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SummaryHBM4EU project

1. Overview

Objectives: To present the key principles and concepts forming the 
basis of information, invitation and informed consent

2. Strategy

Giving an overview of  the bioethics and dataethics
principles governing the design of information, invitation 
and informed consent in HBM4EU projects
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SummaryHBM4EU project 

1. Principles for Information, Invitation, and Informed Consent 

2.  Information and Invitation

3. Informed Consent

4. Special cases: Children, Occupational Studies, Genetic Studies

5. HBM4EU Ethics Policy: Ethics Policy Paper and WP 7 
Recommendations
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1. Principles for information, invitation and informed 
consent

Bioethics: 

World Medical Association 
(WMA): Helsinki declaration 

Bioethics convention

The research participant: 2 areas of protection: 
1. A human individual participating in biomedical 
research 
2.A human individual participating in research involving
health data/ biomonitoring data concerning the person

Data ethics: 

General Data Protection 
Regulation (GDPR)
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2. Information and invitation

Requirements for information about the project - examples of important issues:

HBM4EU Ethics Policy: Openness, transparency, soundness, quality

Results to be available to HBM4EU

Templates available for information and for consent

Rights of the person seen as a data subject.

GDPR. Lawfulness of processing data: (consent and other lawful ways 
of processing) 

Rights of the person seen as a data subject in relation to research

The GDPR creates an exemption to the principle of purpose limitation 
for research. Article 5(1)(b) states, “further processing for archiving 
purposes in the public interest, scientific or historical research 
purposes or statistical purposes shall, in accordance with Article 89(1), 
not be considered to be incompatible with the initial purposes.” Article 
89 sets out the safeguards that controllers must implement. 
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4 Dataethics and GDPR - Principles

GDPR Article 5: Principles

Data should be processed lawfully, fairly and in a transparent manner in 
relation to the data subject (‘lawfulness, fairness and transparency’);

GDPR Article 6: Lawful means of processing 

1. Consent – the data subject whom the personal data is about has consented to the 
processing -

2. Contractual – processing is necessary for the performance of a contract with the 
data subject or to take steps to enter into a contract

3. Legal obligation – processing is necessary for compliance with a legal obligation

4. Vital interests – processing is necessary to protect the vital interests of the data 
subject or another person

5. Public tasks – processing is necessary for the performance of a task carried out in 
the public interest or in the exercise of official authority vested in the business

6. Legitimate interests – processing is necessary for purposes of legitimate interests 
pursued by the business or a third party, except where such interests are 
overridden by the interests, rights or freedoms of the data subject.
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HBM4 EU Ethics Policy: Ethics and approval of study protocol 
What is required and how to arrange it

Lawfulness and HBM4EU

1. Compliance with the requirements of HBM4EU Ethics Policy – which will 
take into account:

2. Compliance with EU- and other international ethics and legal  framework: 

3. Bioethics: WMA: Declaration of Helsinki,  

4. Council of Europe: Bioethics Convention, EU: Charter of Fundamental 
rights Childrens’ rights, Occupational Research participants’ rights.

5. Dataethics: EU: General Data Protection Regulation

The rights of the data subjects are mirrored in the obligations of the data 
controller
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Recruiting Research ParticipantsHBM4EU project

step1

step2

step3

Information material: Designed to meet target 
group’s level of maturity and understanding -
creating transparency about the project and the role 
and rights of the research participant (Principle: 
Autonomy, Self determination)

Invitation: Remember to include consideration time 
and info about rights of participants (Principle: 
Autonomy, Self determination)

Consent form: State all info from information material 
in short versions – Why? Because this is the 
contractual basis for the informed, signed consent.
NB! Separate consent forms for Parents and Children 
is recommended  – in order to track each research 
subject- consider assent of older children (Principle: 
Autnomy, Traceability, Transparency)

step3
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Procedure
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Template p1-2Information Leaflet
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Template p3-4Information Leaflet
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Template p5Information Leaflet
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DraftInformed consent template
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Form to be usedData Transfer
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The Informed consent form

The nature of the informed consent form: A contract between the researcher 
(data controller) and the research participant delineating the  ethics and legal 
framework for the relation between the two parties.

Differences in how the two parties are obligated by the contract

The researcher’s obligations: 

The research participant

The National ethics committee (the National Data Protection Agency)

HBM4EU 

Other partners in research

The participants obligations:

They can quit the project whenever they want, but they cannot stop the use of 
already processed information
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Material transfer Draft
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Template Page 1
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Template Page 1
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Template Page 2
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Template Page 3
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Template Page 4
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Template Page 5
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HBM4 EU Ethics Policy Ethics and approval of study protocol: 
How to arrange it

1. Check your National system for ethics  approval of 
research projects

2. Check your National system – Does your National 
System require approval both for the bioethics-part 
of the research project and for the dataethics-part of 
the project?

3. Biological samples: Check if your National system 
requires special approval for collecting, storing, 
handling and sharing of biological samples and data 
derived from these.
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