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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 
Regulation 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 

 SAS 

 IACS 

 U. Porto 
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 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: 

 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 
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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. 

 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. 

 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): 

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. IACS 
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. 

 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. IPBV 
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.  

 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 

 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 zaštiti 
podataka o ličnosti, “Službeni glasnik R.Srbije” ) 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 
1 is 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. 
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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  
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4.2. SAS documentation 

4.2.1. Annex 2: SAS regional Ethics Committee approval at the 
beginning of the project 
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4.2.2. Annex 3: Information sheet 
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4.2.3. Annex 4: Informed consent 
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4.3. IACS documentation 

4.3.1. Annex 5: IACS Ethic approval  
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4.3.2. Annex 6: Permission to make EpiChron data available for 
secondary analyses in FAIR4Health project 
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4.3.3. Annex 7: Aragon Ethics Committee adaptation for SAS regional 
Ethics Committee approval 

 

  



Improving Health Research in EU through FAIR Data 
 
 

29 
 

4.4. IPBV documentation 

4.4.1. Annex 8: IPBV institutional Ethics Committee approval at the 
beginning of the project 
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4.4.2. Annex 9: Information sheet 
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4.4.3. Annex 10: Informed consent 
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4.4.4. Annex 11: Institutional Review Committee Approval 
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4.4.5. Annex 12: Ethical Committee Approval 
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4.4.6. Annex 13: CEO Approval 

 

 



Improving Health Research in EU through FAIR Data 
 
 

36 
 

4.5. U. Porto documentation 

4.5.1. Annex 14: User's consent for using all data and information for 
research purposes.  

 
  



Improving Health Research in EU through FAIR Data 
 
 

37 
 

4.5.2. Annex 15: Certification, approval and guarantee of GDPR from 
Personal Data Protection Unit from University of Porto 
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4.6. UCSC documentation 

4.6.1. Annex 16: UCSC EC approvals for CRIME dataset 
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4.6.2. Annex 17: UCSC EC approval for SHELTER dataset 
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4.6.3. Annex 18: Permissions to make CRIME data available for 
secondary analyses to FAIR4Health researchers 
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4.6.4. Annex 19: Permissions to make SHELTER data available for 
secondary analyses to FAIR4Health researchers 

 

 


