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1. Data Summary 
 

1.1. General overview 
 
Data generated and/or collected in RBDCOV will be registered in the participating centres using 
an electronic data management system with remote data entry as described in WP2. 
Completeness and plausibility checks will ensure the collection of high-quality data. Data 
management services and the necessary hardware and software will be provided by the partner 
VERISTAT. The details for Electronic Data Capture (EDC) System will be included in deliverable 
2.3 Data Management Plan – Clinical trials (M3) that will be also included in the updates of this 
DMP. A tailored clinical trial software used for efficiently capture, maintain, and validate the 
clinical trial data will be used in the project. 
Data are crucial to guarantee the challenging objectives of RBDCOV project: 

• To perform a Phase I/II clinical study of Wuhan variant vaccine in 72 healthy paediatric 
individuals recruited in Spanish clinical sites (WP3) 

• To demonstrate the safety and immunogenicity of the new recombinant RBD protein vaccine 
against the South African and UK variants of SARS-Cov-2 virus in a phase I/II study in 400 
patients as described in WP4 and WP5 

• To involve the general public, as a community, in the project´s design, execution of phase I-
II testing as described in WP9, by EATG 

 

1.2. Types of data 
 
For this first release of the DMP, the data types that will be managed during the project are 
mainly  focused on personal data from recruited patients. These will include clinical, social, 
psychological and biological data (high throughput immune monitoring; high resolution 
immune monitoring; deep variant-reactivity from analyses of biological samples). According 
to such consideration, a list of types of research data that RBDCOV will generate and collect has 
been detailed. This list may be adapted with the addition or removal of datasets in the next 
versions of the DMP to take into consideration the project developments, if this is required.  
Three types of data will be collected 

• Clinical Data: will consist of numerical and text (when appropriate) data that will be obtained 
by the staff during the clinical visit or after blood analysis (that will be downloaded from the 
clinical history as a pdf file). As it is described in the WP2 all participants’ data will remain 
confidential. The investigator will be the only person who will know which code corresponds 
to each participant. Each clinical site will share participant data with the sponsor of the study, 
but only using that code, never using a name. The key to the code will stay with the 
investigator. In the reports about the study only this code will be used. 

• Immune monitoring data: will be produced in WP5, analysed and transferred at the end of 
the study to the final database. 

• Socio economic data: will be compiled in WP9 Through a series of qualitative on-line surveys. 
The survey has been initially designed to compile at least the following information: 
demographics (age, gender, country, living area, educational level, partnership status) health 
status and management, knowledge about research in the field of vaccines, concerns and 
motivation to participate in a clinical study (burdens related to study participation: time away 
from school (in children and adolescents) or work, transportation, explain/justify to others 
the absences) and satisfaction with the clinical studies (quality of information received, 
support and interaction with the people involved in the research; contribution to advance in 
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science). The impact of the study on their social environment will be also evaluated 
(psychological dimensions, health seeking behaviour, etc.). The analysis will allow 
determining psychosocial impact/expectations/misunderstandings/etc., especially 
considering the psychosocial impact of the COVID-19 infection. 

 

1.3. . Dataset sizes 
Server capacity starts from 4 GB RAM, SSD 100 GB, Connection 1 Gbit/s, Traffic 8 TB. This 
capacity is enough for most of the studies. Nevertheless, VERISTAT uses virtual servers, and the 
capacity can be increased, for both CPU and storage. 
 

1.4. . Dataset reference and description  
All individual datasets collected or generated by RBDCOV should include a unique identifier such 
as Digital Object Identifier (DOI) that uniquely identifies the dataset. 
Every personal dataset of a patient will be identified using exclusively a patient's identification 
code in order to ensure the pseudo-anonymization of the personal data and facilitate the cross- 
relation between the different datasets. It will be a unique identifier that is not associated with 
sociodemographic characteristics or address, and the respondent's identity cannot be revealed. 
Information on pseudo-anonymization of personal data is detailed in section 6 Ethical Aspects 
of this document. 
The dataset description should include the following information: title and description of the 
dataset, a set of keywords describing the dataset, release date, publisher, contents coverage 
(such as survey, high throughput, clinical, aggregated,), multilingual information, origin of the 
data, target user of the data (e.g. for general use, for computer use), members who can have 
access to it and versioning information. 
 

1.5. . Archiving and Security 
Data will be stored in a file server hosted at VERISTAT. Access to the study folder will be 
controlled by username and password and limited to the personnel directly involved in the 
study. A daily backup will be implemented to assure that in case of data loss, the data will be 
restored with minimal loss and in adequate time. An extra weekly backup will be performed and 
kept in a safe place outside the office. 
 
After study completion, all study data will be returned to the Sponsor. Systems security will be 
assessed and guaranteed during the validation. For each system, specific security measures will 
be described in detail in the User Requirement Specifications document from VERISTAT. 
 
Data access will be restricted to the “minimum necessary”. Access to systems will be managed 
as agreed by VERISTAT and included in eCRF Support document (available under request). 
Patient data will be pseudo-anonymised in the eCRF. Data protection agreements will be signed 
with all involved clinical partners. 
 
Three different backups with different retention periods will be performed automatically: 

• Daily (Incremental Backup): copy all the files changed since the last backup, whether it was a 
full one or incremental. A database dump is generated daily, out of working hours, and 
hosted in VERISTAT provider backup server. Retention period: stored for 6 months. 

• Weekly (Differential Backup): copy those files changed since the last full backup. A database 
dump is generated weekly and hosted in VERISTAT provider backup server. Retention period: 
stored for 1 year. 
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• Monthly (Full Backup): a copy of all the information in the server disk is generated. A 
database dump is generated monthly and hosted in VERISTAT provider backup server. 
Retention period: stored for 10 years. 

 
Manual full backups can be performed by the Application Administrator when necessary. A 
database dump will be generated and hosted in VERISTAT provider backup server. Manual 
backups will be stored for at least 10 years. 
Traceability will BE performed for the different data. The same procedure applies to all studies 
where clinical data is transferred to an electronic form for data management or statistical 
analysis.  VERISTAT will be responsible for drafting the study Database Specifications documents 
(available upon request) and for setting-up the eCRF. Before data entry starts, site staff 
personnel delegated for data entry (investigators or designees) will be trained on the specific 
eCRF system used in the study. VERISTAT’s Data Manager (DM) will be responsible for the eCRF 
training. The training will be given remotely and will be recorded for future new trainings or re-
trainings. The investigator(s) or designee(s) are responsible for the data entry through the eCRF 
system. The access to the eCRF system will be controlled by username and password. The 
process of how to enter study specific data into the eCRF will be described in the eCRF 
completion guidelines. If new staff joins the study once the study is underway, they will need to 
complete the training before having access to the system. 
Raw data from the eCRF will be exported and mapped to Study Data Tabulation Model (SDTM) 
format, following Clinical Data Interchange Standards Consortium (CDISC) recommendations. 
Specific details about data mapping from ODM to SDTM can be found in the SDTM 
specification.xls. The DM is responsible for exporting data and saving in the working folder for 
statistical programmers to work on the mapping. The data in ODM format (.xml) will be saved in 
a folder indicating the date of export (e.g., YYYYMMDD).  
 

1.6. Quality assurance process 
By default, and in compliance with the GDPR (EU GDPR 2016/679) all project data will be handled 
with rigorous care. Clear guidelines and quality control processes will be put in place at the very 
early stages of the project. These will include, but not restricted to 1) efficient sample tracking 
using a univocal sample code for each clinical sample, linked to another univocal patient code; 
2) random clinical file checking to verify information in the databases; 3) systematic search for 
outliers that could be due to misdiagnosis or technical issues. 
The consistency and quality of the data will be controlled to ensure that no data are accidentally 
changed, and the accuracy of data is maintained over its entire life cycle. This process will include 
repeated samples or measurements, standardised data capture, data entry validation and peer 
review of data. 
The clinical database will be validated by a second DM, to ensure that the eCRF is consistent 
with the eCRF sections document. Dummy patients will be introduced into the eCRF. Each 
section will be reviewed by the second DM and dummy data will be stored in the Data 
Management and Biostatistics Clinical Trial Management System (DMB CTMS). Any problem 
found in the validation or log issues according to Veristat procedures will be reported with the 
DMB CTMS. The database will be considered validated when no open issues are found in the 
DMB CTMS. 
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2. FAIR data 
2.1. Making data findable, including provisions for metadata 

The data and any associated software produced and/or used in the project should be 
discoverable (and readily located), and identifiable. To make the data used in RBDCOV accessible 
and easily localised, we will use standard identification mechanisms. The records in a dataset 
will be identified by unique identifiers (DOIs) both in the project databases and when loading 
them into a public repository. Data detection will be facilitated by adding a description of the 
data with keywords related to potential users. 
All relevant data concerning the manuscripts will be associated with the manuscript document 
and made openly available upon publication, using established field-specific public repositories, 
according to the journal recommendations. A standard citation with DOI will be provided to 
facilitate attribution. The DOI provides permanent identification for the data and ensures that 
they will always be found at the URL 
 

2.2. Making data accessible 
The project will follow open access rules provided by HE. Data that will be produced in the 
context of the project, and that will not be subject to commercial exploitation or access 
restrictions will be made available as open data, following the FAIR (Findable, Accessible, 
Interoperable and Reusable) principle. In particular, open data that can be used by third parties, 
possibly in different contexts, to generate new beneficial results, including new open data. In 
addition, prior to releasing any scientific publication, the partner involved will contact the 
Steering Committee (SC) for revision and validation.   
 
RBDCOV will provide open access (OA) to research outputs (e.g., publications, data, software, 
models, algorithms, and workflows) through deposition in trusted repositories. In fact, partners 
will provide OA to peer-reviewed scientific publications relating to their results.  The authors of 
all peer-reviewed scientific publications will choose the most appropriate way of publishing their 
results, and these publications will be stored in an OA trusted repository, during and after the 
project’s life following Article 17 and Annex 5 of the GA. The consortium will be encouraged to 
publish in the https://open-research-europe.ec.europa.eu/ platform. The project will be linked 
to the COVID-19 data portal [https://www.COVID-19dataportal.org] for the timely sharing of 
relevant data.  
 
The information will only be accessible to the public at the end of the project after statistical 
analysis are completed and main study results are published. 
 

2.3. Making data interoperable 
The data and any associated software produced  and/or  used  in  the  project  should  be 
interoperable, allowing  data  exchange  between  researchers,  institutions,  organizations, 
countries, etc. (e.g. adhering to standards for data annotation, data exchange, compliant with 
available software applications, and allowing re-combinations with different datasets from 
different origins). 
 
The information stored in the database will follow, whenever possible, standardised 
vocabularies that can be used to encode, retrieve, communicate, and analyse clinical data 
allowing health professionals to represent information in an adequate, accurate and 
unambiguous way. 
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2.4. Increase data re-use 
The data and any associated software produced and/or used in the project should be useable 
by third parties even long time after the collection of the data (e.g. data are safely stored in 
certified repositories for long term preservation and curation; they are stored together with the 
minimum software, metadata and documentation to make it useful; the data are useful for the 
wider public needs and usable for the likely purposes of non-specialists). 
Considering the nature of the data obtained in the project, and the research in COVID area, the 
participants in RBDCOV research clinical trial have agreed to share the obtained data with other 
researchers. To this end, RBDCOV´s consortium will not share data with a third party where the 
informed consent specifically does not allow the partners to do so. Partners will require that any 
use of these data by a third party must address a scientific question in the same research area, 
according to the trial management team as the original trial. Partners will ensure that all data 
being shared with third party researchers will be anonymized according to applicable standards. 
 

3. Other research outputs 
Open science and open innovation are in the DNA of all partners of RBDCOV project. In fact, the 
project was initiated in the context of open science and innovation that triggered the change of 
paradigm in the One health concept. One of the main pillars of the project will be the open 
innovation so all the relevant knowledge actors are included in the project as described in WP6, 
WP8 and WP9. As indicated before, this is crucial to guarantee the successful progression of the 
project. Many paradigms are changing nowadays in how treatments/vaccines reach the 
population: authorization and market access in emergency situation; clinical trial guidelines; 
monitoring of the effectiveness and side effects of a treatment by the community; 
discriminatory access to COVID-19 vaccines at worldwide level or as a country or a group of 
population among others. Including key actors to voice an opinion about all these issues is 
crucial, and RBDCOV project has been organized to face up most of them by including in different 
activities and work packages the room and time for this interaction: community engagement, 
regulatory bodies, networks, experts, researchers. The projects aims early and open sharing of 
research (for example through preregistration, registered reports, pre-prints, or crowdsourcing) 
except the potential data that could affect the future commercialization of the vaccine. All the 
future exploitable activities of the research outputs will be done under fair and reasonable 
conditions and will commit to rapidly and broadly exploit the resulting products and services at 
fair and reasonable conditions, as described in WP7. All the data and research outputs will be 
generated by following robust protocols and procedures that will ensure reproducibility of 
research outputs.In addition, the project will have a clear strategy for dissemination and 
communication of all the results of the project (WP8).  
Apart from the clinical, immune and socio- economic data previously described RBDCOV will 
generate other research outputs: 

• COVID-19 clinical trial recommendations: Experience and knowledge acquire during the trials 
will be collected shared with stakeholders in dedicated opinion articles so it can be use in the 
design not only of clinical trials but also in the design of future vaccination campaigns. 

• Opinion articles: Meeting with stakeholders to ensure the adoption of the recommendations 
and suggestions regarding the EU vaccine landscape to encourage vaccine research and 
leverage more capital. OH strategy impact in the future. 
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4. Allocation of resources 
Resources for data management have been allocated in the project in the corresponding 

working packages mainly WP2, WP3, WP4, WP5, WP8, WP9 and WP10 to avoid any potential 
problem with the use and maintenance of data that are crucial to guarantee the success of the 

project. All partners have adequately estimated the necessary budget to generate and manage 

the data related to their tasks in the project.  

 

5. Data security 
The GDPR is the regulation in EU law on data protection and privacy for all individuals’ citizens 
of the EU. This regulation affects the RBDCOV project because most data that will be analysed 
by the project are personal data at their origin and include sensitive information, and RBDCOV 
data processing must follow this European legal framework. 
The GDPR is a directly applicable standard, which does not require internal transposition nor, in 
most cases, norms of development or application. For this reason, the coordinator HIPRA 
assumes it as a reference standard. 
RBDCOV partners will be under the obligation to preserve the confidentiality of the personal and 
clinical data of the study subjects based on the GDPR (EU) 2016/679 of the European Parliament 
and of the Council of April 27, 2016, on the protection of natural persons with regard to the 
processing of personal data and the free movement of such data and repealing Directive 
95/46/EC and any other applicable provision regarding data protection. Any processing will be 
duly analysed and reviewed by each relevant Data Protection Officer and an external expert 
Ethics Advisor. In particular, biological samples and immunogenicity data generated will be 
unlinked to an identifiable person and the necessary precautions will ensure their security and 
the security of the associated data (data pseudo-anonymised).  
Specific GDPR-compliant model documents will be distributed by the Project Coordinator to 
support the exchange of (or access to) data between RBDCOV Partners and the legitimate 
processing of pools of data from different Countries. 
The Project Coordinator of the RBDCOV project, HIPRA, is under the Spanish legislation on data 
protection, and the applicable law is Organic Law 3/2018, of December 5, of protection of 
personal data (LOPD-GDD); the norm in force in the precepts is not repealed by the Regulation 
(EU) 2016/679 of the European Parliament and of the Council of 27 of April of 2016 relative to 
the protection of physical persons with regard to the treatment of personal data and to the free 
circulation of said data, and repealing Directive 95/46 / EC (GPDR). 
 

6. Ethics 
The research to be carried out during RBDCOV will not involve animal research, human 
embryonic stem cell investigation. This project does not involve the use of elements that may 
cause harm to the environment, to animals or to plants. This project does not raise any dual use 
issues, and it does not have the potential for malevolent, criminal, or terrorist abuse.  
Ethics is crucial to guarantee the success of the process so a specific task for Ethical surveillance 
has been included in WP10 Task 10.5 Ethics surveillance. This activity will provide ethical 
oversight, analysis, and guidance on all aspects of the RBDCOV project apart from the necessary 
included in the clinical trials. Regular updates of the ethical information will be promoted so that 
ethical issues are continuously being considered throughout the project and all relevant 
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regulations are fully complied with. If and as needed, ethics experts will be engaged through a 
specific ad-hoc Committee. 
In addition, WP11 will be aligned with guaranteeing that all ethical issues are accomplished. 
Deliverables 11.1, 11.2 and 11.3 will be submitted regarding the potential hot spots of the 
project: risk/benefit analysis the inclusion of both 2-6 years old and 6-12 years old participants 
in the study outlined in WP3 (D11.1); Reports from the Ethics Committee, covering all ethics 
aspects of the project and how they are handled (D11.2); the ethics risks related to the data 
processing activities of the project. This also includes an opinion if data protection impact 
assessment should be conducted under art.35 General Data Protection Regulation 2016/679 
(D11.3). 
During the project, two multi-centric Phase I/II clinical trial in children, adolescents and adults 
will be performed between Spain and Turkey. The aim of these studies is to validate the efficacy, 
tolerability and safety of the vaccines against SARS-CoV-2.  The consortium will establish an 
Ethics Board in charge of monitoring the ethical concerns of the project. This Board will be a 
consultative body, composed by independent consultative experts, not from consortium partner 
institutes, assisting mainly the Steering Committee in ethical aspects of the project. They will 
supervise and support the project and, mainly, the clinical trial, with regards to ethical questions 
and to ensure that everything is carried out according to national ethic requirements. 
Informed Consent Forms for the RBDCOV project will be generated at the beginning of the 
project. Collection of free and informed consent will be mandatory for all partners in the 
consortium that will contribute to the data donation from all participants but also on behalf of 
a paediatric patient (parents or legal guardians) in the case of clinical trials for children. This 
process is aligned with ethical principles and GDPR principles. The document must be approved 
by the Ethics Committee of Regulatory Agencies at each participating clinical site. 
The process of obtaining the consent of the user will include these steps: 

❖ Inform participants, and parents or legal guardians about RBDCOV data use and GDPR 

rights. 

❖ Sign up form, two copies. Participants, parents or legal guardians must accept the 

Privacy terms of RBDCOV in accordance with GDPR law. 

❖ A copy paper of the consent form needs to be stored in physical or digital format by the 

Consortium members dealing with patients at their facilities. 

Data processors at each partner site will keep the informed consents of the recruited patients 
in a printed copy and will keep them in a safe place according to the legal regulations. The Art. 
7(1) of GDPR states “Where the processing is based on consent, the controller shall be able to 
demonstrate that the data subject has consented to the processing of his or her personal data”.  
Each subject will freely give its unambiguous, specific and informed consent agreeing on the 
processing of its personal data for RBDCOV. The sentence explicitly giving such consent will be 
included in the “Informed Consent Form”. Patients will be informed of their rights of access, 
rectification, deletion (right to oblivion), limitation of treatment, data portability, opposition, 
ceasing to be the subject of automated decisions, and how to exercise them, as provided in 
Regulation (EU) 2016/679 of with regards to processing personal data and the free circulation 
of these data (GDPR and Data Protection Law of 2018)]. 
Pseudo-anonymization: One of the ways to mitigate the legal concerns arising from the use of 
personal data is pseudo- anonymization. Pseudo-anonymization substitutes the identity of the 
data subject in such a manner that the personal data can no longer be attributed to a specific 
data subject without the use of additional information. Such additional information must be 
kept separately and is subject to technical and organisational measures to ensure that data are 
not traced back to an identifiable natural person. RBDCOV will complement pseudo-
anonymization with other data masking measures to reduce the risks of re-identification. 
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The personal data included in the project will be pseudo-anonymised. Patients will be indicated 
and tracked by a univocal code on all documents. Only this unique subject identification number 
will link the data or samples to the patient. A confidential correspondence list, containing the 
code associated with each patient name and identity, will be securely stored at each clinical site 
by the study doctor. Only the study doctor will be able to connect the subject identification 
number to the patient’s personal data. He/she will not share this information except as 
explained in the Patient Information and Informed Consent Form. 
The study site will remove personal data, including personal health data, from any study data 
before these are transferred or otherwise made available to Sponsor. The site will also establish 
the necessary technical and organizational measures to prevent patient re-identification by the 
Sponsor. 
Confidentiality: The personal data as well as the documents generated during the study will be 
protected from non-permitted uses by persons not involved in the project and will therefore be 
considered strictly confidential and not revealed to third parties. Any information of a personal 
nature that could be identified will not appear in any of the project’s reports and these will be 
kept and processed by the research team under conditions of confidentiality.  
Encoded study data may be shared with the Ethics Committees and Regulatory Authorities 
overseeing this study with other competent regulatory authorities in other EU Member States, 
with the European Medicines Agency (EMA), as well as with the regulatory authorities of non-
EU countries, including the U.S. Food and Drug Administration (FDA), the US Department of 
Health and Human Services, the US National Institutes of Health, and the US Office for Human 
Research Protections. 
The clinical site and the Project Coordinator are each responsible for their handling of study data 
in accordance with applicable Data Protection laws and the Project Coordinator acts as a data 
controller of the study data for this purpose, and the study doctor and the site act as data 
processors for this purpose 
 

7. Other issues 
Two third countries will participate in the project: Turkey and United Kingdom 
 
Management of data sharing and transfer from EU and non-EU countries will strictly follow 
the current international ethical and legal regulations. A complete list of the kind of data and 
material to be transferred from EU from/to Third Countries and from Third Countries to EU, will 
be included in an updated version of this DMP as soon as it is available. 
 
A transfer of personal Data to a third country or an international organisation may take 
place where the Commission has decided that the third country, a territory or one or more 
specified sectors within that third country, or the international organisation in question 
ensures an adequate level of protection. Such a transfer shall not require any specific 
authorisation, according to article 45 of the GDPR. However, Turkey does not ensure an 
adequate level of protection in the meaning of article 45 of the GDPR. In this way, it shall 
respect the Standard Contractual Clauses for transfers between two Data Controllers. 
 
The consortium is committed not to transfer any personal data and/or material from or to 
the EU before obtaining the relevant authorisations. Statement and authorisation will be 
available as deliverable D4.1. Study initiation package of the variant vaccine. 
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