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1 INTRODUCTION 

WARIFA’s main aim is to develop a prototype of a combined early risk assessment tool that will 
provide individual citizens with personalised recommendations for the management of non-
communicable diseases - such as cardiovascular diseases, cancer, chronic respiratory diseases, 
and diabetes. This will be studied by identifying medical, social and behavioural risk factors and 
evaluating their contribution to the management and development of non-communicable diseases. 
In this way, WARIFA will contribute to a better (scientific) understanding of how citizens social 
environment and behaviour influences their risk of developing a non-communicable disease. 

Based on these findings, a second aim of WARIFA is to develop innovative artificial intelligence (AI) 
algorithms to provide a combined early risk assessment. To achieve this aim, the project will collect 
and analyse user-generated data, and community registries, to provide a personalized set of 
recommendations on lifestyle factors according to the risk score of each individual. The collected 
data will be used to generate big data from which the AI algorithms will learn from. During the project 
pilots, user-generated data and results (i.e., risk score and a set of personalized recommendations) 
will be made available to project participants via a user-friendly app on their smartphone.  

The Participant Identification and Recruitment Plan provides the ethical guidelines and procedures 
that will govern the WARIFA project activities. This deliverable describes the procedures and tools 
of the project to ensure good research practices when involving end-users and stakeholders, and it 
serves as a reference to which all the WARIFA project members have to comply in their participation 
in project activities. 

The Participant Identification and Recruitment Plan shall be updated, as necessary, during the 
duration of the project, and is kept available for all WARIFA project members on the chosen platform 
for project interaction, Microsoft Teams. 

2 ETHICAL ISSUES MANAGEMENT 

The Horizon 2020 Regulation of Establishment states, in Article 19 (Ethical principles): “All the 
research and innovation activities carried out under Horizon 2020 shall comply with ethical principles 
and relevant national, Union and international legislation, including the Charter of Fundamental 
Rights of the European Union and the European Convention on Human Rights and its 
Supplementary Protocols. Particular attention shall be paid to the principle of proportionality, the right 
to privacy, the right to the protection of personal data, the right to the physical and mental integrity 
of a person, the right to non-discrimination and the need to ensure high levels of human health 
protection.” 

2.1 APPOINTMENT OF ETHICAL COMMITTEE 

To guarantee ethical compliance of all activities undertaken during the WARIFA project, Ernst 
Nordtveit (University of Bergen), has been appointed as chair of the Ethical Advisory Board (EAB). 
Additionally, WARIFA will consult with Regional Committee for Medical and Health Research Ethics 
(REC). Together, the EAB and REC will: 

- Ensure proper management of all ethical procedures; 
- Review all WARIFA activities for ethical compliance; 
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- Give advice and assistance on ethics to the consortium. 

2.2 PROCEDURE IN CASE OF SCIENTIFIC MISCONDUCT 

All WARIFA partners are fully aware of the ethical issues that may arise during the project activities. 
They are committed to follow the fundamental principles of research integrity outlined in the revised 
version of the European Code of Conduct for Research Integrity: 

• Reliability in ensuring the quality of research, reflected in the design, the methodology, the 
analysis and the use of resources 

• Honesty in developing, undertaking, reviewing, reporting and communicating research in a 
transparent, fair, full and unbiased way 

• Respect for colleagues, research participants, society, ecosystems, cultural heritage and 
the environment 

• Accountability for the research from idea to publication, for its management and 
organization, for training, supervision and mentoring, and for its wider impacts. 

Violations of research integrity should be avoided at all cost. Research misconduct can consist of 
fabrication of results, falsification of data or records, plagiarism, or piracy, failing to acknowledge 
authorship, misleading reporting of study results, sabotaging the work of other scientists, etc. Should 
misconduct related to WARIFA activities occur, then the misconduct will be handled locally according 
to the local regulations, following the principle of subsidiarity. However, project partners are obliged 
to inform the EAB and the Project Coordinator if such misconducts occur, and shall maintain them 
updated on the development of the process on the matter. 

2.3 ETHICAL CLEARANCE 

WARIFA will implement different methodological approaches, such as focus groups, workshops, 
interviews, surveys, pilots, etc. Since the project will collect sensitive data in different countries for 
different purposes, the consortium has decided to submit the research protocol for each project 
activity for review by the national ethical entity of each country. 

WARIFA has submitted an application to the REC North-Norway. The Committee has reviewed the 
application (ref.no. 229092 2.3.2021) and concluded that the Warifa project is exempt of ethics 
approval possibly with exception of the clinical validation study in the final year of the project (see 
Annex 1). The committee has advised to submit a separate proposal for the validation study.  

2.4 ETHICAL GUIDELINES AND PROCEDURES 

The objective of the ethical guidelines is to ensure that all WARIFA partners work in an ethically 
sound way with respect to involving participants in all project activities, as well as creating ethically 
sound technology. The guidelines specify how the consortium will maintain security, privacy, and 
confidentiality norms. Furthermore, it will advise all partners in the consortium, both EU and non-EU, 
on how to work with participants, respecting the combined ethical standards of the consortium 
members, as well as the national regulations and pilot-specific guidelines. 
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2.4.1 Participant Identifications - End-users 

The identification of end-users for the WARIFA project is performed in WP2 with assistance from 
WP7. The leader of WP2 administrates this work. The medical doctors in WP2 and WP7 define the 
inclusion criteria for study participants. These criteria are reached in a consensus process which is 
mainly based on the results of deliverable D2.1 and D7.1 as well as the doctors` clinical and research 
experience. The decision-making process might also be further supported by looking at the latest 
cohort studies within epidemiology and preventive medicine.  

Study participants may be classified into 3 groups:  

- Patients that have been diagnosed with at least one of the chronic conditions target by 
WARIFA; 

- Citizens at high risk of developing at least one of the chronic conditions target by WARIFA; 
- Citizens not at high risk for developing a chronic condition (control group). 

Information about the WARIFA project is distributed among the members of patient organizations 
and patients at the outpatient clinics. Individuals willing to participate in WARIFA are asked to answer 
an online survey. Based on the answers to the survey, participants who fulfil the inclusion criteria 
are asked to consent to participate in the study by completing an informed consent form (see 2.4.2.3). 
A random selection of individuals who do not fulfil the inclusion criteria, are asked if they consent to 
be included in the control group. 

2.4.2 Participant Identification - Stakeholders  

WP8 will identify the most important stakeholders of the WARIFA tool and assess their position 
towards the project’s results in order to set up engagement strategies. The partners will jointly 
brainstorm about relevant stakeholder groups for WARIFA. A thorough mapping of the relevant 
stakeholders for WARIFA will be made, starting from the networks of contacts of the partners and 
enlarging to other networks or specific groups at EU level. Also recently funded EU-projects will be 
assessed to find similarities with WARIFA, with the aim to: 1) Establish links and develop synergies 
with on-going projects for mutual benefit and maximisation of EU-funding results; 2) Map relevant 
stakeholders with an active role in the European innovation ecosystem, as privileged interlocutors 
for the WARIFA results. All stakeholders will be invited to participate in an online survey, which will 
be designed to measure stakeholder characteristics, e.g., their interest, attitude, influence and 
knowledge relevant for the project.  

2.4.3 Participant Recruitment - End-users 

In general, human subjects are recruited from within the populations with the highest prevalence of 
the chronic conditions targeted by WARIFA, and the exclusion criteria is designed to prevent the 
participation of subjects that do not own the required equipment or are unable to use it in their area 
of residence (i.e., someone that does not own a smartphone or that lives in an area without mobile 
network coverage is not a suitable participant for the studies within WARIFA). For most project 
activities, participants will mainly be recruited from the user organizations, health app vendors and 
outpatient clinics at the University Hospitals, represented in the WARIFA consortium. 

In all the activities, it will be ensured an even male/female ratio. In some of the studies, age criteria 
will be used to maintain homogeneity of the sample being studied. For each activity, details of their 
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specific recruitment procedures and inclusion/exclusion criteria are detailed as part of the submission 
to the ethics review committee. The WARIFA EAB will review these procedures and ethical 
statements prepared by researchers for their local institutional ethics committees and keep copies 
of granted approvals that will be submitted to Research Executive Agency (REA) upon request. 

2.4.4 Participant Recruitment - Stakeholders 

In WP8, an online survey will be distributed to WARIFA stakeholders in Norway, Spain and Romania. 
The sampling procedure that will be used is convenience sampling. All consortium partners will 
distribute the survey through the channels available to them. 

2.4.5 Informed consent 

Written informed consent (based on the Norwegian Regional Ethics Committee for Medical and 
Health Research example information and consent sheet, see Annex 2) will be obtained from 
participants before fieldwork begins. The information and consent sheet will be made available to 
the Consortium in the relevant languages, i.e., English, Norwegian, Spanish and Romanian. At the 
start of each study, it will be made clear to participants that they participate voluntarily and that they 
have the right to withdraw from the research at any time without providing a reason, and that their 
data will, as far as possible, be eliminated from the study. 

All Partners ensure that the participants understand the considerations involved in informed consent. 
In general, information about the fieldwork, its risks and exclusion criteria will be given to the potential 
participants 24 hours before informed consent can be given and again at the beginning of the 
fieldwork. By allowing a waiting period between receiving the information and giving informed 
consent, participants can carefully consider, without pressure, if they want to participate.  

For each study details of their specific informed consent procedures are detailed as part of the 
submission to the institutional ethics review committee. The WARIFA EAB will review these 
procedures and ethical statements prepared by researchers for their local institutional ethics 
committees and keep copies of granted approvals that will be submitted to REA upon request. 
Templates for informed consent forms and detailed information sheets will be prepared for each 
study and approved by the appropriate institutional ethics committees and reviewed by the WARIFA 
EAB. Templates of the informed consent forms and information sheets will be kept in file by the 
WARIFA Ethical Committee and submitted to REA upon request.  
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ANNEX 1 ETHICAL CLEARANCE 

 



D1.10 – Participant Identification and Recruitment Plan 
 

 

 
Page 10 of 17 

 

 



D1.10 – Participant Identification and Recruitment Plan 
 

 

 
Page 11 of 17 

 

 



D1.10 – Participant Identification and Recruitment Plan 
 

 

 
Page 12 of 17 

 

ANNEX 2 PARTICIPANT INFORMATION AND CONSENT SHEET 
TEMPLATE 

 

        

PARTICIPANT INFORMATION SHEET TEMPLATE FOR ADULTS 

 [Place your logo here] 

INVITATION TO PARTICIPATE IN A RESEARCH PROJECT 

[TITLE OF YOUR PROJECT] 
You are invited to participate in a research project [insert information regarding the purpose of the project, why 
the person has been selected for possible participation, and information about how the project manager or 
institution has identified the person.] 

 

WHAT IS THE PROJECT ABOUT? 

[Describe the main features of what the project entails, if the participant will need to take any tests or 
examinations, if they will be interviewed, filmed, etc. Describe how participation in the project may deviate from 
regular treatment. Give an approximate timeframe of the project. The information you give here will need to be 
short and concise.] 

The project will collect and record personal information about you. [Explain what type of information will be 
collected/recorded. If the information will be compiled (linked to other personal data or registers), the data 
source (e.g. records concerning health data, data from questionnaires, blood-test results) and register will need 
to be specified.] 

 

FORESEEABLE BENEFITS AND PREDICTABLE RISKS AND BURDENS OF TAKING PART 

[Insert information regarding the expected advantages and risks, disadvantages, side effects and discomfort 
from participating in the project. If the research will be combined with treatment a clear explanation will need 
to be given, detailing the advantages and disadvantages in relation to the treatment received if they take part 
in the research project in comparison to the treatment one normally receives.] 

 

VOLUNTARY PARTICIPATION AND THE POSSIBILITY TO WITHDRAW CONSENT 

Participation in the project is voluntary. If you wish to take part, you will need to sign the declaration of 
consent on the last page. You can, at any given time and without reason withdraw your consent. This will not 
have any consequences for any future treatment [You can delete this last sentence if the participant is not 
recruited by virtue of being a patient.] If you decide to withdraw participation in the project, you can demand 
that your tests and personal data concerning health be deleted, unless however, the personal data concerning 
health and tests have already been analysed or used in scientific publications. If you at a later point, wish to 
withdraw consent or have questions regarding the project, you can contact [Insert name, telephone number 
and project managers e-mail address, and if necessary another permanent project member/contact person.] (A 
participant should be able to both participate in a project and withdraw their consent with equal ease.) 
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WHAT WILL HAPPEN TO YOUR PERSONAL DATA CONCERNING HEALTH?  

Any personal data concerning health that has been recorded about you will only be used as described in the 
purpose of the project. You have the right to access information that has been recorded about you and the 
right to stipulate that any error(s) in the information that is recorded is/are corrected. You also have the right 
to know which security measures have been/will be taken when your personal data concerning health is 
processed. 

All information will be processed and used without your name or personal identification number, or any other 
information that is directly identifiable to you. A code links you and your personal data concerning health via an 
identifier list. [Any deviations from this process will need to be specified here.] Only [insert the name of the 
project manager, and possibly others that are involved in the project] will have access to this list. 

(If you are planning to reuse the personal data, a further explanation will need to be given).  

Information about you will be anonymised or deleted five years after the project has ended. [Any deviations 
from this must be reflected in the text] 

 

SHARING OF PERSONAL DATA AND TRANSFER OF PERSONAL DATA ABROAD [ONLY  INCLUDE 
THIS SECTION IF IT IS APPLICABLE TO THE PROJECT] 

By agreeing to participate in the study, you are also consenting to that your information [state which 
information (including genetic data if applicable)] can be transferred to another country as a part of research 
collaboration and publication. [If de-identified personal data will be sent to a country that is outside of the 
EU/EEC, you will need to state the country and include the following sentence:] This can be a country where the 
laws do not meet the requirements of the European Data Protection Law.  The project manager will therefore 
ensure that your personal data concerning health is kept safe. 

The code that connects you and your personal data concerning health will not be released.  

[If you are planning to transfer personal data concerning health to any international databases, you will need to 
provide further information about which database(s) the personal data will be transferred to as well as the 
purpose for the transfer]  

 

WHAT WILL HAPPEN TO THE TESTS YOU HAVE TAKEN?  

[only include this section if it is applicable to the project]  

The tests taken from you will be stored in a Research Biobank connected to Research Project. [Describe which 
tests will be stored, the name of the Research Biobank, its location, and the person in charge of the Research 
Biobank.] 

The Research Biobank will terminate once the research project has ended. [If the tests are going to be sent out 
of the country for analysis in relation to the aforementioned research project, you will need to state which 
country they will be sent to.  You will also need to provide further information about whether the material will 
be destroyed or returned once the project has ended.] 
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as a part of the main consent form. You will need to state within which areas the research will take place, when 
the material will be stored and for how long. You will need to make it clear for the participant that REC does not 
have the authority to review later use of biological material abroad.] 

 

GENETIC TESTING [ONLY INCLUDE THIS SECTION IF IT IS APPLICABLE TO THE PROJECT] 

 [Explain in lay terms which type of genetic analysis (analysis of one or several genes vs. more comprehensive 
mapping of the genome) will be performed, as well as a short summary of what it entails. You will need to 
specify whether the participant will be contacted concerning any findings made, if relevant]   

• Genetic Counselling  
[Specify if counselling will be given verbally and/or in written form, and by whom. Give information 
outlining what kind of counselling will be given, before, during and after the genetic analyses are 
completed.] 

• Incidental findings  
[If incidental findings are made - you will need to inform the participant as to whether they will be 
contacted and be given a referral - should you coincidentally uncover a genetic defect where the 
participant has a high chance of developing a serious illness which can be prevented or treated.] 

• Possible re-identification  
[You will need to inform the participant that, even though their name and personal identification 
number is removed, the genome sequencing is so unique that it can in theory never be regarded as 
completely anonymous.] 

 

INSURANCE [DESCRIBE AS APPLICABLE] 

[You will need to provide information regarding what type of insurance cover is applicable, for instance the 
Patient Injuries Act (pasientskadeloven), the Product Liability Act (produktansvarsloven), etc.] 

 

FOLLOW-UP PROJECT [ONLY  INCLUDE THIS SECTION IF IT IS APPLICABLE TO THE PROJECT]  

[You will need to inform the participant if they will be contacted in the future regarding follow-up projects.] 

 

FINANCE [ONLY  INCLUDE THIS SECTION IF IT IS APPLICABLE TO THE PROJECT]  

[You will need to explain any possible ethical and/or other challenges in relation to financing of the Project (for 
example, the participant will receive an honorarium/fee, compensation, etc.). If the Research Project or Biobank 
receives any financial support from a sponsor, you will need to inform the participant about the sponsor’s role, 
possible financial benefits for the Institution/project manager, as well as any conflicts of interest.] 

 

APPROVAL 

The Regional Committee for Medical and Health Research Ethics has reviewed and approved the Research 
Project [insert reference number from REC (20xx/yyyy)]. 
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In accordance with the General Data Protection Regulation the controller [insert the name of the institution 
that is responsible for processing] and the project manager [insert the name of the project manager] is 
independently responsible to ensure that the processing of your personal data concerning health has a legal 
basis.  

The processing of personal data is in accordance with [insert legal basis for processing, according to the 
institutions’ Data Protection Officer]. 

You have the right to submit a complaint on the processing of your personal health data concerning health to 
the Norwegian Data Inspectorate (Datatilsynet). 

 

CONTACT INFORMATION 

If you have any questions regarding the research project, you can get in touch with [insert name, telephone 
number and email address of the project manager, and possibly another permanent member of the project 
team]. 

You can also get in touch with the Institution’s Data Protection Officer (personvernombud) if you have any 
questions related to the use of your personal health data concerning health in the research project [email 
address of the Data Protection Officer]. 



D1.10 – Participant Identification and Recruitment Plan 
 

 

 
Page 16 of 17 

 

 

I CONSENT TO PARTICIPATING IN THE RESEARCH PROJECT AND THAT MY PERSONAL 
DATA CONCERING HEALTH AND BIOLOGICAL MATERIAL CAN BE USED AS DESCRIBED 
ABOVE 

[Remove the alternative(s) that are not applicable] 

City/Town and date Participant’s Signature 

 

 

 

 Participant’s Name (in BLOCK LETTERS) 

 

[If a project includes a child or adolescent under the age of 16 years, initially both parents/guardians will need 
to sign the] [Remove any text/sentences that are not applicable.] 

 

As parents/guardians of_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ (Full name), we consent for him/her to participate 
in the Research Project 

 

City/Town and date Parent’s/Guardian’s Signature 

 

 

 

 Parent’s/Guardian’s (in BLOCK LETTERS) 

 

 

City/Town and date Parent’s/Guardian’s Signature 

 

 

 

 Parent’s/Guardian’s (in BLOCK LETTERS) 
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Consent on behalf of a representative [Delete the following sentences if it has not been applied for or if it is not 
required/applicable] 

 

As next of kin for _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ (Full name) I hereby consent to that he/she can 
participate in the research project.  

 

Place and date Next of kin signature  

 

 

 

 Next of kin name (IN BLOCK LETTERS) 

 

I confirm that I have given information about the research project [You can include this sentence if you wish, 
only in the instances where the information is given face to face.] 

 

Place and date Signature 

 

 

 

 Role in the research project 
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