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  Specific and general Biobank IC); How 
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 Question no. 018  
 

Published: May 2025 
 

 Subject: Consent, Informed Consent, Data Protection, General Data Protection Regulation 
 

 

1. The ethical and legal requirement of informed consent 

 

COMMENT 

 

For biobanks to obtain, store and use human biospecimens, an informed consent must be collected from the 
prospective research participant. Informed consent refers to the process of, upon provision of sufficiently detailed 
and accurate information, seeking permission, from the prospective participant, to collect their sample, store it for 
an agreed timeframe and use it for (most often) research-related purposes1. (Informed) consent (Article 4(11) of the 
General Data Protection Regulation, hereinafter: GDPR2) may also refer to the authorization, granted by the 
participant, to process3 the personal data4  – and, more specifically, data concerning health5  – which are intertwined 
with the sample provided to the biobank. Within this context, consent may serve as the legal basis for processing 
personal data under the GDPR6 and should also be preceded by the provision of certain information to the data 
subject (Article 7(3))7. 
 
Collection of informed consent is a prerequisite for interventions in the medical and health field and, more 
specifically, in biomedical research settings. It also applies to obtaining, storing and using a human biological sample 
(such as tissue, blood or DNA) in the context of biobanking8. Multiple (binding and non-binding) legal instruments, 
both at international and national level refer to the requirement of seeking informed consent in research involving 
humans. We can point out, inter alia: 
 

• Article 5 of the Council of Europe’s Convention for the Protection of Human Rights and Dignity of the Human 
Being with regard to the Application of Biology and Medicine: Convention on Human Rights and 
Biomedicine (Oviedo, 4.IV.1997). Austria is not a signatory-State of this Convention; 

• Article 14 of the Council of Europe’s Additional Protocol to the Convention on Human Rights and 
Biomedicine, concerning Biomedical Research (Strasbourg, 25.I.2005). Austria is not a signatory-State of 
this Protocol; 

• Article 3, paragraph 2 of the Charter of Fundamental Rights of the European Union; 

 
1 Or other authorised purposes, since, in some jurisdictions, biobanks may “[…] serve clinical and diagnostic 
purposes”). HOPPE, N. (2021). The regulation of biobanking in Germany (pp. 277-290). Springer International 
Publishing, p. 278. 
2 General Data Protection Regulation: Regulation (EU) 2016/679 of the European Parliament and of the Council of 
27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free 
movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation). 
3 Article 4(2) of the GDPR. 
4 Article 4(1) of the GDPR. 
5 Article 4(15) of the GDPR. 
6 Article 6(1)(a) and Article 9(2)(a) of the GDPR. 
7 For an overview on the topic of informed consent, vide: CIPPITANI, R. (2023). Consent Requirements: What Are the 
Terms and Conditions of Informed Consent?. In GDPR Requirements for Biobanking Activities Across Europe (eds. 
Valentina COLCELLI / Roberto CIPPITANI / Christoph BROCHHAUSEN-DELIUS / Rainer ARNOLD). Springer International 
Publishing, pp. 97-108. 
8 FORGÓ, N., KOLLEK, R., ARNING, M., KRUEGEL, T., & PETERSEN, I. (2010). Ethical and Legal Requirements for 
Transnational Genetic Research. C.H. Beck, Hart, Nomos, p. 12. 
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• §§ 25~32 of the World Medical Association’s Declaration of Helsinki – Ethical Principles for Medical 
Research Involving Human Subjects (last amended in October 2024); 

• §66 of the Austrian Gentechnikgesetz. 
 
Seeking informed consent is, therefore, both an ethical and legal obligation9, designed to ascertain whether the 
research participant is part of any research enterprise of her/his own free will. For there to be a conscious volition 
from a participant, researchers must provide adequate, comprehensible information on what the research project 
entails and what participants’ rights are, both as sample providers and personal data subjects. Legislation applicable 
to obtaining consent (or assent) from children and minors in research settings has been covered by our Helpdesk in 
Question no. 410. 
 
The topic of broad consent11, as it emerges in the European Union and Austrian national legal frameworks, has been 
addressed in Question no. 17. Another modality of consent is a “study specific consent”, where participants donate 
samples (and data) to use for a single specific research study. Implementing broad consent can be beneficial to 
biobanks as they eliminate the need to recontact research participants to request their consent to use samples and 
data for any future research endeavours. Nevertheless, broad consent should not be deemed an antonym of study 
specific consent. Although some authors use both concepts interchangeably12, broad consent should be specific, i.e., 
study specific and broad consent relate to different levels of specificity, not to be confused with a “blanket consent”. 
 
More information on these mattes can be found in the answer to Question no. 17. 
 
Informed consent presumes that: 

• the prospective research participant has been informed of the conditions in which his sample will be 
obtained, stored and the purposes for which it has been collected and will be processed. Information 
includes, inter alia:13 information about the research project (title, nature and objectives of the study), 
researchers and institutions carrying out the research, data and sample access and transfer conditions, 
details of the main intentions of tissue collection and the range of uses of data as well as time frame for 
storage; mention of risks involved in any of the interventions required to obtain blood or tissue samples; 
information about measures taken to protect participants’ personal rights and to guarantee confidentiality; 
description of any commercial interests deriving from the research and whether the prospective participant 
is entitled to any such potential commercial benefits and any duties to disclose information to third parties;  

• this information should be expressed in a clear, sufficiently detailed but accessible form; 

• the individual giving consent is capable and competent to comprehend and sign (in those cases where 
consent has been sought in writing) for themselves. In those cases where this precondition is not fulfilled, 
consent from a parent, guardian or any other legally admissible legal representative is required; 

• the consent is freely given, unambiguous and explicit (there has to be an affirmative action from the 
prospective participants); 

• the individual is informed about the right to withdraw consent at any time and about the procedure to 
withdraw consent. 

 
Similar provisions are included in the GDPR for the provision of consent for data processing activities. See Recitals 
40 to 43 and Article 7 of the GDPR. 
 

 
9 FORGÓ, N., KOLLEK, R., ARNING, M., KRUEGEL, T., & PETERSEN, I., Op. Cit., pp. 8-33, specifically, p. 10. 
10 Vide, for further information, FORGÓ, N., KOLLEK, R., ARNING, M., KRUEGEL, T., & PETERSEN, I., Op. Cit., pp. 21-25. 
11 MAIERÀ, Andrea. (2023). Broad Consent: Do Patients Have to Be Informed About the Concrete Research Projects 
for Which Their Data and Biosamples Are to Be Used? Is So-Called Broad Consent Adequate?. In GDPR 
Requirements for Biobanking Activities Across Europe (eds. Valentina COLCELLI / Roberto CIPPITANI / Christoph 
BROCHHAUSEN-DELIUS / Rainer ARNOLD). Springer International Publishing, pp. 79-86. 
12 FORGÓ, N., KOLLEK, R., ARNING, M., KRUEGEL, T., & PETERSEN, I., Op. Cit., pp. 14-17. 
13Ibidem, pp. 30-31. 

https://bbmri.at/news-articles/legal-qa-what-is-the-status-of-broad-consent-in-austria/
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Regarding transfers of samples and data (for example, situations where a different biobank, from the one where 
informed consent was sought, is due to store and process samples and data), we have covered the conditions in 
which this may occur within the European Union and when such transfers are made to third countries in Question 
no. 15. The governance of these matters can also be included in the informed consent forms. 
 
A participant in health-related (biomedical) research project should be allowed to withdraw their consent at any 
time. Withdrawing consent should be as easy as giving consent14. The same principle of consent withdrawal applies 
to personal data processing in which, according to the GDPR15, a data subject has the right to withdraw his or her 
consent at any time. There are mentions to consent withdrawal in various legal documents as well: 
 

• Article 5(§3) of the Council of Europe’s Convention for the Protection of Human Rights and Dignity of the 
Human Being with regard to the Application of Biology and Medicine: Convention on Human Rights and 
Biomedicine (Oviedo, 4.IV.1997). Austria is not a signatory-State of this Convention; 

• Article 14 of the Council of Europe’s Additional Protocol to the Convention on Human Rights and 
Biomedicine, concerning Biomedical Research (Strasbourg, 25.I.2005). Austria is not a signatory-State of 
this Protocol. 

 
How consent may be withdrawn should be specified in the informed consent form. Additionally, implications and 
specific meaning of withdrawing consent within a given Biobank / research project should be mentioned. For 
example, withdrawal of consent may mean that any collected samples and data are anonymised. More commonly, 
however, it signifies that any samples and data from the research subject will be destroyed16. 
 
In practice, an informed consent form covers both the authorization for processing samples and data and typically 
will itself include the information required for the consent to be deemed “informed”. Some institutions, such as the 
World Health Organization’s International Agency for Research on Cancer (IARC) provide templates for informed 
consent forms which may be used in biobanking settings17. Whilst consent is typically sought in writing, any form of 
consent which can be documented and recorded for future reference can be admissible, as the researcher should 
be able to provide evidence that information was provided to the participant and that he/she consented to the 
proposed endeavour. This rationale is also behind the wording of Articles 5(2) and 7(1) of the GDPR regarding 
personal data processing, the latter of which states that “[…] the controller shall be able to demonstrate that the 
data subject has consented to processing of his or her personal data” (emphasis added).  
 
 
 
 
Disclaimer: this commentary aims to provide a summary of the main ethical and legal issues related to the 

questions put by interested stakeholders and to direct them to the relevant legal provisions that are applicable. It 

does not, however, preclude from reading the official sources of legislation relating to the subject matters of this 

document as well as those quoted by the authors and does not constitute legal advice. 

 

 
14 EUROPEAN DATA PROTECTION BOARD, ‘Guidelines 05/2020 on consent under Regulation 2016/679’ (adopted 4 May 
2020), para 113. GDPR, art 7(3). 
15 Article 7(3) and Recital 65 of the GDPR. 
16 FORGÓ, N., KOLLEK, R., ARNING, M., KRUEGEL, T., & PETERSEN, I., Op. Cit., p. 32. 
17 MENDY, M., CABOUX, E., LAWLOR, R. T., WRIGHT, J., & WILD, C. P. (2017). Common minimum technical standards and 
protocols for biobanks dedicated to cancer research, IARC Technical Publication No. 44, pp. 80-90. Available from: 
IARC Publications Website - Common Minimum Technical Standards and Protocols for Biobanks Dedicated to 
Cancer Research (accessed: 23/09/2024). 

https://publications.iarc.fr/Book-And-Report-Series/Iarc-Technical-Publications/Common-Minimum-Technical-Standards-And-Protocols-For-Biobanks-Dedicated-To-Cancer-Research-2017
https://publications.iarc.fr/Book-And-Report-Series/Iarc-Technical-Publications/Common-Minimum-Technical-Standards-And-Protocols-For-Biobanks-Dedicated-To-Cancer-Research-2017
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