme auprés des patients fraités au cours des deux
demiéres années. (Mous joignons & notre demande une copie de la feuille d'information f de la
déclaration de consentement gue nous avons utilisée.) Sachant toutefois gue la majornité des
données que nous souhaitons réutiliser remontent & plus de deux ans, nous devons partir du
principe que les trois guarts environ des patients conceméas sont maintenant décadeas, et que
retrouver les proches de ces patients décédés, comme du reste les patients ayant survécu,
serait difficile et représenterait une charge disproportionnés. =

Raisons faisant que l'intérét de la science prime celui des personnes concemess a décider de
la réutilisation de leur matériel biologigue ou des données personnelles liges 3 lzur santé : Le
projet de recherche peut étre valablement considéré comme revétant un intérét supérieur aux
intéréts des personnes concemeéss lorsqu'on peut s'attendre 3 ce qu'll permette d'acquérir des
connaissances qui bénéficieront aux patients futurs ou qui ne pourraient &tre acguises
autrement.

9, Confirmation qu'aucun document n'atteste un refus

La direction du projet atteste gu'aucune donnée personnelle liée 3 la santé ni aucun matérisl
biologique n'est utilisé({e) en cas de refus écrit, ou de refus oral documenté, de |a part des
PErSONnNes CONcemeass.

10. Cercle de personnes habilitées a fransmettre le matériel biologique et les données
personnelles liées i la santé

Il convient d'indiguer ici les noms de chacune des personnes (ex. - « PT Marie Lenoir et D' Félix
Dupond du service de chirurgie vasculaire de Mhopital ¥ =), et/ ou les cercles de personnes
(ex. - « médecins traitants du service de chirurgie vasculaire de I'hdpital v =), qui, de par leur
profession, ont le droit de consulter / d'accéder & la totalité des données non codées / du
matériel non codé des personnes concemees.

11. Responsable de la réception des données | du matériel

La réception des données / du matériel est généralement prise en charge par une seule
personne, le plus souvent par la direction du projet. Cette personne peut décider de qui doit
avoir un acceés direct aux données non codées [ au matériel non codé dans le cadre du projet
de recherche. C'est elle qui a la responsabilité de s'assurer gu'aucune donnée / aucun matériel
mest réutilisé(e) en dehors de cette autorisation.

12. Cercle des personnes autorisées a accéder aux données personnelles liées a la santé
et / ou au matériel biologique dans le cadre du projet de recherche

Il convient d'indiguer icl toutes les personnes qui doivent avoir accés aux données non codées
et { ou au matériel non codé dans le cadre de 'étude.

Ceas personnes doivent de préférence &tre nommésas, mais il est aussi admis de ne pas encore
citer de nom précis (ex. - « Les données seront copiées depuis le registre des patients par un
futur étudiant de master et un futur doctorant. Ma médecin-assistante, |2 D Marie Lenoir, qui se
charge de 'encadrement des personnes en formation, sera aussi habilitée 3 consulter les
données non codées des patients. =), Seules les personnes gui ont besoin des données [ du
matériel pour accomplir lzurs tAches doivent étre habilitées 3 les employer.

13. Responsable de la protection des données communigquées
La personne responsable de la protection des données communiguées doit étre citée
nommément. Il s'agit 14 aussi généralement de la direction du projet.

14. Méthodologie scientifique

Justification du nombre de patients.

Le cas échéant - hypothése et critéres d'évaluation principaux de 'étude, resp. les paramétres
les plus importants et le concept d'analyse statistique.

Réutilisation sans consentement
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En-téte de
I'institution

15. Obligations d'annoncer

Un changement de direction du projet ou des éléments mentionnés dans la décision doivent
&tre préalablement annoncés a la commission d'éthique compétente La fin ou l'amét du projet
de recherche doit également lui &tre signalé(e) dans un délai de 90 jours.

16. Protection des données : codage et conservation

Cette partie du plan ne doit étre gardée et remplie que si les données / le matériel existe(nt)
déja sous une forme codée, par ex. dans un registre ou une biobangue de recherche. Les
données [ le matériel doijven)t &tre codé(es) pour tous les chercheurs. Le code doit &tre
conservé en sécurité.

Exemple : « Les données décrites ci-dessus figurent sous une forme codée dans le registre
EUROCARE (EUROpean CAncer REgistry). Seul le numéro de registre (par ex. CH-ZH-M0025)
est visible par I'equipe chargée de 'étude : les deux premiéres letires comespondent au pays
dorigine du donneur ; la deuxiéme paire de letires indique le canton ; 1a lettre M signifie que 2
patient concemné est un homme, et 1a lettre F qu'il s'agit d'une femme ; les quatre demiers
chiffres sont le résultat d'une numérotation continue. Le code est conservé par le P™ Jean
Dupond. =

17. Procédure concernant les données non codées

Les projets de réutilisation sans consentement impliquent presgue toujours des données qui ne
sont pas encore codées (consultation des dossiers médicaux). |l faut garantir un codage comect
de ces données avant qu'elles ne scient analysées.

Exemple : « M™ Jeanne Martin, étudiante en médecine, se chargera dans le cadre de son
travail de master de copier toutes les données depuis le systéme d'archivage inteme de
Fhépital vers un tableau en les codant au moyen d'un numéroe neutre specifiqgue a MNétude. Elle
créera parallélement un document (en fait le code) qui permettra de rattacher les données aux
patients. Et prélévera dans le dépdt de lnstitut de pathologie un échantillon de pigéce opératoire
(& savoir un bloc de paraffine) par patient traité pour un cancer de la thyrolde, gu'elle codera
également au moyen de ce méme numére neutre. Le code sera ensuite remis a la direction du
projet (P* Félix Dupond). M™ Martin et le D' Leblanc analyseront ensemble les coupes, puis
consigneront les résultats dans la feuille de données avant de les mettre en corélation avec les
durées de survie figurant dans les dossiers médicawx. Toutes les données codées [ tous les
échantillons codés seront analysé(e)s dans le respect des indications foumies dans le présent
protocole et de la protection des données. »

18. Indications sur la conservation

Lorsque des données personnelles liéges a la santé et/ ou du matériel biologique sont
conservés a des fins de recherche, leur protection doit étre garantie par le biais de mesures
opérationnelles et crganisafionnelles appropriges (cf. art. 5 ORH). Les données personnelles
liges & la santé doivent notamment &tre protégées contre toute publication, modification,
supprassion ou copie non autorisés ou involontaire.

Un formulaire papier de collecte de données, ou un logiciel adapté (Secutrial, Redcap, etc.),
doit éfre utilisé pour garantir la tragabilité des modifications effectuces.

Exemple : « Mous copierons les données depuis les dossiers médicaux électroniques vers
Secutrial. Toutes les modifications effectuées a posterior pourront ainsi &tre retracées. L'accés
ne sera possible qu'au moyen d'un mot de passe. »

Si vous utilisez Microsoft Excel (ce qui est possible mais pas recommandé sachant que la
tragabilite des processus de traitement déterminants n'est dans ce cas pas garantie)

« Mous copierons les données dans un tableau Excel protégé par mot de passe et ferons
réguligrement des copies PDF datées, qui seront ensuite une nouvelle fois datées et signées 3
la main par la direction du projet. Mous pourrons ainsi retracer les modifications effectuées. Les

Réutilisation sans consentement
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En-téte de
I"institution

impressions papier seront conservées sous clé dans un tiroir. Seule 'équipe de recherche y
aura accés. »

Toutes les données permettant une identification (nom, adresse, date de naissance, numéro de
patient, etc.) doivent &tre conservées séparément des données de I'étude proprement dites.
Tous les documents numériques doivent étre protégés par mot de passe. Les données papier
doivent quant 3 elles pouveoir &tre mises sous clé et en sécurité.

Le matériel biologigue doit lui aussi &tre codé ou anonymisé de facon adéquate. Le respect des
exigences techniques posées a un stockage approprié ainsi que la mise 3 disposition des
ressources nécessaires pour la conservation doivent en outre &tre garantis. Le matériel doit &tre
rendu inaccessible aux personnes non autorisées. Les mesures nécessaires pour assurer la
protection du matériel biologique sont & décrire dans cette partie.

19. Durée de conservation

Indiquer le lieu et la durée de conservation.

Exemple : « Une fois I'étude terminée, les échantillons seront détruits, et les données
conservées pendant ¥ ans. = Ou © « Une fois I'étude terminée, les échantillons seront
ancnymisés, ce qui signifie que le code sera détruit, et les données seront conservées pendant
¥ ans. = Ou - « Les religuats d'échantillons qui n'auront pas &té utilisés seront renvoyes a la
hiobangue de I'hdpital pour v &tre stockés. »

20. Exigences éthigues et réglementaires
Ce projet répond aux exigences réglementaires de la LRH et de 'ORH. La condition préalable a
la réalisation du projet est 'approbation par 1a commission d'éthique compétente.

21. Financement / publication / Déclaration d'intérét

Décrire les sources de financement, la politique de publication du projet, la politiqgue de partage
des données et les conflits d'intéréts possibles. Le cas échéant, renvoyer aux contrats ou aux
documents ol sont contenues ces informations. Le cas échéant, dans le cas de projets
multicentriques, s'l n'y a pas de contrat ou d'accord écrit entre les institutions, les détails de la
collaboration peuvent &tre consignes ici.

22. Bibliographie
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4.2. SAS documentation

421  Annex 2: SAS regional Ethics Committee approval at the
beginning of the project

JUNTR DE ANDALUCIA CONSEJERIADE SALUD

Dieccibn General de Investigaciin y Gestidn del Conocmisnta
Comité Coordinador de Efica de 12 imvestgaciin Bomédca en Andalucla

DICTAMEN DEL COMITE COORDINADOR DE ETICA DE LA
INVESTIGACION BIOMEDICA DE ANDALUCIA

D. Joaguin Alanis Lopez, Secretario del
Comité Coordinadoer de Etica de la Investigacion Biomédica de Andalucia

CERTIFICA

CQue este Comité, ha evaluado la propuesta del estudio de investigacion con codigo de
protocole GAB24666 titulado: “Improving Health Research in EU through FAIR Data™.

Que el Comité Coordinador de Etica de la Investigacion Biomédica de Andalucia, n su reunion
del 25 de septiembre de 2018 (Acta 0B/18)

CONSIDERA QUE:

Se cumplen los reguisitos necesarios de idoneidad del protecolo en relacion con los objetives
del estudio y se ajusta a los principios éticos aplicables a este tipo de estudios y recogidos en
la Declaracién de Helzinki.

El tratamiento de los datos de cardcter personal de los participantes se ajusta a lo dispuesto en
la Ley Organica 15/1999 de 13 de diciembre de proteccion de datos de caracter personal v de
igual forma se ajusta a las normas de buena praciica clinica.

Estan justificades los riesgos y molestias previsibles para los parficipantes. Es adecuado el
procedimiento para obtener €l consentimiento informado.

Por todo lo anterior:

El Comité Coordinador de Etica de la Investigacion Biomédica de Andalucia, en su reunion

del dia 25 de septiembre de 2018, tras la evaluacidn del citado estudio emite un
DICTAMEN FAVORABLE,

Lo que fimmo en Sevilla, a 26 de septiembre de 2018

Joaguin Alanis Lopez

bivda. de la Innovacion, s/m. Edifico dresa 1. Apdo. Comreos 17.111. #1080 Sewila
Tidaf. 05 50063 00. Fax 05 540 72 02

Codigo Seguro De Verficackn: 0405 IbgEERITgIS 2y -m | Fecha | 2emeonis
Nomativa Esle documemio Incorpora fima elecironica reconocida de acuerdo a la Ley 552003, de 19 de didembre, de inma slecionica,
Fimnado Por Joaquin Alanis Lopez
'Url De arificacion mttps://wel€l . juntadaantalucia. AL/ vari i/ coda, - Qe KbpeN PTga bt + 2dvg= Pagina ‘ 12
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Francisco Miguel Bombillar Saenz
Juan Maria Casado Salinas

Celia Castillo Valverde

Antonio Cervera Barajas

Juan Jesis Cobacho de Alba
Reyes Bemabé Caro

Alberto Delgado Garcia

Miguel Delgado Rodriguez
Sandra Flores Moreno

lzabel Garcia Rios

Jesis Gomez Mateo

Daniel Palma Morgado

Enrique Raya Alvarez

Juan Daniel Prados Tomes
Manica Saldafa Valderas
Mercedes Sanchez Lanuza Rodriguez
Jaime Torelld lserte

Matilde “Yera Rodriguez

José MP Villagran Moreno

21080 Sewlla

| codign Sequm De Verficacion:

04 QSFbgoENPTqIbt + TdVg== |

Fecha | 2602018

Este documenio Incorpora fimma slecninica reconodida e acuemo a la Ley 5572003, de 15 de didembre, de frma ekecionica

Fimmado Por Joarquin Alanis Lopez

https://welEd . juntadeandslucia. a5 varl £1mms, coda,/ml - QSKbgEN T3 bt + 2dVg=

22

Pagna

22

This project has received funding from the European Union's Horizon 2020
research and innovation programme under grant agreement No 824666




®
Improving Health Research in EU through FAIR Data FAI R 4 Hea lth

4.2.72. Annex 3: Information sheet

MODELO DE HOJA DE INFORMACION PARA LOS PACIENTES INCLUIDOS EN UM PROYECTO DE
INVESTIGACION:

“FAlR4Health: Improving Health Research in EU through FAIR Data”
INVESTIGADORES:

= [Dr. Manuel Ollero Baturone y Jara Eloisa Ternero Vega. UGC Medicina Interna. Hospital
Universitario Virgen del Rocio (5evilla).

* Carlos Luis Parra Calderdn, Alicia Martinez Garcia y Celia Alvarez Romero. Grupo de Innovacion
Tecnologica. Hospital Universitario Virgen del Rocio (Sevilla).

Este estudio se estd realizando en el Hospital Universitario Virgen del Rocio de Sevilla, v ha sido
aprobado por el CEl de los HH.UU. Virgen Macarena — Virgen del Rocio de Sevilla.

La participacion en el estudio es completaments voluntaria. Vd. puede decidir no participar, o si
decide participar, puede retirar su consentimiento en cualquier momento sin necesidad de dar
ninguna explicacion. Puede estar seguro de que su decision de participar o no en el mismao no va a
afectar a la relacion con su medico ni a la asistencia médica que va a recibir.

£Cudl es el proposito del estudio?

Lleva a cabo una validacion y evaluacion de un servicio de prediccion del riesgo de reingreso en 30
dias en pacientes gue sufren Enfermedad Pulmonar Obstructiva Cronica (EPOC) en el momento del
alta hospitalaria.

iPor qué me ofrecen participar a mi?
Porgue usted padece EPOC y creemos que, en base a sus caracteristicas clinicas, podria ser incluido
en dicho estudio con el objetivo de estudiar herramientas para mejorar el manejo de esta enfermedad.

£En qué consiste mi participacion?

Usted va a ser atendido por el profesional sanitario del hospital. Es un estudio observacional, por lo
que en ningun momento se va a interferir en la actuacion convencional del profesional sanitario ni se
van a tomar decisiones sin su consentimiento, ya gue prevalecera en todo momento su criterio. El
profesional sanitaric introducira la informacion obtenida en la herramienta informatica para
comprobar su funcionamiento y analizar posteriormente los resultados.

40ue riesgos tiene este estudio?

No hay riesgos para el paciente, salvo las molestias de ser informado del proyecto y la firma del
consentimiento informada.

Mo se le van a realizar mas extracciones de sangre ni mas pruebas complementarias que al resto de

pacientes. Mo e le va a realizar ningan tipo de analisis experimental.

sRecibiré informacion sobre los resultados del estudio?
Si, si usted asi lo desea.

Wersion 2 de 22/09/2020
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£5e publicaran los resultados del estudio?
Si.

£Como se protegera la confidencialidad de mis datos?
El tratamiento de sus datos se hara con arreglo a lo dispuesto en:
- La ley Orgdnica 5/2018, de 27 de julio, de Proteccion de datos de caracter personal.
- El Reglamento (UE) 2016/679 del Parlamento europeo vy del Consejo de 27 de abril de 2016
de Proteccion de Datos (RGPD).
Solo el equipo investigador tendra acceso a sus datos personales.

iExisten intereses econdmicos en este estudio?
MNo.

s0uién me puede dar mas informacion?
Puede contactar con el equipo investigador del Grupo de Innovacion Tecnologica del Hospital
Universitario Virgen del Rocio en los teléfonos 955 013 616 / 955 013 662.

Muchas gracias por su colaboracion.

WVersion 2 de 22/09/2020
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4.2.3. Annex 4: Informed consent

DOCUMENTO DE CONSENTIMIENTO PARA LA PARTICIPACION EN ESTUDIO DE INVESTIGACION:

“FAlR4Health: Improving Health Research in EU through FAIR Data”

Y0, [nombre y spellicas)

* He leido la hoja de informacion para los participantes en el estudio arriba mencionado,

pudiendo conversar con el investigador/a
y hacerle todas las preguntas sobre
el estudio para comprender y conocer las condiciones del mismo, y considero gue recibi
suficiente informacion.

+ Comprendo gue mi participacion es voluntaria, y que puedo retirarme del estudio cuando
quiera, sin tener que dar explicaciones, y sin que esto tenga ninguna repercusion sobre
mis cuidados médicos.

+ He tenido tiempo para pensar acerca de la informacion que se me ha dado.

* He recibido una copia de la Hoja de Informacion para los pacientes y de este formulario
de Consentimiento.

* Entiendo que en cualguier momento podré solicitar informacion adicional al médico que
me trata o a su colaborador.

* Autorizo a gue se utilicen mis datos en las condiciones gue se explican en la Hoja de
informacion para los pacientes.

+ Doy libremente mi conformidad para participar en el estudio.

Paciente Investigador/a
MNombre v Apellidos: MNombre y Apellidos:
Fecha: Fecha:

Firma por revocacion
Mombre:

DMI:

Fecha:

Version 1 de 31/08/2020
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4.3. |ACS documentation

4.3.1.  Annex 5:IACS Ethic approval

) Informe Dictamen Favorable

== COBIERNO Proyecto Investigacién Biomédica
DE ARAGON : CP. - C.L PIL7/0024
e 15 de febrera de 2017

Diia. Maria Gonzélez Hinjos, Secretaria del CEIC Aragdn (CEICA)

CERTIFICA

19, Que el CEIC Aragon (CEIGA] en su reunién del dia 15022017, Acta N° 02/2017 ha evaluado la propuesta del
investigader referida al estudio: .

Titulo: La Cohorte EpiChron para Invec_tlgadén an enfermedades u'énicas y multimorbilidad
Investigador Principal: Alexandra Prados Torres, IACS
Version protocolo: engrof?.ﬂl?.
z0, © Considera que
- El proyecto se plantea siguiendo los requisitos de la Ley 14/2007, de 3 de julioy, de Investigacidn Bloméadica y su

realizaclin es pertinente, . _
- Se cumplen los requisitos necesarios de idoneidad del protocole en relacidn con los ebjetives del estudio y eskan

justificados los resgos v molestias previsibles para el sujeto.

- Es adecuada la utilizacidn de los datos, .

- El alcance de las compensaciones econdmicas previstas no interfiere con el respeto a los postulados éticos,
- La capacidad de los Investigadores y los medios disponibles son apropiados para llevar a cabo el estudio.

30, For lo que este CFIC emite DICTAMEN FAVORABLE a la realizacion del proyecto.

mmeﬁmmamgm,aﬁdefebrmﬁemn

: Maria Gonzélez Hinjos
Secretatla del CEIC Aragén (CEICA)

‘dgina 1 e |
Tel, 976 71 48 57 Fax. 076 71 55 54 Correo electranice mgonzalezh.oeioBaragen.es
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4.3.2.  Annex 6: Permission to make EpiChron data available for
secondary analyses in FAIR4Health project

Instituto Aragonés de

e Ciencias de la Salud

Sandra Garcia Armesto, as Executive Director of Instituto Aragonés de Ciencias de |2 Salud
(1ACS],

EXPOSES

Data collected in the context of the project titled “EpiChron-la Cohorte EpiChron para
investigacién en enfermedades crénicas y multimorbilidad™ comply with the law in force and
the consequent recommendations regarding privacy of the Ethical Committee of Aragon
{Formally approved on February 15th, 2017).

APPROVES

The reuse of data collected in the context of the project EpiChren, for the purpose of the new
project “FairdHealth-Improving Health Research in EU through FAIR Data”.

faragoza, September 25th, 2020
GARCIA Firmade

digitalmente por

ARMESTO  GARCIAARMESTO

SAMDRA -

SANDRA - osarasanc
Fecha: 2000009 25

05273920C 1555300700

Sandra Garcia Armesto

Executive Director and Legal Representative of [ACS
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4.3.3.  Annex 7:Aragon Ethics Committee adaptation for SAS regional
Ethics Committee approval

GOBIERNO
DE ARAGON

g tamerti de Savaded

Drfia. Marnia Gonzalez Hinjos, Secretaria del CEIC Aragon (CEICA)

CERTIFICA

Que el CEICA, en relacion al estudio titulado: "Improving Health Research in EU through FAIR Data”,
adepta el dictamen emitido por Comité Coordinador de Etica de la Investigacidn Biomedica de
Andalucia, en su reunidn del 25 de septiembre de 2018 (Acta 08/18).

Lo que firmo en Zaragoza

GOMNZALER Firmado digitalments

HINJOS MARIA s Masis - ow

_ DNI DisIS.'MESB
F 203:0.05.04
038574568 1ron1ssaren

Maria Gonzélez Hinjos
Seoretaria del CEIC Aragon (CEICA)

Fagina 1 de 1

Tel. 976 71 5836 Fax. 976 71 55 54 Correo electrinico mgonzalerh ceioilaragon.es
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4.4. |PBV documentation

o
FAIRi Health

4.4.1.  Annex 8: IPBV institutional Ethics Committee approval at the

beginning of the project

21204 Sremska Kamenica, Put doktora Goldmana 4, Tel: 4381/21/480-5100;Fax: +381/21/527-960 5‘_;:‘%“,9
Tekuéi ratun: 840-144661-26; E-mail: ipbdBeunet.rs; www.ipb-iid.rs; www instilutkamenica.rs 15039001

INSTITUT ZA PLUCNE BOLESTI VOJVODINE, SREMSKA KAMENICA

INSTITUTE FOR PULMONARY DISE F VOJVODINA, SREMSKA KAMENICA

Dana: 27.03.2018.
Broj: 87-111/25

Na osnovu ¢&l. 148. Zakona o zdravstvenoj zastiti (,Sluzbeni glasnik RS* br. 1072005,
88/2010, 9972010, 5772011, 119/2012, 4572013, 93/2014, 96/2015, 1062015 i 113/2017) i ¢l. 30. Statuta
Instituta za pluéne bolesti Vojvodine, Sremska Kamenica, Etiéki odbor Instituta,
postupajuéi u skladu sa nadelima dobre klini¢ke prakse (GCP), u sastavu: prof. dr sci. med.
Nevena Secen, prof. dr sci. med. Porde Povazan, prof. dr sci. med. Ivan Kopitovi¢, prof.
dr sci. med. Miroslav 1li¢ i Sanja Grahovac Br¢i¢, diplomirani pravnik (vanjski ¢lan iz
Instituta za KVB Vojvodine), na sednici odrzanoj 27.03.2018. godine jednoglasno dao je
sledecu

SAGLASNOST

Daje se saglasnost za ufestvovanje Instituta za pluéne bolesti Vojvodine u
predstojecem pozivu za sprovodenje projekata finansiranih od strane Evropske Unije
iz domena HORIZONT2020 kao partner projekta pod nazivom ,FAIR4Health” u

oblasti ,Nauka sa i za drustvo” (,Science with and for Society”).

- PREDSEDNIK
Dosta\gu: ’ ETICKOG ODBORA
- nzorw'monitoringu studije: . :
. G‘:‘:\'nom islrd2i\'a¢u&2 J Prof. dr sci. med. Nevena Secen
- Arhivi Etitkog odbora

A X y -Wét/&,d/q \ /fée%(
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4.4.7. Annex 9: Information sheet

INFORMATIVNA BROSURA ZA UCESNIKE U ISTRAZIVACKOI STUDUI PROJEKTA:

~FAIR4Health: Poboljsanje zdravstvenih istraZivanja u EU putem FAIR podataka®™

ISTRAZIVACH:

+ Prof. drsci. med. llija Andrijevic, Institit za plucne bolesti Vojvodine, Sremska Kamenica, Srbija
« Doc. dr sci. med. Bojan Zaric, Institit za plucne bolesti Vojvodine, Sremska Kamenica, Srbija

# Agist. dr sci. med. Sanja Hromig, Institit za plucne bolesti Vojvodine, Sremska Kamenica, Srbija
«  Agist. dr Tomi Kovalevic, Institit za plucne bolesti Vojvodine, Sremska Kamenica, Srbija

Ova istraZivacka studija se izvodi u Univerzitetskoj bolnici Virgen del Rocio u Sevilji, Spanija i Institutu za
pluéne bolesti Vojvodine u Sremskoj Kamenici, Srbija. Istrafivacka studija je odobrena od strane CEl
HH.UU. Virgen Macarena - Virgen del Rocio iz Sevilje i Etickog odbora Instituta za pludne bolesti
Vojvodine u Sremskoj Kamenici, Srbija.

Ufeice u studiji je potpunc dobrovoljno. Moiete odluditi da ne ufestvujete ili ako odludite da
ucestvujete, saglasnost moZete povudi u bilo kom trenutku bez obrzaloZenja. MoZete biti sigurni da Vasa

odiuka da li uestvujete ili ne nece uticati na Vag odnos sa lekarom ili na medicinsku negu koju cete
dobiti.

Koja je swrha studije?

Sprovesti validaciju i procenu predvidanja rizika od readmisije (ponovne hospitalizacije) tokom 30 dana
nakon otpusta iz bolnice kod pacijenata koji boluju od hronicne opstruktivne plucne bolesti (HOBP)

Zaito mi je ponudeno da utestvujem?

Buduci da bolujete od HOBP-a verujemo da biste na osnovu Vagih klinickih karakteristika mogli biti
ukljuéeni u pomenutu studiju sa dljem proudavanja alata za poboljfanje upravijanja ovom boledcu.

L) temu se sastoji moje uteice?

0 Vama ce se brinuti zdravstveni radnici. To je opservaciona (posmatracka) studija, koja ni u jednom
trenutku nece ometati Vase lecenje niti perfformanse zdravstvenih radnika koji o Vama brinu. Uceice u
studiji nece uticati na konvencionalne kriterijume lecenja koji bi se i inade sprovodili tokom VaSeg
le€enja. Zdravstveni radnik e dobijene podatke uneti u racunarski alat kako bi se proverio njegov rad i
kasnije analizirali rezultati.

Kalkve rizike predstavlja ova studija?

Me postoji rizik 7a pacijenta, osim zbog eventualne neprijatnosti zbog obaveitavanja samog pacijenta o
mogucnosti uéesca u projektu i potpisivanja informisanog pristanka. Mece se izvoditi vise vadenja krvi ili

Owvaj projekat je odobren i finansiran od strane Evropske Komisije u
okviru programa Horizon 2020, pod brojem: 824666 - Eurapean Pecizen 2020

European Union Furding

Commission for Restarch & rmoabon
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bilo kakwih dodatnih testova i procedura koje se inace ne bi obavljale. Nece se vrditi nijedna vrsta
eksperimentalne analize.

Da li cu dobiti informacije o rezultatima studije?
Da, ako Zelite.

Da li ée rezultati studije biti objavljeni?

Da.

Kako ce biti zasticena poverljivost mojih podataka?

Obrada Vasih podataka wriice se u skladu sa odredbama Zakona o zaStita licnih podataka. Samo
istraZivacki tim ce imati pristup liénim informacijama.

Postoje li finansijski interesi za ovu studiju i da li ¢u biti placen/a za uteice?
Ne.
Ko mi moZe pruiti vize informacija?

Mozete kontaktirati istraZivacki tim Instituta za plucne bolesti Vojvodine na telefon 0214805210.

Zahvaljujemo Vam se na saradnjil

Ovaj projekat je odobren | finansiran od strane Evropske Komisije u

okviru progroma Horizon 2020, pod brojem: 824666 - European :",f':n::'.,:pfnt:.,. finding
Commission for Reseanch & ienawaton
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4.4.3. Annex 10: Informed consent

INFROMISANI PRISTANAK PACLENTA ZA UCESCE U ISTRAZIVACKO STUDLI:

JFAIR4Health: Poboljfanje zdravstvenih istraZivanja u EU putem FAIR podataka®

Ja, {ime i prezime)

« Proditao/la sam Informativnu brofuru za uCesnike gore pomenute studije, razgovaraojla sam sa
istraZivacem i postaviofla mufjoj sva
pitanja o studiji kako bih razumeo/la i biofla upoznat/a sa uslovima iste | smatram da sam

dobio/la dovoljno informacija.

+ Razumem da je moje udeice dobrovoljno i da se mogu povudi iz studije kada Zelim, bez davanja
objainjenja i bez ikakvih posledica na moje medicinsko zbrinjavanje.

+ Imaon/la sam vremena da razmislim o informacijama koje su mi date.

« Dobio/la sam kopiju Informativne broZure i ovog infromisanog pristanka.

+ Razumem da u bilo kom trenutku mogu zatraZiti dodatne informacije od lekara koji me ledi.

+ Odobravam da se moji podaci koriste pod uslovima objainjenim u Informatinoj broZuri za
uéesnike.

+ Slobodnom voljom dajem saglasnost za udeice u studiji.

Pacijent IstraZivac:
Ime i prezime: Ime i prezime:
Datum: Cratum:
Potpis: Potpis:

Povlatenje pristanka
Ime i prezime:
Datum:

Potpis:
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4.4.4.  Annex 11: Institutional Review Committee Approval

o7

I INSTITUT ZA PLUCNE BOLESTI VOJVODINE, SREMSKA KAMENICA
NSTITUTE FOR PULMONARY D oo OF VOIVODINA, SREMS
21204 Sromska Kamenica, Put doktora Goldmana 4, Tol: +381/21480-5100;F ax: 4381/21/527.960

~ OO
UREI-0OO0

Tekuéi radun: 840-144661-26; E-mail:

Bpoj: 108-v/2
Jlaua: 22.09.2020.

Ha ocHomy 4. 128. 3aKoHa 0 3ApaBCTRCHO] 3aWTHTH (LCAYKGEHN raacHnk
PC” 6p. 25/2019) u ua. 27. Craryra Hucrurtyta 3a nayhue 6osecrn Bojsoaumne,
Crpyunu caser HHCTHTYTA Ha ceanui o/ 22.09.2020. roaute, Aaje caeaehy

CATJACHOCT

Haje ce carnacnocT 3a ysewhe Hucruryra 3a nayhue 6onectu Bojsoaune,
Cpemcka Kamenuna y ucrpamusaukoj cryauju noa masusosm: ,FAIR4Health:
loGosmsmae 34paBcTBEHHUX HCTPAXKHBaLa Y EY nytem FAIR noaaraka”,

Cnou3op: EBponcka komucHja

Iaasnu ucmpaxcueay: accucm. cney. dp med. Tomu Koeaveguh

Y npuaory cacacha aoxyMeHTauja;
1. [poroxan cryamnje
2. Cumoncic npoToKoaa cryanje
3. Hndopaarimna Gpotypa 1a YHCCHHKE ¥ HCTPAXIBAILY
4. OSpazau MHGOPMUCIHOr NPUCTANKE 33 NALKEHTE R

SAMEHWK NPEACEAHUKA
CTPYY

Jlocrasumn:
- [oanocnony 3axresa X 2
- Apxunn CTpyuHor casera
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4.45.  Annex 12: Ethical Committee Approval

UT ZA PLUCNE BOLESTl VOJ DINE, SREMSKA KAMENICA
NSTITUTE FOR PULMONARY DISEA; REMSKA KAMENICA
21204 Sremska Kamenica, Put doktora Goldmana 4, Tel: +381/21480-5100;Fax: +381/21/527-960

institutamenica.rs

Tekuéi radun: 840-144661-26; E-mall: ipbBeunet.rs: wawipd-did.rs; www.ing

Dana: 22.09.2020.
Broj: 110-V/10

Na osnovu ¢l. 131. Zakona o zdravstveno] zasStiti (,Sluzbeni glasnik RS™ br.
25/2019) i ¢l 30, Statuta Instituta za pluéne bolesti Vojvodine, Sremska Kamenica,
Eticki odbor Instituta, u sastavu: prof. dr sci. med. Nevena Seden, prof. dr sci. med.
Ivan Kopitovi¢, prof. dr sci. med. Miroslav 1li¢ i Sanja Grahovac Brei¢, diplomirani
pravnik (vanjski ¢lan iz Instituta za KVB Vojvodine). na sednici odrzanoj 22.09.2020. gaodine,
jednoglasno dao je sledeéu

SAGLASNOST

Daje se saglasnost za uceSée Instituta za pluc¢ne bolesti Vojvodine,
Sremska Kamenica u istrazivackoj studiji pod nazivom: .FAIR4Health: Poboljsanje
zdravstvenih istraZivanja u EU putem FAIR podataka®.

Sponzor: Evropska komisija

Glavni istraZivaé: assist. spec. dr med. Tomi Kovacevi¢

U prilogu slededa dokumentacija:
1. Protokol studije
2. Sinopsis protokola studije
3. Informativna brodura za ulesnike u istraZivanju
4. Obrazac informisanog pristanka za pacijente

PREDSEDNIX
ETICKOG ODBORA

brof. dr sci. med. Nevena Secen

Dostaviti: " //
- Podnosliocu zahteva x 2 - :
- Arhivi /fé/m et
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4.46.  Annex 13: CEQ Approval

_—--— — R,
Kamenica, Put doktora Goldmana 4, Tel: #381/21/480-5100;Fax: +381/21)527.960
Tokwdi radun: 840-144561.26; E-mail: ipbPeunetrs: waw.ipbid.rs; waw.instilutkamenica rs

bpoj: 2654/4
Aana: 22.09.2020.

Ha ocnomy wa. 17. Craryra Mucrutyra 3a nayhue Gosecru Bojeoaume,
Cpemcka Kamennua, usaaje ce cneacha

CATJIACHOCT

HAaje ce carnacHoct 3a yvewhe Hucrutyra 3a nayhue Gonectu Bojsoamue,
Cpemcka Kamenuua y MCTpaxkMBauko] cryamju noa Hasusom: FAIR4Health:
loGomwarse sppascTeeHnx HcTpaxueasa y EY nyrem FAIR nogaTaka”.

Cnonsop: Esponcka komucHja
Faaenu ucmpaxcueay: accucm. cney. dp med. Tomu Kosaveeuh

Caraacan cam @ MCTPOKMBAY MOXKE KOPMCTHUTH pecypce HucTHTyTa
NPHAUKOM CNPOROHeHHa HCTPAKHBAILA.

Aunpexrop UHCTUTYTA
R, AP cum. mea. Mnuja Angpujesuh

Aocrasummn:
- Noaxocnouy 3axresa x 2
- Apxudn

35

This project has received funding from the European Union's Horizon 2020
research and innovation programme under grant agreement No 824666



o
Improving Health Research in EU through FAIR Data FAI R 4 Hea lth

4.5. U. Porto documentation
451 Annex 14: User's consent for using all data and information for

research purposes.

)| A- || A+

FRAILSURVEY

Esta aplicagdo pretende avaliar
a sua capacidade fisica e
alguns aspetos psicossociais
relacionados com a sua vida,
que permitirdo estimar o seu
nivel de fragilidade.

As informagbes partilhadas
sdo andnimas; os dados
recolhidos serdo incluidos numa
base de dados para fins de
investigacdo e de caraterizagdao
da populagdo.

LI E ACEITO PROSSEGUIR DE ACORDO COM
AS CONDICOES APRESENTADAS
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45.2.  Annex 15: Certification, approval and guarantee of GDPR from
Personal Data Protection Unit from University of Porto

Il PORTO Unidade de Protegio de Dados DATA:1SMEE030

PARECER A-13/2020

Mome Elisio Costa
NZ Mecanografice | 480613
Unidade Orgdnica | Centro de Competéncias em Envelhecimento Ativo e Saudavel

Titulo Utilizag3o de dados recolhidos através da aplicagdo «FrailSurveys, no ambito do
projeto FAIR4Health
Ticket N2 2020091415001114

sumaric do Pedido

Mo ambito do projeto FAIR4Health, pretendem os membros do Centro de Competéncias em Envelhecimento
ativo e Sauddvel da Universidade do Porto wtilizar os dados obtidos através de uma aplicagdo movel,
desenvolvida por esse mesmo centro, para finalidades de investigacio cientifica, enquadradas na sua area de
atividade.

0= dados a tratar dividem-se, essencialmente, em duas categorias: (i) por um lado, dados sociodemograficos dos
utilizadores [sexo; idade; estado civil; escolaridade); (i) por outro lado, dados relativos a uma série de aspetos
do seu dia-a-dia [(mebilidade; forma fisica; nutrigdo, etc.) que permitem a [autojavaliagdc do seu estado de
fragilidade.

Refira-se que todos os dados s3o direta & voluntariaments inseridos, por parte dos utilizadores da aplicagdo, nos
sews dispositivos mdveis — apenas e s4, apods prestarem o seu consentimento para esse mesmo efeito. Sendo
que, malgrado tal consentimento padega de algumas deficiéncias, do ponto de vista informativo, parece o
mesmo ndo deizar duvidas quanto i) ac enguadramento da aplicagdo num projeto de investizacdo e (ii] 3
possibilidade de divulgagdo dos resultados nela obtidos no meio cientifico, no respeito pelo anonimato dos
participantes.

Mais foi esclarecido por uma das investigadoras do projeto, por via telefonica, que a citada aplicag3o ndo envolve

a recolha de quaisguer identificadores ou outras informagdes referentes aos dispositivos mdveis em que é
instalada.

Conclusdes

s dados em causa n3o se reportam a pessoas singulares identificadas nem, atento o seu caracter genérico, se
verifica uma probabilidade razodvel de os mesmos serem indiretamente atribufveis a pessoas singulares
identificaveis.

Messe sentido, somos do parecer que se podem qualificar como andnimos, tendo por referéncia os meios
humanos, economicos, cientificos & tecnologicos disponiveis para a identificagdo de uma pessoa singular.

Razdo pela qual, a utilizacdo dos referidos dados para as finalidades aqui pretendidas, se demonstrara subtraida
a0 ambito de aplicacio material do Regulamento (UE) 2016/672 do Parlamento Eurcpeu & do Conselho, de 27
de abril de 2016, relativo 3 protecdo das pessoas singulares no que diz respeito ao tratamento de dados pessoais
e a livre circulag3o desses dados, o qual revoga a Diretiva 95/46/CE (Regulamento Geral sobre a Proteg3o de
Dados).

Todavia, ainda que assim ndo se entenda — & se advogue a configuragdo de tais dados como dados pessoais —,
sempre estardo as operagbes de tratamento a desenvolver, nos termos melhor descritos acima, lagitimadas ao
abrigo dos artigos 6.2/1/a0) & 9.2/2/j) desse Regulamento, lido em articulag3o com o artigo 89.2 do mesmo
diploma.

Parecer 8-13/2020| 1
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4.6. UCSC documentation

4.6.1.  Annex 16: UCSC EC approvals for CRIME dataset

UntversiTA CATTOLICA DEL Sacro CUORE
Facorth o1 Mepicina E CHirurcta * Acostmo GEMELLT

COMITATO ETICO

00168 Roma,
COMITATO ETICO
Partenza
. Protocolle P/8E2/ACES2009
Pml.s.g.&%ﬂzﬂﬂﬁ Date 12/08/2009
— " — A

Egr.Dott. Graziano ONDER

Istituto Medicina Interna e Geriatria

Egr. Sig. Franco MARIOTTI
Responsabile Servizio Ricerca

EDE

Ogeetio: Sviluppo e validazione di criteri per wvalutare I'uso inappropriate di farmaci
nell'anziane (CRIME)
Egregio Dotlore,

con riferimento alla Sua del 1 luglio 2009, contenente le risposte a guanto prescritto da
questo Comuitato nella seduta del 21 maggio 2009, si dichiara che il Comitato Etico, nella seduta del

16 luglio us., ha preso atto della nuova versione della scheda informativa‘modulo di consenso

informate  (versione 2 datata giugnoe 2009), rilevando che le modifiche richieste sono state
correitamente apporiate.

Il Comitato Etico prende inoltre atto della Sua del 15 giugno 2009, esonerando lo
sperimentatore dal pagamento della quota istruttoria per ["emissione del parere.

¥ Siricorda di presentare i] Verbale della Giunta di Dipartimento non appena disponibile.

Cordiali saluti

Il Responsabile della Segreteria Tecnico Scentifica
del Comitato Etico

Dott. Margo Magchetti

LARGO FRANCESCO VITO, 1 - TeL (06) 3015.1 - Triex 610330 Ucatho [ - Terrax 3051343 - Teer.: Unierscamo

PR 41
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UNIVERSITA CATTOLICA DEL SACRO CUORE
Facorta o1 MeDiCIina E CHIRURGLA “AGDSTING GEMELLYY

COMITATO ETICO 00168 Roma,

Prot.s.g(A.365)C.E./2009

COMITATO ETICO Chiar.mo Prof. Lorenzo ORNAGHI
Partenza Magnifico Rettore
Protocollo Pr429/CE/Z007
Datre 110672008 . 2 p.c. Chiar.mo Prof. ROBERTO BERNAREI
— Direttore Dipartimento di Scienze Gerontologiche

Geriatriche e Fisiatriche

Epr. Dot GRAZIANO ONDER
Istituto Medicina Imterna e Geriatria

Egr. Sig. FRANCO MARIOTTI
Responsabile Servizio Ricerca

S EDE

Riunione del 21.05. 2009
Membri presenti:
Prof. Salvatore MANCUSO - Presidente per delega del Magnifico Rervore
Prof. Carlo CALTAGIRONE - Direttore Scientifico - Fondazione 8, Lucia IRCCS
Prof. Sac. Ferdinando CITTERIQ - Rappresentante Istitwo Toniolo
Sig.ra Rosalia GALLUZZO - Rappresentante Associazione Volomari “Gemelli” { AVoG)
Mons. Sergio LANZA - Assistente Ecclesiastico generale — Centro Pastorale
Prof. Lamberto MANZOLI - Biostatistico - Universita degli Studi *G. D° Annunzio” di Chieti
Sig.ra Luciana MATTU - Caposala del Policlinico Universitario
Prof. Carlo PATRONO - Direttore Lstituto di Fannamlug:a
Prof. Elio SALVAGGIO - Pediatra
Dott.a Laura VENTURA — Medico di Medicina Generale

Prof. Anienio VILLANI - Primario del Servizio di Anestesia ¢ Rianimazione — Ospedale
“Bambino Gesi”

Membri assenti;

Dott. Andrea CAMBIERI = Diretiore Sanitario

Prof. Mons. Ignacio CARRASCO DE PAULA - Professore Ordinario - Direttore dell'lstituto di
Bioetca

Prof. Roberto COPPOLA - Professore Ordinario di Chirargia Generale — Campus Biomedico

Datt.  Roberto IADICICCO - Esperto operante nel settore dei mezzi di comunicazione di massa

Prof. Vincenzo Lorenze PASCALI - Direttore dell’lstituto di Medicina Legale e delle
Assicurazioni - Componente “ex officio™

Dott.a Enrica Maria PROLI - Farmacista — Servizio di Farmacia Interna del Policlinico

Prof. Giovanni SCHIAVONE - Giurista UCSC di Milano

Lagz0 FRANCESCO WiTo, | - TEL 06 3015.0 - TELEX 611330 Ucstro | - TEEEFAX 06 3051 343 - TELEGR.: LINIVERSCATRO

Erd 341
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_ Il Comitato Etico, riunito il 21 maggio ws. per esprimere il proprio parere etico motivato sullo
Studio Prot. Crime presentato dal Dott. Graziano Onder, relativo alla ricerea “Development and
validation of CRiteria to assess Inappropriate use of Medicines among Elderly patients™,

ESAMINATA

la documentazione acclusa ed in particolare la scheda informativa ed il modulo di consenso informato
(contrassegnati con la versione 1 del 06/05/09), la sinossi del protocollo, la scheda raccolta dati nella
versione 1 del 06/05/09, [2 lista centri versione 1 del 06/05/09, la bozza di convenzione ¢ la rimanente
documentazione, '

CONSTATATO CHE

il protocollo presentato:

& giustificato scientificarnente ed eticamente quanto al razionale;

& giustifcato quanto al disegno sperimentale;

& giustificato quanto ai soggetti di sperimentazione;

& givstificato quante al rapporto rischitbenefici;

non & giustificato quanto alle mformazioni fornite ai soggetti e alle modalita di richiesta del

CONSENsm

¢ piustificato quanto agli esami valutativi previsti;

€ giustificato quanto alla qualificezione del ricercatore e/o delle strutture e attrezzature disponibili;

& giustificato quanto ai costi economici aggiuntivi per " Ente;

& giustificato in quanto alla numerositd campionaria e all'indagine statistica;

& giustificato quanto alle garanzie assicurative;

& rispettoso dei principi dell Universita Cattolica del Sacro Cuore;

fa riferimento ai codici deontologici (in particolare alla revisione corrente della dichiarazione di

Helsinki efo alle Morme di Buona Pratica Clinica (ICH-GCP) secondo ["all. 1 al TM. 15.7.97) ed

ai DM, 18 ¢ 19 marzo "98 ¢ successive modificaziom ed integrazioni;

s tiene conto del Decreto Legislative 24 glugno 2003, n.211: attuazione della diretiva 2001/20/Ce
relativa all ‘applicazione della buona pratica clinica nell ‘esecuzione delle sperimertazioni cliniche
di medicinali per uso elinico,

s ¢ conforme alle disposizioni di lepge ed alle conseguenti raccomandazioni del Comitato Etico

dell"Universita Cattolica in materia di rispetto della privacy;

& 5 & 5 8 & &

ESPRIME PARERE UNICO FAYOREVOLE
subordinatamente alle seguenti prescvizioni:
¥ E"necessario che Uinformariva al paziente venga adeguata e riformulala secondo if modello
standard disponibile sul sito dell'Universitd Cattolica (sezione intranet), comprensivo anche

del miove allegaio per la privacy.

#  Presentare il verbale della Giunra di Dipartimento,
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1l presente parere & -stato espresso all’unanimita. Nan sard necessario aspettare la seduta

successiva del C.E. sufficiente far pervenire la documentazione modificata secondo
quanto richiesto, prima dell’inizio +ffettivo dello studio, contrassepnando la nuova versione della
scheda informati odulo di consenso con una nuova data di elaborazione ed evidenziando le
modifi ichi la presa d’atte. Le correzioni sono di teriale ¢ non

ostano il parere positivo del Comitato Efico.

Si ricorda che la sperimentazione deve essere eondotta con l'osservanrza del Decreto
Ministeriale 15.7."97 che recepisce le Norme di Buona Pratica Clinica (ICH-GCP) e successive
modificazioni. In particolare si sottolnea che dette Norme prevedono un adeguato risarcimento in caso
di danno.

Si dichiara che questo Comitato é organizzato ed epera nel rispetto delle sorme di buona
pratica clinica (GCP-ICH) e degli adempimenti previsti dall*allegato 1 al Decreto Ministeriale
18.3.1998: “Linee Guida per I'Istituzone ed il funzionamento dei Comitati Etici™,

Si richiede che questo Comitato Etico venga informato dell’inizio della sperimentazione, del
suo svolgimento con una relazione annuale e della sua conclusione o eventuale interuzione. Inoltre,
dovri essere informato di ogni successive emendamento al protocollo e degli event avversi, seri e
inattesi, insorti nel corso dello studio, che potrebbero influire sulla sicurezza der sogpetti o sul
proseguimento dello studio.

In_difetto delle suddetie relazioni I'efficacia dell’approvazione del proiocollo deve intendersi
sospesa a tutti gli effetti.

Si ricorda allo sperimentatore che lz correttezza formale della conduzione di una sperimentazione &
garanzia della qualitd de1 dati ottenuti dal trial. [| CE si fard garante atiraverso un menitoraggio degli
studi eondotii presso il nostro Policlinico,

Per il Presidente
Il Segretario del Comitato Etico

Noa.
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4.6.2.  Annex 17: UCSC EC approval for SHELTER dataset

B 4
e %;-1 UnIvERSITA CATTOLICA DEL SACRO CUORE .
= FACOLTA DI MEDICINA E CHIRURGIA "AGOSTING GEMELLI"

COMITATO ETICO (0165 Roma,

Protel. (A77WCE2009
COMITATO ETICO
PARTENZA

Protocolio n. FIE2OICE/ 0%
. Data D20472009

- -

To whom it may concern

This is to certify that the Study “Services and Health for Elderly in Long
Term care - SHELTER", Prot. FP7-HEALTH-2007-B, presented by Prof. Roberto
Bermabel, had been approved by the Ethical Committee of the Catholic University
Medical Schoal on 19" February 2009,

Secretary of the Ethical Committee
[r, Marco Marchetti

»

Lanc Faascesoo Vimo, |- Tel 06 3005,1 - TELES 61§ 330 Ucarno 1 - Terer 06 3051343 - Tevpn.: Lhovisscarso

FM B
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46.3. Annex 18: Permissions to make CRIME data available for
secondary analyses to FAIR4Health researchers

CATTOLICA

del Sacro Cuore
|

Subject: Use of data collected in the context of the CRIME Project, for the creation of a research database
for the purposes of the new Project “FairdHealth — Improving Health Research in EU through FAIR Data”.

Data collected in the context of the CRIME Project (P.\. Professor Graziano Onder) comply with the law in
force and the consequent recommendations regarding privacy of the Universita Cattolica del Sacro Cuore’s
Ethical Committee (Formally approved on June 15, 2009)

According to the local Ethical Committee dispositions and approval, data collected within the CRIME research
database can be made available anonymously for secondary research analysis upon permission of the PI.

Therefore, for the use of such data for the “FairdHealth — Improving Health Research in the EU through FAIR
Data” platform, it is not necessary to request an additional opinion of the Institution’s Ethics Committee.

Rome, 08/09/2020

Graziano Onder

Principal Investigator

et L

Dipartimento Universitario
Scienze Geratriche e Ortopediche

= .

Largo Franceseo Vito, 1 — 00168 Roma
tel.: +39 06 3015 4859 - telefase: +39 0 63051 911 — mww.unicats,it

Scansionato con CamScanner
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46.4. Annex 19: Permissions to make SHELTER data available for
secondary analyses to FAIR4Health researchers

MILANO
UNIVERSIT, A ICSC PROTOCOLLO GENERALE
CATTOLICA rot. n. 1066/20
del Sacro Cuore el 1200872020
¥ Dhrehore amemisisicso
Carlos PARRA CALDERON
Servicio Andaluz de Salud
Avenida de ka Constitucion 18
41071 Sevilla
Spain

Subject: Use of data collected in the context of the SHELTER Project, for the
creation of a research database for the purposes of the new Project “Faird Health —
Improving Health Research in EU through FAIR Data”.

Data collected in the context of the SHELTER Project (Ewropean project - Gram
Agreement No 821282- P.I, Professor Robento Bernabei, Co-P.1 Professor Graziano Onder)
comply with the law in force and the consequent recommendatiors regarding privacy of the
Universita Cauolica del Sacro Cuore’s Ethical Committee.

Each pantner of the SHELTER project has authorized the use of data for the creation of a
research database for the new project "FairtHealth - Improving health research in the EU
dun'(écugh FAIR dara" (European project- Grant Agreement No, 824664 - P Professor G,
Onder).

Data collected within the SHELTER consortium will be made available anonymously.

Therefore, for the use of such data for the *FairtHealth - Improving Health Research in EU
through FAIR Dara” platform, & is not necessary 1o request the opinion of the Institution’s

Ethics Committee.

Rome, 07/05/2020 Milan,

Graziano Onder Paolo Nusiner

Principal Tinvestigator General Manager
W23 Moo Lago A Geawd). 1+ kfono o109 02 7234 2241. 2213 - 3«29 02 7234 2706. e-nal dresions AMmastians A ueican |
IR RomaLlamo F Vio. - bulhon «35 03 X015 4327 4524 .+ 1 439 03 315 016 - womat drammromagiim in et il

4
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