|\/

§| < Universitat

X\ Basel
Juristische
Fakultat

ZLSR ‘ Zentrum fur
Life Sciences-Recht

Research Paper Series

Inesa Fausch, Daniel Zeyer-lyengar, Lina K. Aerts, Marco P. Alves,
Karen Druckman, Volker Enzmann, Pietro Gervasoni,

Beatrice Giberti Gai, Michel Hauser, Sylke Hoehnel-Ka,

Marianna Kruithof de Julio, Matteo Moretti, Markus Mihlemann,
David Pamies, Marjana Sekulic, Alfred Frih

Informed Consent for Organoid Use
White Paper

30 March 2026
No. 2026-01

This work is licensed under a

(1)

)

Creative Commons Attribution 4.0

international license



Informed Consent for Organoid Use
White Paper

Inesa Fausch'/Daniel Zeyer-Iyengar'/Lina K. Aerts®/
Marco P. Alves’/Karen Druckman®/Volker Enzmann’/
Pietro Gervasoni®/Beatrice Giberti Gai®/Michel Hauser’/
Sylke Hoehnel-Ka®/Marianna Kruithof de Julio®/
Matteo Moretti'’/Markus Miihlemann'!/David Pamies'?/
Marjana Sekulic3/Alfred Friih!

! Center for Life Sciences Law (ZLSR), University of Basel.

2 University Children’s Hospital Basel, Pediatric Research Centre.

3 Institute of Virology and Immunology, Bern; Department of Infectious Diseases and
Pathobiology, Vetsuisse Faculty, University of Bern; Multidisciplinary Center for
Infectious Diseases, University of Bern.

4 HHT Europe, HHT Switzerland.

5 Department of Ophthalmology, Inselspital, University of Bern.

¢ swissethics.

7 Swissmedic, Swiss Agency for Therapeutic Products, Bern.

8 Doppl SA.

° Department for BioMedical Research (DBMR), Urology Research Laboratory,
University of Bern; Department of Urology, Inselspital, Bern University Hospital,
University of Bern; Department for BioMedical Research (DBMR), Translational
Organoid Resource (TOR), University of Bern.

10 Regenerative Medicine Technologies Lab, Ente Ospedaliero Cantonale, Lugano.

" OnconiX AG.

12 StemCell & Organoid Facility, Faculty of Biology Medicine, University of Lausanne.

13 Department of Biomedicine, University of Basel.

ZLSR Research Paper Series No. 2026-01



Content

1. Background and Purpose..........ccoeoueierieieinienieieiecccececee e 1
2. Technological Background............ccccoooieniiiiniiiiiiieieeeeeee e 1
3. Current Consent PractiCe.......c.eveverierierienieieieieteieeeeseee s 2
3.1. Legal Basis 0f CONSENL .......ceccveruerieriieieeiieiieieieeee e seee e seee e eae e 2
3.1.1. Informed COnSENt.......cccruirierierinieiiieeeietetetetee e 2
3.1.2. Ethical Approval.........ccccceeiecieiieieeieieee et 3

3.2. Available GC-fOTMS......ccuerveriiieieieieietetetteeees et 4

4. Problem DeSCriPtion.......c.ccvevieriierierieeieieeieseesreeeeesreeesesseeseesreeseeseessesseessesns 4
4.1. Extent of Use and Sharing ..........ccocvevuieeeviineeniieienie et eve e 5
4.2, TAeNUTICATION ....oueeeiieiieie ettt 5
4.3. CommeTCialiZation. ......coeeuiruiriiriirieiieiee ettt 5
4.4. Information Deficit of Intermediaries and Donors ...........cccceceverereenenee. 6

S SOIULIONS ..ttt ettt ettt et et e et e et e e tae et e essaeesseessbeesseessseensaensaeenns 6
5.1. Modification of the Current General Consent Form..........c.c.cccccvveneeneee. 6
5.2. Promote a Realistic Understanding of Organoid Technology ................. 8
5.3. Timing for Obtaining Consent and Information Retention ..................... 9

6. WAy FOrWAId .......cccviiiiiiiieie ettt sbe e nne s 9
6.1. Compensation for Commercial USe..........ccccveverrievienieniieeenieeieseeieneenn 9
6.2. Withdrawal of CONSENt.........ccueieieieiiiiieiieiecece et 10
6.3. Threshold for a Separate Organoid-Specific GC-Form......................... 11

F N 11 1T QOO OURPRRSPRUPRON 13
Modified GC-Form Including Explanatory Remarks............cccccoeoeninnnnces 13

ZLSR Research Paper Series No. 2026-01



1. Background and Purpose

The generation and use of so-called Organoids and similar 3D culture systems
such as Microphysiological systems (MPS) or Organs on Chip (OoC),
challenges common practices in obtaining informed consent for the use of
biological material. Donors! have difficulty anticipating how their biological
material may be used. At the same time, researchers may find it troublesome
to obtain valid informed consent, be it general or specific.

These and other issues were thoroughly examined from a Swiss Law
perspective at a workshop in the fall of 2025, organized by the University of
Basel’s Center for Life Sciences Law (ZLSR), which brought together patient
representatives, members of ethics committees and stakeholders from academia,
research, industry and clinical practice. Discussing different perspectives turned
out to be an opportunity to establish a consensus and common ground among the
stakeholders. The white paper outlines this common ground to inform future
policy choices.

2. Technological Background

The term Organoid, although used often, may raise false expectations. It calls
for a scientifically grounded definition that is also comprehensible to the
public. Accordingly, Organoids can be described as three-dimensional cellular
systems derived from cells with stem potential that self-assemble and
differentiate into organized multicellular systems. They model limited
structural and functional features of tissues or organs and reproduce key
aspects of in-vivo physiology. Other terms such as "mini-brains", "mini-
organs", "embryo prototypes" and "pseudo-embryos" should be avoided.
Organoids are merely models that recapitulate only a fraction or specific traits
of the tissue or organ they represent.

Nevertheless, Organoids extend the capabilities of traditional two-dimensio-
nal cultures. While the fundamental biological components (cells) and the
objective of culturing them are not novel, the methodology of guiding cells to
self-assemble into complex systems with a clear purpose is a novel and
transformative approach in biological research. Organoids’ increased cellular
and structural complexity can improve the representation of key aspects of
human tissue physiology. This added complexity can support more mechanistic

!'In this paper the term "donor" refers both to patients, whose biological material/data
was obtained during a hospital or institutional stay, as well as donors that freely donated
biological material/data independently of healthcare services.
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and physiologically relevant assessments and has the potential to improve the
prediction of human responses in applications such as disease modelling, drug
discovery, and toxicity testing. In many of these applications, Organoids also
contribute to reducing animal testing and thus promote the 3R principle (replace,
reduce, refine).

Organoids do not exist as such; they are made. Their source material may
differ depending on the research conducted on them: Organoids may be
generated from healthy tissue such as stem cells (induced pluripotent stem cells,
embryonic stem cells or adult stem cells) but also from tumor cells. In the
production of Organoids, the original cells can be manipulated or modified into
different kinds of cell types, such as neurons or intestinal cells.

The cells that make up Organoids can be cultured and propagated. Through
Organoid generation, the original cells can be expanded and multiplied via
successive derivations without significant genetic modification. This enables
long-term use of derived cells without repeated sampling from the donor. Like
cell lines, some Organoid cultures have the potential to proliferate indefinitely.
This means that Organoids may outlive the donors of whom they were derived
of.

3. Current Consent Practice

3.1. Legal Basis of Consent

In Switzerland, consent practice in the field of human research is regulated in
the Human Research Act (HRA). As the purpose of the HRA is to protect
human dignity, privacy and health, informed consent is required from any
human participant in a particular research project (Art. 16 et seqq. HRA).
Furthermore, these research projects must obtain the approval of the cantonal
ethics committees should they fall under the scope of the HRA (Art. 2 HRA).
The processes of obtaining informed consent and ethical approval are generally
two separate processes with different legal bases. Although they need to be
considered separately, they are interconnected in practice, as ethics committees
review the informed consent process.

3.1.1. Informed Consent

When working with donors’ human biological material, i.e. cells or tissues, it
is important to distinguish two kinds of consent: specific informed consent (IC)
according to Art. 16 HRA and general consent (GC) according to Art. 17 HRA.
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An IC requires that a potential participant within a specific research project
receives comprehensible oral and written information regarding the research
project (Art. 16 para. 2 HRA). Persons may only be involved in a research
project if they have given their IC.

Moreover, persons can give GC for the further use of their collected biological
material/data for the purpose of future research (Art. 17 HRA). With the GC
donors thus consent to non-specific further use of their biological material/data
in research, i.e. when there is no research goal or question at the time of collection
during clinical routines. This is supposed to streamline research projects by
allowing researchers to use existing biological material/data without re-obtaining
detailed IC from the original donor. However, GC may only be used for research
where the biological material/data is either coded? or anonymised®. If a specific
research project requires the use of uncoded biological material/data, researchers
must still obtain IC for that specific research project (cf. Art. 32 HRA in
connection with Art. 16 HRA). In any case, the research project, using biological
materials either obtained under GC (Art. 17) or IC (Art. 16), or both, is always
subject to the review of the cantonal ethical committee.

3.1.2. Ethical Approval

The ethical committee acts as an oversight body to ensure that research
involving humans complies with ethical, legal and scientific requirements.
This entails assessing whether the protection of the persons concerned is
guaranteed.

Researchers must obtain ethical approval from the relevant ethics committee
if their research project involves humans (Art. 45 HRA). This applies regardless
of whether they intend to use biological material/data with IC (Art. 16), GC
(Art. 17 HRA) or in absence of consent under the provisions of Art. 34 HRA.

As part of the approval process, researchers must demonstrate that they have
either obtained IC (Art. 16 HRA) or that their project involves the use of
biological material/data* covered by GC (Art. 17 HRA). Should the ethical
committee find that a valid GC (Art. 17 HRA) does not cover the planned further
use of biological material/data in their project, the researcher will need to obtain
IC (Art. 16 HRA) for that further use in order to get ethical approval.

Ethical approval is also required if the biological material/data is intended for
further use where GC was not obtained, or if the donors were not informed of

2 In a legal sense, "coded" means that the biological material or health-related data may
only be traced back to its origin by using a specific code/key (see Art. 3 lit. h HRA).

3 In a legal sense, "anonymised" means that the biological material or health-related data
cannot without disproportionate effort be traced back to a specific person (see Art. 3 lit. i
HRA). However, the concept of "anonymisation" is a subject of discussion in the current
revision of HRA.

4 In this paper, the term "data" refers to health-related data.
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their right to withdraw consent (Art. 45 para. 1 lit. b HRA). However, if GC was
given and the biological material/data is only stored or transferred, ethical

approval is not required, as this qualifies neither as a research project nor as
further use (Art. 45 para. | HRA).

3.2. Available GC-forms

The Swiss Association of Research Ethics Committees (swissethics) provides
a template for a GC-form>. This template may be utilized by institutions. It has
been approved by all Swiss ethical committees and endorsed by the Swiss
Academy of Medical Sciences (SAMW), unimedsuisse and swissethics.
Institutions wishing to use the template are allowed to use their own corporate
design but must adhere to its exact wording.

Nevertheless — and because institutional autonomy is highly valued — many
institutions have changed the wording and created their own GC-forms. Such
changes include additional or differently phrased information or the inclusion or
exclusion of certain aspects (such as, e.g., not mentioning the potential
commercialization of future results). If an institution alters a form, it must be
resubmitted to the relevant ethical committee for reapproval.

Furthermore, the GC-form only covers the specific samples®/data obtained
during a stay or visit to the institution. It does not cover the collection of
additional biological material/data. Obtaining additional or more biological
material/data would require a new IC for the specific collection of the new
biological material/data.

4. Problem Description

Given that donors should be appropriately informed about the use of their
biological material/data, the novel properties of Organoids (cf. Section 1
above) are a matter of concern. The possibility of extensive further use of
Organoids is bound to amplify these concerns. They can be outlined as follows:

5 The template may be found on the official swissethics website; see
https://swissethics.ch/en/templates/studieninformationen-und-einwilligungen (last visited
8™ January 2026).

6 In this paper, the terms “samples” and “biological material” are used to refer to material
obtained from living human subjects. The current GC-form uses both terms as well.
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4.1. Extent of Use and Sharing

When donors consent to the use of their biological material, they are unlikely
to anticipate the variety of Organoids that can be generated from it, or the many
ways in which Organoids can be used.

In the same vein, donors have no means to anticipate to what extent their
biological material, derivatives thereof or data derived from it, will be shared
among different institutions or sent across borders. Such sharing may concern
coded/anonymised biological materials, products derived from them (e.g.
Organoids), or genetic or non-genetic health-related data and is subject to the
requirements of Art. 42 HRA when the research is conducted abroad.

At present, the collection of biological materials for Organoid research may
fall within the scope of GC, particularly when limited to collection and storage.
However, uncertainties surrounding the implications of Organoid research and
potential future uses of the biological materials raise doubts as to whether the
current GC is sufficient. Moreover, some Organoid types such as neural
Organoids and embryo models (e.g. gastruloids) may — despite their minimal
functional capabilities — raise novel ethical questions and, consequently, also
cause public concern.

4.2. Identification

Donors generally face the possibility of being identified, even after biological
material/data is transferred between two or several parties. Identification is
always possible if the biological material they donated is coded and the key to
the code is available. However, even in the absence of a key, re-identification
is potentially possible if Organoid tissue (similarly to any human cell-
containing sample) is genetically sequenced and can be traced back to the
donor. The practical likelihood of re-identification increases as genetic
sequencing technologies are becoming state of the art, with decreasing costs,
higher throughput, and broader accessibility.

4.3. Commercialization

Given the diverse range of applications for Organoids, we expect that the
development of Organoids will be accompanied by increasing
commercialization: Research institutions, hospitals and companies may build
Organoid biobanks for disease modelling, drug discovery, and toxicity testing.
The legal framework supports this commercialization, for example by promo-
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ting Organoids as New Approach Methods or New Approach Methodologies
(NAM) to animal testing”.

The commercialization of Organoids, however, is a sensitive and complex
issue. Although Art. 9 HRA prohibits the donation of biological material in
return for payment, "research products" like Organoids that have been produced
or developed on the basis of biological materials are not considered to be the hu-
man body or its parts, and thus, are not covered by the prohibition of Art. 9
HRAS8. At the time of donating biological material, donors have no means to
anticipate whether an Organoid culture derived from their biological material
may, at a later stage, be commercially successful and yield large profits. This
could be a key factor in determining whether donors are willing to donate their
biological material.

4.4, Information Deficit of Intermediaries and Donors

If consent is not obtained as IC (Art. 16 HRA), donors are generally unaware
about how their biological material/data may be used, particularly when
Organoids are generated. If the personnel responsible for communicating with
donors (such as medical doctors or study nurses) does not have that information
or is not able to pass it on to the donors, it is highly doubtful, whether the
consent obtained is truly informed.

5. Solutions

5.1. Modification of the Current General Consent Form

The current version of the GC-form does not include Organoid-specific
information. However, this omission of Organoid-specific information makes
sense for at least two reasons:

7 Cf. Switzerland’s requirement to use NAMs wherever possible (Art. 22, para. 2 of the
Swiss Animal Welfare Act (AniWA). Cf. also the U.S. FDA Moderization Act 2.0,
incentivizing the use of NAMs in the medicinal product approval process.

8 swissethics, Basic Research: Guidance for researchers, v3, 27.03.2025, p. 3.
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Detailed information on Organoids in a GC-form has the
potential to cause confusion or information overload with
donors. It would be impracticable to comprehensively describe
how donated biological material will be used to produce
different Organoid types and how they may be used within the
GC-form as well as with the continuously changing research
landscape of specific protocols and procedures.

Describing the current state of the art in cell culture research and
thus possibly over-emphasizing Organoid technology in the GC-
form would not be technology-neutral.

Instead of specifically including Organoid technology in the current GC-form,
any amendments thereof must relate to the biological material donated for the
generation of Organoids. Amendments must particularly focus on the use and
protection of biological material/data and the potential commercialization of
results or products derived from them. This will reflect the current state of
Organoids more effectively.

Therefore, we suggest the following changes to the current GC-form (a
detailed explanation is enclosed in the Annex):

In the section on “Who may use your health-related data and
samples?” the current form shall be amended to include the
phrase “may include the modification of your samples”. This
informs the donors about any potential alteration and mani-
pulation of their biological materials/data. The corresponding
bullet point shall be amended accordingly.

The section on the project results and related information shall
be amended in two ways. First, by changing the title to “What
about results?”, thereby broadening the scope of the included
information. Second, the phrase “By volunteering your data and
samples for research purposes, you waive the right to any share
in possible profits that could arise/could be derived from the
research results.” shall be added to the paragraph. This clarifies
that donors waive any rights to profits stemming from research
results (e.g. commercial products) and aligns with the
prohibition of commercialization (Art. 9 HRA).

The bullet point regarding the unlimited nature of the given
consent shall be amended to use the term “consent” instead of
the misleading term “decision”, indicating that consent is
generally unlimited in time but may be revoked.
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The suggested changes are significant, implementable and encompass the
current state of Organoid technology. They aim to improve donors’
understanding of how their biological material/data can be used, while enabling
researchers to use these biological materials/data efficiently.

Regardless of the changes in the GC form, the decision whether the planned
use of biological materialal/data for an Organoid project is considered as further
use in the sense of Art. 17 HRA remains with the responsible ethics committees.

5.2. Promote a Realistic Understanding of Organoid Technology

It is crucial to raise the donors’ awareness of the potential uses of Organoids
and the risks that research carried out with Organoids could pose. If researchers
or hospitals know that biological material could potentially be used for
Organoid generation, we propose that they provide donors with GC and a
special information sheet containing a comprehensive overview of Organoid
technology, its intended use, and an assessment of the current and potential
risks involved. If possible, we also advise providing such information in an IC
process. The information should, inter alia:

e explain the differences between cell / tissue / organ / Organoid
and the actual capability of the technology and functionality
limitations (e.g. Organoids may only contain a fraction of cells
present in an organ or tissue);

e use scientific but understandable language that does neither
overstates nor anthropomorphizes the technology (e.g. neural
Organoids instead of brain Organoids);

e use examples that clearly highlight theoretical risks (e.g. the
potential of Organoids to propagate over an indefinite period
even after the passing of the donor that could lead to a range of
unknowable applications);

e make donors aware that Organoids could be genetically identical
to the biological material they have donated and may outlive
their donors;

e make donors aware of the potential commercialization and the
medical and societal impacts of such commercialization;

e clarify that the biological material donated is subject to the terms
of the donation, meaning that the donor waives all rights to any
profit from products generated out of it.
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5.3. Timing for Obtaining Consent and Information Retention

A specific IC is generally signed after the donor was given appropriate time
for consideration. When there are no time constraints, we recommend
providing donors with comprehensive, tailored information about Organoids,
their applications and risks. However, in some cases time sensitivity of a
specific research project may justify obtaining IC promptly, even in an
emergency room setting.

Obtaining GC, however, is rarely urgent. Thus, donors should be given
sufficient time to understand the information regarding various potential
applications of the donated biological material for future research use before
signing GC-forms’.

For donors to understand and re-evaluate what they have agreed to and to
ensure that they can exercise their right to revoke the consent if their biological
material/data is not anonymised (Art. 7 para. 2 HRA), institutions need to provide
donors with a signed copy of the GC or the specific IC. This information retention
becomes much easier if a digital system such as the electronic patient dossier is
used.

6. Way Forward

There are also numerous issues that cannot be solved at present. We have
identified three key topics that should now be investigated in order to develop
solutions in the future.

6.1. Compensation for Commercial Use

Donors are excluded from financially participating in the donation of their
biological material by law (Art. 9 HRA). They are supposed to donate for
altruistic reasons, and this is indeed their primary motivation.

Unlike donors, hospitals that collect, store and transfer the donated biological
material can charge for these services and receive financial compensation.

Moreover, hospitals as well as other actors produce marketable applications,
products or therapies from the donated biological material that may be
commercially successful.

The fact that these three groups participate very differently in the
commercialization of biological material may have an impact on their incentives:

9 Cf. swissethics and unimedsuisse recommendations concerning the application of GC.
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donors are often happy to make their biological material available for the medical
benefit of others. However, they may be hesitant to donate if a company makes
large profits from it. Similarly, hospitals have incentives to use the remuneration
for their services to support the hospital budget rather than basic research.

Against this background, more research is necessary on how incentives could
be maintained or should be tailored with regards to each group. This may include
investigating unconventional ideas such as, for example, offering donors the
possibility of prioritized participation in clinical trials with priority or the
creation of a fund, accumulated from the returns on services, to be used
exclusively for basic research.

6.2. Withdrawal of Consent

Withdrawal of consent is a key issue with relation to Organoid generation and
their use. Researchers and companies that want to develop marketable
applications, products or therapies, invest considerable effort and financial
resources in the generation of Organoids. As donors can withdraw their consent
to the use of their biological material at any time, such a revocation could have
several negative consequences:

e  Financial losses. The generation of Organoids not only requires
specific knowledge but also dedicated infrastructure and
sufficient time. If donors revoke consent, the donated biological
material involved in the project may be used up until the moment
of revocation, but not afterwards. This results in the non-
utilization of Organoids and thus, in significant economic losses.
Researchers and companies may not be able to recoup their
investments, which — in turn — could reduce their incentives to
invest or innovate.

e  Scientific challenges. Given that most projects are designed for
the generation of specific Organoids, any revocation of consent
resulting in the unavailability of one or more Organoids would
materially compromise the research project or clinical study and
have a negative impact on its scientific outcomes.

e Undesired societal outcomes. Failure to utilize Organoids would
directly compromise the success of scientific projects and, more
broadly, the pursuit of public health objectives; in the case of
publicly funded research, it would also entail the loss of
allocated public funds.
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Neither the HRA nor the relevant Ordinances clearly specify whether products
derived from biological materials, such as Organoids, must be destroyed
following the revocation of consent.

Regardless of a potentially required destruction of the donated biological
material when the donor withdraws consent, we propose that the derived research
products such as Organoids or data thereof must not be destroyed. An exception
to this may explicitly be specified in a material transfer agreement (MTA) or
internal institutional regulations. However, we invite competent institutions and
governmental bodies as well as the scientific community to give further
consideration to these issues and to provide guidance or interpretative
clarification concerning Art. 7 HRA with relation to the negative consequences
for Organoid generation.

6.3. Threshold for a Separate Organoid-Specific GC-Form

Although there is currently no need to have a GC-form containing Organoid-
specific information (cf. Section 4.1 supra) or an entirely separate GC form for
Organoid use, the latter may become necessary in the future.

As Organoid research advances beyond initial expectations, the research
community and ethics committees must be prepared to respond and adapt
promptly for the benefit of donors and the progress of research. To prepare for
this, certain thresholds need to be identified that may indicate that Organoids
have evolved beyond the scope of the GC-form — be it in the current version or
in a version containing the proposed amendments (see Section 4.1. supra and
Annex). For example, recent developments in genomic research made it
necessary to create a separate GC-form, particularly because whole-genome
analyses increasingly affect not only donors but also their genetic relatives and
offspring.

Each of the following thresholds may, by itself, indicate the need for a
separate GC-form:

e A change in public perception of Organoid technology, as a
result of donors’ increased awareness and technological
development. While certain Organoids, such as neural
Organoids or embryo-like Organoids, are more ethically
sensitive, others, such as intestinal or tumor Organoids, are not.
Thus, a separate GC-form might be necessary depending on the
public understanding of the technology and the shifts in
perception of it, whether positive or negative.
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e A change in impact and relevance of Organoid technology
within the field of human research. Currently out of a total of
21°824!'% approved research projects, only 20 (0.09 % of
projects!!) have the term Organoid in their title. Thus, a separate
GC form may only be necessary if the number of Organoid-
related projects increases and significant risks of the technology
emerge.

e Lastly, the risks associated with Organoids, such as re-
identification of the donors or potential unlimited use cases, may
indicate a need for a separate GC-form. Organoids may be
expanded and disseminated while continuing to contain the full
genetic information of their donor as well as genetic information
on relatives and next-of-kin. These Organoids may be used for
many currently unknown applications, including the generation
of detailed, longitudinal datasets.

These thresholds are not static and may adapt in the future, much like the
Organoid technology itself. They provide a good starting point to assess the right
time to publish a separate GC-form.

10 As of 5th March 2026. This number in the swissethics Registry of all Projects (RAPS)
includes clinical trials, research on deceased persons, embryos/fetuses, non-clinical research
involving persons and research with personal data/biological material.

! The number of approved projects involving Organoids or variations thereof may be
higher due to different wording of the project name or aims.
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Annex
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Modified GC-Form Including Explanatory Remarks

General Informed Consent Form

Template Swiss General Consent Form — Supplement Information

Current GC-form and suggested Changes

Information about the use of health-
related data and samples for research
purposes

Dear Patient,

Our ability to diagnose and treat diseases
has progressed significantly in recent
decades. These advances are the result of
long-standing medical research in which
doctors, scientists and patients of several
generations have actively participated. An
important part of this research relies on
patients’ health-related data from medical
history, such as results of laboratory
analyses, therapy information or genetic
predispositions. Any biological material
collected during the hospital stay that is no
longer needed for the treatment is also
extremely valuable for research. These
leftover samples can be, for example,
blood, urine or tissue samples.

This leaflet explains how patients can
contribute to medical progress and provides
information in terms of data protection and
associated rights. Thank you for your
interest and attention.

How can you contribute to research?

By signing the declaration of consent with
«Yes», you are making your clinical data
and leftover samples available for research
purposes. Data and samples include those

Remarks
No changes.

No changes.
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that have been collected and will be
collected during your hospital stay. Your
consent is voluntary. It remains valid
indefinitely or until withdrawn. You are
entitled to withdraw your consent at any
time without having to justify your
decision. After withdrawal, your data and
samples will not be available for new
projects. Your decision has no effect on
your medical treatment.

How are your health-related data and
samples protected?

Data is stored within the hospital and
protected in accordance with the applicable
legal requirements. Only authorised
employees from the hospital, e.g.
physicians, have access to your uncoded
data and samples. Your samples are stored
in biobanks that contain structured
collections of samples under safety
regulations (biobank regulations).

If your data and samples are used for a
research project, they will be coded or
anonymised. Coded means that all personal
information such as your name or date of
birth is replaced by a code. The key
showing which code belongs to which
person is kept safe by a professional who is
not involved in the research project. People
who do not have the code are not able to
identify you. In case of anonymisation, the
link between the biological material and/or
associated data and the participant is
definitely removed so that no specific
participant can be reidentified.

Who may use your health-related data
and samples?

Data and samples may be used by
authorised researchers for research projects
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No changes.

The amendment acknowledges
that technologies using
biological material, such as
Organoids, modify and
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within the hospital or in collaboration with
public institutions (such as other hospitals)
and private entities (such as pharmaceutical
companies), in Switzerland and abroad. For
research abroad, it must be ensured that at
least the same data protection conditions
are followed as in Switzerland. The projects
may include the modification of your
samples or their genetic analyses for
research purposes. Research projects
relying on your data and samples have to be
authorised by the relevant ethics
committee.

Will—you—be—informed What about

research results?

Research carried out with your samples and
data will generally not reveal any individual
information for your health. In rare cases,
research results might be relevant or
significant to your own health and clinical
action might be possible. In these cases you
might be informed. By volunteering your
data and samples for research purposes,
you waive the right to any share in
possible profits that could arise/could be
derived from the research results.

Will there be any costs or financial
benefit?

There are no additional costs generated.
The law excludes commercialisation of

15

manipulate ~ samples. By
including the modification as a
use case, the donor is informed
that donated samples may be
The

»

altered. term
“modification’
procedures such as storing
samples, propagating them,
generating Organoids from
them, or even using genetic
editing. The
“modification” is chosen as it
does not carry the colloquially
attributed negative connotation
that the word “manipulation”
carries. The inclusion of the
“modification” use case is both
reasonable and implementable.
To make donors aware of the
possibility that projects may
yield profitable results while
still observing the current
prohibition of
commercialization of data and
material the section on result
shall be amended. This change
communicates that the material
and data is voluntarily donated
and all rights to profit are
waived.

includes

term

To note is that this section does
not bullet  point
equivalent, thus, the
amendment will only appear in
the informational section.

have a
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data and samples. Thus, no financial
benefits will be generated for you or the
hospital.

If you have any questions or would like
additional information, please contact us at
the address below or visit our website at
[website]

Contact of institution

16

Declaration of consent for the use of health-related data and
samples for research purposes (Swiss General Consent)
The form is only valid if the wording is not changed

Patient’s Date of birth
surname and
first name

I herewith agree that my health-related data and
samples collected during health care (ambulant or as
an inpatient) will be made available for research
purposes

O YES ONO

I understand

O the explanations about the further use of my
health-related data and samples for research purposes
that are detailed in the information sheet (version x,
date).

O that my personal data are protected.

O that my data and samples may be used in national
and international projects within the public and
private sectors.

O that projects may include the modification of my
samples or their genetic analyses for research
purposes.

Remarks

Amended to reflect
the changes in the

informational section
of the GC-form.
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O that I may be recontacted in case of individually
significant findings, if any.

0 that my decision is voluntary and has no effect on

my treatment.

0 that my deeision consent is not limited in time.

O that I may withdraw my consent at any time
without having to justify my decision.

Place, date

Patient’s  signature,  if

judicious

Place, date

Signature of legal
representative, if required
(Name and relationship to
patient)

Please contact the following person or your physician
if you have further questions or if you wish to receive
a copy of this form with signature.

17

The amendment aims
to eliminate  any
confusion  for  the
donors with respect to
what  “decision” is
referencing. The
change highlights
explicitly that their
given  consent is
unlimited in  time
unless they choose to
revoke it.
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