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The aims and learning outcomes

Aim

This module aims to encourage reflection on the ethical issues involved in biobanking, cross-
border collaborations and the need for alignment of practices across countries and between
public and private institutions.

Learning outcomes
At the end of this module, learners will be able to:

1. ldentify, analyse and prioritise the ethics issues and dilemmas associated with an
example research proposal.

2. Make suggestions for how the ethics issues might be addressed.

3. Identify ethics guidelines and policies that are relevant to the proposed research.

Infroduction

This case study is based around a research proposal submitted for review by a partnership
between an EU research institute and an African medical research centre. It is a hypothetical
case but draws inspiration from current discussions regarding the use of biobanking
technologies in research.



The research proposal
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Let’s find out more about the proposed study. While reading the proposal, imagine that you are a
member of a research ethics committee (REC) and your role is to make an assessment about
whether or not to approve the study, to ask for changes to be made, seek further information, or to
disallow the study. Make a note of any points or questions that arise for you. As you will see, the
proposed research involves two different settings, and will therefore involve two different RECs.
Once you have thought about this proposal from the perspective that is closest to your own
experience, try putting yourself in the place of a member of the other REC, and see if that changes
your perspective.

Investigating the progression of COVID-19 in diverse population subgroups in Country X and
Country Y

(a hypothetical case study)

Collaborating Institutions:

- XYZ Global Health Institute, Country X

- ABC Medical Research Center, Country Y
Background:

COVID-19 has affected populations worldwide, but the progression and severity of the disease
appear to vary significantly among different population subgroups, based on factors such as
genetics, socioeconomic status, environmental exposures, and healthcare access. These variations
are particularly pronounced between high-income countries and low- or middle-income countries.
Understanding these differences is critical to improving public health responses to COVID-19 and
future pandemics.



This study aims to investigate the progression of COVID-19 in two diverse countries—Country X (a
high-income country in Europe) and Country Y (a low- or middle-income country in Africa)—to
identify genetic, environmental, and social factors influencing COVID-19 outcomes. Insights gained
will be used to develop predictive models for disease severity and inform public health strategies for
more effective pandemic preparedness and response.

Research objectives:

1. Comparative COVID-19 progression analysis: Examine how COVID-19 progresses in different
subgroups (e.g., age, gender, ethnicity, and socioeconomic background) in Country X and Country Y.

2. Genetic and environmental risk factors: Identify genetic markers and environmental exposures
(e.g., air pollution, living conditions) that affect COVID-19 severity and outcomes in the two
countries.

3. Development of predictive models: Create models to predict disease risk and progression,
incorporating genetic, demographic, and environmental data.

Study design:

The study will be conducted over three years and will involve both prospective and retrospective
analysis. It will combine newly collected biosamples and health data with previously donated
samples from existing biobanks.

1. Participant recruitment: The study will recruit 5,000 participants from each country. Participants
will be selected based on age, gender, ethnicity, and socioeconomic status to ensure diverse
representation.

2. Data collection: Biosamples (blood, nasal swabs, saliva) and demographic data (medical history,
socioeconomic status, environmental exposures) will be collected from each participant. The
samples will be processed and stored in a newly established biobank in both Country X and Country
Y for long-term research use.

3. Secondary data use: The study will also utilise biosamples from pre-existing biobanks in both
countries, originally collected for other health-related research purposes. These samples will be
integrated into the analysis.

4. Data analysis: Researchers will conduct genomic sequencing and environmental exposure analysis
to identify factors influencing disease severity. Statistical models will be developed to predict high-
risk groups based on the data.

Expected outcomes:

1. Identification of key risk factors: The study will provide insights into the genetic, environmental,
and social factors that influence COVID-19 severity in different subgroups across Country X and
Country Y.

2. Predictive tools: The research will result in the development of predictive models to inform
healthcare providers and public health officials about populations at higher risk of severe COVID-19
outcomes.

3. Improved public health response: The findings will contribute to more targeted interventions,
enhancing pandemic preparedness and healthcare access, particularly for vulnerable groups in
Country Y.



Expected contribution:

This research will provide critical knowledge about the progression of COVID-19 in diverse
populations and help inform global and local public health strategies. It will also contribute to a
more equitable understanding of pandemic impacts and ensure that all populations benefit from the
insights gained.

In complex cases like this, it is always advisable to seek more information before making a decision.
Research ethics committee members can do their own research around the topic, most often this
involves asking the applicants for further information. REC members may also want to discuss the
proposal with colleagues and other stakeholders, and if necessary, they can seek expert advice

externally.

First impressions from the REC chairs

Email from the research ethics committee chair in Country X
Dear REC members,

In preparation for our meeting next week, | would be grateful if you could read through the attached
proposal from the XYX/ABC partnership. | believe that there are some issues that will need to be
addressed before we can consider approval for this project and would like to talk through the
following in our discussions:



Consent issues — which consent model will be used?
Dual ethics approval,

How will the samples be collected and stored?
Cross-border data sharing.

| look forward to hearing your thoughts,

Best wishes,

Liam

Email from the research ethics committee chair in Country Y
Greetings REC members,

As you know, we have a meeting scheduled for next Wednesday. Please can you have a look at the
attached proposal from the XYZ/ABC collaboration in advance of our meeting. | can see already from
a quick look that there are issues relating to:

Issues concerning consent,

Ownership of biological materials and data,

Intellectual property of results from research,

Collection and storage of biological materials,

Ensuring benefits are shared equitably between institutions and localities.
Kind regards,

Sasha

Reflection activity

As you can see, the REC chairs have each identified some ethical issues in the research proposal, did
you spot any others? Can you identify the sections of the proposal which are relevant to the chairs’
concerns? Do you think that the geographical location of the two ethics committees will impact on
their perspectives? Make a few notes of the issues that you have identified before moving on.
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A question about dual ethics approval?
Email from new REC member Thomas in Country X to his REC chair:

Dear Liam,

Thank you for the email about our next REC meeting, | have started reading through the proposal,
and just have a quick question that | wanted to ask — you mentioned dual ethics approval, which |
take to mean that ethics approval will be sought both here and in Country Y.

Why is that? We are the XYZ Global Health Institute with a worldwide reputation — surely, it’s enough
for us to grant ethics approval without another organisation being involved?

All the best

Thomas

How would you explain the need for dual ethics approval to Thomas?

1. The partnership think it looks better for press releases

2. It’s an important measure to take to avoid ethics dumping
3. The other partners want to be involved as well

Feedback

Answer 2 is correct.

Ethics dumping refers to the unethical practice of conducting research in low- or middle-
income countries (like Country Y) without adhering to the same ethical standards applied in
high-income countries (like Country X). This proposal for studying COVID-19 progression in
both countries must be vigilant to avoid ethics dumping by ensuring that consent and ethical
approval are obtained independently in both countries, respecting local regulations, cultural
norms, and standards of care. Participants in Country Y should not face lower ethical
protections, and informed consent must be fully explained, ensuring that individuals
understand how their data and biosamples will be used. Additionally, any findings or benefits
must be equitably shared between both countries to avoid exploitation. Transparency,
respect for autonomy, and local ethics oversight in both Country X and Country Y are crucial
to ensure that the study is ethical and culturally appropriate across both settings. The TRUST
global code of conduct for equitable research partnerships is a resource for all research



stakeholders who want to ensure that international research is equitable and carried out
without ‘ethics dumping’ and ‘helicopter research’.

———

Perspectives on consent
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The XYZ/ABC collaboration inform the REC that reconsent will be sought for the secondary
use of biobank samples, where feasible. All new participants will give fully informed consent
for the collection and storage of their biosamples and data. However, they do not specify
which model(s) of consent will be used. Let us consider some different perspectives on this.

Maria:

s As a potential new donor in Country X, | see the importance of research aimed
at understanding COVID-19, especially how it affects different population
groups. | appreciate the opportunity to contribute to a study that could
potentially improve public health outcomes, not just here in my country, but across the world.

But | have some concerns about the collection and use of my biosamples and personal data.
| want to make sure that my privacy is protected, and that any data from my samples is
handled securely. | would like to know who will have access to my data and for what purposes,
especially since this project involves collaboration with another country. Will my samples be
used only for this study, or could they be used in future research? If so, | would want to be
fully informed and have a say in whether | consent to future uses.

Another issue is data security. Given the sensitive nature of genetic and health information, |
want to know that there are robust measures in place to prevent unauthorised access or
breaches. Lastly, | would like transparency about how any findings, especially those related
to my genetic data, might be shared and whether I'll be informed of any significant results
that could impact my health.



Pamela:

As a staff member in a biobank facility in Country Y, | was pleased to see more
biobanking coming to my country. However, | do have some concerns
regarding consent arrangements. The consent process should make sure that
participants fully understand exactly what they are consenting to. Given the varying levels of
literacy and familiarity with medical research in some communities, it’s crucial to ensure that
informed consent is genuinely informed. Participants need to know what the study is about,
how their samples will be used, and what future research they may contribute to.

One of my concerns is making sure that we clearly communicate the potential for secondary
use of the samples and data. If their biosamples or data are used for studies beyond the
original research, we need to explain that at the beginning, so participants aren't surprised or
feel misled later.

Additionally, there's the issue of trust. Many people may be wary of how their data, especially
genetic information, will be handled, particularly if it is shared across borders or with
institutions in Country X. It is essential to reassure them about data security, confidentiality,
and how their samples will be used ethically, respecting their autonomy and rights.

Adam:

L)

V When | first donated biosamples and data in Country Y | gave broad consent,
which means that | provided consent just on that one occasion, and in doing
so | gave permission for my samples to be used for future studies beyond the

original research. | initially felt positive about contributing to research that could benefit
public health and | trusted the system would handle my data responsibly.

But I’'ve developed some concerns. Because | consented broadly, I’'m unsure about how my
samples have been used, or what they might be used for in the future. It’s unclear whether
my samples are being used in ways | would agree with today. For example, | wonder if they’re
involved in research that might not directly benefit my community or country, and whether
any findings will be shared with us.

| also worry about the commercial use of my samples. | didn’t consent to my genetic data
being used for profit-making ventures, and | would like more transparency on whether
pharmaceutical companies or other private entities have accessed my data.

Most importantly, | want reassurance that my privacy and confidentiality are safeguarded. |
trust that the biobank staff are doing their best, but | would appreciate regular updates on
how my samples are being used, and confirmation that | can still withdraw consent if | feel
uncomfortable in the future.
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As a biobank donor in Country X, | gave study-specific consent for one project,

meaning that | was just consenting for my samples and data to be used for one

specific piece of research. | felt confident that | understood how my samples
and data would be used. Recently, I've been approached to allow my samples to be used in a
new collaboration studying COVID-19 in both Country X and Country Y. While | understand
the importance of this research, | have mixed feelings about expanding the use of my samples
beyond the original study.

I’'m concerned about ‘scope creep’. | initially agreed to a specific study, and now my data is
being requested for something quite different. | would need clear information on what this
new research involves, who will have access to my samples, and whether this could lead to
additional projects | haven’t explicitly agreed to. I'm also unsure how the cross-border
collaboration affects data protection and privacy, especially since Country Y may have
different standards or regulations.

Another concern is control over my samples. If | allow this collaboration to use my data, will |
still have the right to withdraw consent later if | change my mind? | need to know that my
autonomy will be respected, and that my samples won’t be shared further without my
knowledge. Transparency and regular communication will be key to ensuring my trust in this
new research effort.

———

Analysis of consent models

11



The XYZ/ABC partnership has not mentioned which donor consent model they plan to use for
this new venture. The chair of your REC has asked all members to look at the ethical
implications involved in the choice between broad, study-specific, and dynamic consent and
make a recommendation. Please watch the video about the different models and then vote
in the poll to indicate your recommendation to the chair.

1. Broad consent

It should be noted that some African countries (for example Malawi, Zambia and Tanzania)
do not permit the use of the broad consent model. For the purposes of this case study, please
assume that Country Y does allow the use of broad consent.

Broad consent allows participants to give permission for their biosamples and data to be used
not only for the current study but also for future, unspecified research. This model is
commonly used in biobanking and large-scale genomic studies. While broad consent offers
flexibility for researchers, enabling them to use the samples for a wide range of future projects
without needing to recontact participants, it raises ethical concerns about autonomy.

Participants may not fully understand the future uses of their data, potentially leading to trust
issues if their samples are used in research they didn’t anticipate or might not support. In this
study, if broad consent is used, clear and transparent communication is essential, informing
participants of the kinds of studies their samples may be used for and providing mechanisms
for withdrawal at any time. Broad consent may be suitable given the scope of this project, but
safeguards are needed to protect participants' rights.

2. Study-specific consent

Study-specific consent limits the use of biosamples and data to the project for which they
were originally collected. In this case, participants would consent only to the use of their
materials for research on COVID-19 progression in the two countries. This model respects
participant autonomy more directly by ensuring they know exactly how their samples will be
used.

However, it is more restrictive for researchers. If further research on the same samples is
desired, such as future investigations into other diseases or pandemics, researchers would
need to contact participants for re-consent, which can be logistically challenging, costly, and
may reduce participation rates over time. For the COVID-19 study, study-specific consent
could ensure that participants fully understand the research, but it may limit future
discoveries or collaborations without additional administrative burdens.

3. Dynamic consent

Dynamic consent is an evolving, interactive consent model that allows participants to make
decisions about the use of their samples over time. Through digital platforms, participants can
update their preferences, choose which studies their biosamples can be used for, and even
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receive updates about how their data is being used. This model enhances autonomy and trust
by giving participants more control and engagement throughout the research process.

In the context of this project, dynamic consent could address ethical concerns by ensuring
that participants from both Country X and Country Y remain informed and can adjust their
consent preferences as research evolves. However, it requires technological infrastructure
and regular communication, which may be challenging, particularly in Country Y, where digital
access could be limited. Moreover, dynamic consent can be resource-intensive to manage,
making it less feasible for large-scale or long-term studies without proper funding.

Ethics trade-offs

Autonomy vs. flexibility: Study-specific and dynamic consent prioritise participant
autonomy, ensuring that individuals have greater control over how their samples are used. In
contrast, broad consent offers researchers more flexibility for future research but may
compromise participants' ability to make informed decisions about every use of their data.

Participant trust: Broad consent risks eroding trust if participants feel disconnected from
how their samples are used over time. Study-specific and dynamic consent foster trust by
providing transparency and ongoing participant involvement.

Logistical considerations: Study-specific and dynamic consent models are administratively
complex and may require more time, resources, and participant engagement. Broad consent,
while simpler to manage for long-term projects, may reduce participant involvement and
transparency.

As in any research study, researchers should consider carefully before offering withdrawal
from a study at any time. It is preferable to provide the option of withdrawal up to a certain
time in the development of the project or research as once anonymised results are published,
then it would be very difficult to retract the publications (and other publications that might
have cited the results of this project).

Reflection
Which consent model would you recommend to be used by the XYZ/ABC partnership?

For this COVID-19 study, broad consent might be appropriate if combined with strong safeguards for
participant rights and mechanisms for withdrawal. However, if participant autonomy is a priority,
especially given the cultural diversity between Country X and Country Y, dynamic consent may be
the ideal model, despite its logistical challenges. Study-specific consent could also be ethically valid
for this particular study, though it may limit future research potential.

13



Considering ownership

In the proposed study issues surrounding the ownership of biosamples, data, and intellectual
property or IP are critical and must be addressed to avoid ethical conflicts. The following video
provides an overview of ways in which this could be managed.

First, ownership of biosamples collected in each country needs to be clearly defined.
Participants should be informed about who will own their samples once collected, whether it
is the institution, the biobank, or a third party. Additionally, the ownership of data derived
from these samples must be transparent, with clear agreements on how it will be stored,
shared, and used, especially in cross-border collaborations.

Second, intellectual property issues must be clarified. Any discoveries, such as genetic
markers or predictive models developed from the research, could have significant commercial
and medical value. Fair agreements must ensure that both countries benefit from potential
commercial gains, particularly ensuring that Country Y, as a lower-income nation, is not
excluded from the benefits of research originating from its biosamples and data. Equitable
sharing of benefits and clear IP agreements are essential to avoid exploitation.

Clear policies must be established regarding researcher access to biobank materials. Only
researchers with approved projects and appropriate ethical oversight should be granted
access. Issues of ownership of biological materials and IP arising from research need careful
consideration. Samples typically remain the property of the biobank, but researchers may
have access to data derived from those samples. Any IP developed from the research, for
example, predictive models, genetic markers should be subject to collaborative agreements
that ensure equitable sharing of benefits, especially between Country X and Country Y. It is
essential to prevent exploitation, ensuring that all collaborators, including participants,
benefit from research outcomes.

14



Governance

The governance of biobanking research is critical to ensuring that the collection, storage, and
use of biosamples and data are conducted ethically and responsibly, especially in a cross-
border, multi-institutional study such as the COVID-19 progression research in Country X and
Country Y.

Here are some further issues that need consideration:
1. Collection and storage of biosamples and data

Both RECs need to satisfy themselves that governance protocols are in place to ensure that
biosamples and data collected in both Country X and Country Y are handled with the highest
ethical standards. This involves securing informed consent that is clear, culturally appropriate,
and specific about how the samples will be stored, used, and potentially shared. The
governance framework should include procedures to manage sample storage in biobanks,
ensuring that materials are properly catalogued, securely stored, and accessible only to
authorised personnel under strictly controlled conditions. Data must be pseudonymised or
de-identified to protect participant identities and ensure confidentiality, particularly when
genomic data or sensitive health information is involved. Additionally, the implications of any
return of results to donors should also be considered. The indefinite or long-term storage of
biosamples in biobanks can present issues if participants are not fully aware of the potential
for their data and samples to be used in future research beyond COVID-19. Participants must
have the ability to withdraw consent at any time, with clear procedures for the destruction of
their biosamples and data if requested.

15



2. Privacy and data security: The collection of sensitive health and genetic data raises privacy
concerns. De-identification or pseudonymisation must be used to protect participants'
identities, but even this carries the risk of re-identification. Strict data protection protocols,
including secure storage, encryption, and restricted access, must be implemented to prevent
data breaches, especially when data is shared across borders. Both countries' legal
frameworks must be respected, particularly data protection laws like the GDPR in Country X.
Given the evolving nature of regulations, particularly with the European Health Data Space

and its impact on data sharing, RECs must remain agile. Ethical guidelines should be regularly
reviewed to stay aligned with changing policies and participant rights.

3. Cross-border transfers of biosamples and data

In a collaborative project between Country X (Europe) and Country Y (Africa), governance
must address the challenges of cross-border transfers of biosamples and data, which are
subject to different regulatory regimes. In Country X, strict GDPR regulations govern data
protection and privacy, requiring explicit consent for cross-border data sharing. Similar
standards may not exist in Country Y, which raises ethical concerns around participant rights
and the safeguarding of data once it leaves the country. Material Transfer Agreements (MTAs)
and Data Sharing Agreements (DSAs) must be in place to ensure that samples and data
transferred between countries are subject to harmonised standards of privacy, security, and
ethical use, regardless of the country of origin. It would be wise for the RECs to secure advice
from an expert with specialist knowledge of collaborations between the EU and Africa to
ensure that procedures are aligned.

4. Potential for racial bias

Governance mechanisms must also address the potential for racial bias in the collection,
analysis, and interpretation of biosamples and data, particularly when comparing diverse
population groups across Country X and Country Y. Without careful oversight, the study may
unintentionally perpetuate biased assumptions or lead to misinterpretation of genetic
differences. Researchers must adopt an ethically sound approach that recognises the
socioeconomic and environmental factors that contribute to health disparities, rather than
attributing differences solely to genetic or racial categories. Particular attention should also
be paid to the language used in all documentation to avoid perpetuating such biases.
Governance should include independent ethics advisory boards to monitor the study’s
methodology and ensure that findings are not used to justify or reinforce racial stereotypes.
Both RECs should inquire as to the extent that Al and machine learning will be used — and
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what protocols will be in place to manage potential biases, transparency issues and ethical
risks associated with automated decision-making.

5. Commercial vs. public partnership

The nature of the partnership—whether commercial or public—significantly impacts the
ethical landscape of biobanking governance. In a commercial partnership, the risk of
exploitation of biosamples for profit, particularly those from Country Y, is heightened. There
may be concerns about whether the benefits of the research will be equitably shared or if the
data will be used to develop commercial products that primarily benefit private entities in
high-income countries. Governance should establish clear benefit-sharing mechanisms,
ensuring that any IP or products developed from the research provide fair returns to both
Country Y and its participants.

In contrast, a public partnership involving government or academic institutions might focus
more on public health goals and equity, but governance frameworks should still ensure that
public interests are protected, and that transparency is maintained regarding the use of
samples and data. Regardless of whether the collaboration is public or private, governance
should include oversight committees that ensure ethical standards are upheld, and that
participants' rights and interests are prioritised. Both RECs should seek further information
about whether this is a commercial partnership and if there are any plans to develop
commercial products.

Conclusion

Governance of biobanking research in the COVID-19 study must prioritise ethical collection,
storage, and use of biosamples and data, especially in a cross-border setting. It should address
the potential for racial bias in the study’s design and ensure equitable benefit-sharing
regardless of whether the partnership is commercial or public. Strong governance
frameworks will ensure that all stakeholders, especially participants, are protected and that
the research contributes to the greater public good without exploitation or harm.

17



Relevant policies and guidelines

In addition to the guidelines discussed below, we have produced a checklist for RECs on the
use of biobanking in research, attached to this pdf. We hope that this will be useful for REC
members considering proposals involving biobanking. Please also see the further resources
section which includes the most relevant EU or international guidelines or standards related
to biobanking, a bibliography and useful websites.

In Europe, biobanking is governed by regulations in the European Union's Clinical Trials
Regulation and the Human Tissue and Cells Directive which provides guidelines for sample
collection, storage, and ethical considerations. Guideline 8 in CIOMS International ethical
guidelines for health-related research involving humans sets out recommended practices for
the collection, storage and use of biological materials and related data. Also relevant is the
General Data Protection Regulation (GDPR), which addresses the processing of personal data.

The International Society for Biological and Environmental Repositories (ISBER) provides
guidelines for best practices, and the OECD's Guidelines on Human Biobanks and Genetic
Research Databases offer international recommendations. Multiple national and regional
regulations further shape biobanking practices worldwide, emphasising ethical, legal, and
privacy considerations.

It is important to remember that different guidelines and regulations will apply to biobanks
and related research projects in order to comply with the requirements of different
institutions, organisations and geographical locations. The further resources section lists and
provides links to other relevant EU, African and other international guidelines or standards
related to biobanking in health and healthcare, but you may need to explore further afield to
locate those that apply to different situations.
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https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:102:0048:0058:en:PDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:102:0048:0058:en:PDF
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9357355/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9357355/
https://www.isber.org/page/BPR
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://www.oecd.org/health/biotech/guidelines-for-human-biobanks-and-genetic-research-databases.htm
https://www.oecd.org/health/biotech/guidelines-for-human-biobanks-and-genetic-research-databases.htm
https://doi.org/10.3390/genes15010066
https://doi.org/10.3390/genes15010066

Closing reflection

Q?? 9 ? ’7.??
v

Certainly, the members of our hypothetical RECs have a lot of work to do in seeking further
information and expert advice about this proposal.

Having worked your way through this case study module, how would you feel if a similar
proposal was presented to a REC that you were serving on? Do you feel that you would be
able to identify where further information or expertise is required? There are many factors to
consider, we have touched on several key issues in this case, you might have identified other
issues that you would want an ethics committee to take into account in similar situations.

To further your understanding and reflection on the complex issues involved you might like
to check back to the Biobanking: Ethics Issues module.

In general, do you feel that partnerships such as the hypothetical group in our case study
should receive ethics approval to set up multi-national biobank research involving co-
operation between high income countries and low or middle-income countries?
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We have deliberately not come to a firm answer as to whether this hypothetical proposal is
likely to be approved or not, as each case involving the use of biobanking is different and

should be appraised on its own merits. Clearly, in the case of this proposal, more information
is needed before any decision could be reached.
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Most relevant EU or international guidelines or standards related to biobanking:

Africa Centres for Disease Control and Prevention (CDC) Establishment of a Biobanking Network as a
Sustainable Mechanism to Accelerate Development and Evaluation of Diagnostic Tests in Africa
https://africacdc.org/download/establishment-of-a-biobanking-network-as-a-sustainable-
mechanism-to-accelerate-development-and-evaluation-of-diagnostic-tests-in-africa/#

BBMRI-ERIC Common Service ELSI

https://www.bbmri-eric.eu/services/common-service-elsi/

CIOMS (2016) International ethical guidelines for health-related research involving humans
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

Council of Europe - Biobanks https://www.coe.int/en/web/bioethics/biobanks/-
/asset publisher/Icb5Z6eMEwYb/content/research-on-biological-materials-of-human-origin-new-
recommendations-to-member-stat-1

Council of Europe (2016) Recommendation CM/Rec(2016)6 of the Committee of Ministers to member
States

on research on biological materials of human origin
https://search.coe.int/cm/Pages/result details.aspx?0Objectld=090000168064e8ff

European Commission (2018) Data protection in the EU
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olfECS

The use of biobanking in research: A checklist for research ethics committees

This checklist is intended for use as a supplement to the usual ethics review process regarding matters
that are mainly specific to the use of biobanking in research. All usual aspects of research ethics review
will also need to be considered, for instance, compliance with national and international regulations
and the appropriate health and safety measures. Additionally, the checklist is not exhaustive; there
may be other issues pertaining to individual studies that are not included here. Nevertheless, alongside
general guidelines and processes, it provides a useful starting point for ethics reviewers.

1. Informed consent

- Clear purpose: Does the consent form clearly explain the purpose of the biobanking project and
the potential future uses of the biosamples and data?

- Broad vs. specific consent: Does the research offer a broad consent option for future, unspecified
research, or is consent being sought only for a specific study.

- If broad consent, are the implications of this clearly communicated?

- if another model of consent is being used (e.g., dynamic or tiered) is it appropriate for the
project and the population?

- Reconsent: If biosamples or data are to be used in new research not covered by the original
consent, is a process for reconsent described, or is a waiver of reconsent ethically justified?

- Withdrawal rights: Are participants informed that they can withdraw their consent at any time,
and are the procedures for withdrawal (e.g., sample destruction, data removal) clearly defined?

- Language and accessibility: Is the consent form written in clear, non-technical language, and is it
accessible to all potential participants, including those with limited literacy or language barriers?

- Do consent arrangements allow for sensitivity with regard to cultural norms? (E.g., in communities

where consent from elders or heads of households is usual practice?)

- Return of results: Will donors be given a choice whether to be notified of any incidental findings? If
so, what protocols are in place to deal with incidental findings? If not, is the decision not to return
results justified and explained to participants?

1a. Consent for children or minors:





- Parental/guardian consent: Is informed consent obtained from a parent or legal guardian
before collecting and storing biosamples from children or minors? Are the risks and benefits
clearly explained to both the guardian and the child (where appropriate)?

- Assent from minors: In addition to parental consent, has assent been sought from the
minor, particularly if they are mature enough to understand the research? Is the assent
process age-appropriate and respectful of the child's ability to make informed choices?

- Reconsent upon reaching legal age: Does the protocol include provisions for reconsenting
minors when they reach the age of legal consent? Are minors given the opportunity to
confirm or withdraw their participation and the use of their biosamples and data once they
reach adulthood?

- Ongoing autonomy: Are there clear procedures for minors or their legal guardians to
withdraw consent at any point before the minor reaches legal age, with assurances that the
biosamples and associated data will be destroyed or anonymised if requested?

1b. Status of consent after donor’s death

- Post-mortem consent: Does the consent process clarify what happens to the donor's
biosamples and data after their death?

- Pre-death consent for post-mortem use: Has the donor provided explicit consent for the
use of their biosamples and data in research after their death? If not, are there provisions for
consulting next-of-kin or legal representatives for post-mortem consent?

- Withdrawal rights after death: Does the donor have the ability to specify, before death,
whether they wish their samples to be destroyed or retained for future research? Are
procedures for post-mortem withdrawal or sample destruction clearly outlined?

- Respecting donor wishes: Is there a clear policy ensuring that the donor’s wishes
regarding the use or destruction of their biosamples after death are respected and followed?

2. Privacy and confidentiality

- De-identification: Are biosamples and data de-identified or pseudonymised to protect
participants’ identities? If pseudonymisation is used, is there a clear protocol to manage the risk of
re-identification?

- Data security: Are adequate measures in place to protect data security, including encryption,
secure storage, and restricted access to sensitive data?

- Third-party access: Are there clear policies governing access to biosamples and data by third
parties (e.g., collaborators, external researchers)? How are these third parties vetted, and how is
access controlled?

- Cross-border data transfer: If the study involves the transfer of data or biosamples across borders,
do the protocols comply with relevant data protection laws (e.g., GDPR for EU countries) and are
appropriate data-sharing agreements in place?





3. Collection and storage of biosamples and data

- Are biosamples and data stored in secure, regulated facilities with appropriate safeguards (physical
and digital) against unauthorized access?

- Is there a plan for long-term storage, ensuring sample integrity and data security over time?

- Does the storage and handling of data comply with local, national, and international data protection
laws (e.g., GDPR in Europe)?

4. Secondary use of samples

- Use of existing biobanks: If biosamples are being acquired from pre-existing biobanks, is there a
process for ensuring that the original consent covers the new research objectives?

- Reconsent for secondary use: Are ethical justifications provided if reconsent is not being sought for
the secondary use of previously donated biosamples?

- Research Scope: Does the secondary use of biosamples align with the original research purpose, or
does it require explicit reconsent from participants?

4. Benefit sharing and fairness

- Equitable benefits: Does the research ensure that the benefits of the biobanking research, such as
improved healthcare interventions or diagnostics, are equitably shared with all participant
communities?

- Vulnerable populations, groups or people: If the biobank includes samples from populations,
groups or people with vulnerabilities (e.g., low-income, indigenous groups, minoritised people), are
there additional safeguards in place to prevent exploitation?

6. Governance and oversight

- Biobank governance structure: Is there a clear governance framework for managing the biobank,
including oversight by an independent Ethics Advisory Board or equivalent?

- Ethics monitoring: Are there mechanisms for ongoing ethics review and monitoring to ensure the
biobank operates within ethical guidelines as new challenges or technologies arise?

- Duration of storage: Is the duration for which biosamples will be stored clearly defined? Are there
protocols for managing the destruction of samples if the biobank is closed or after a participant
withdraws consent?

7. Transparency and accountability

- Participant communication: Does the research team provide mechanisms for ongoing
communication with participants, including updates on the research conducted with their
biosamples and data?





- Public engagement: Does the biobank have a strategy for public transparency, including publicly
accessible information about the biobank’s purpose, governance, and research outcomes?

- Community engagement: For biobanks involving marginalised or Indigenous communities, is there
evidence of meaningful community consultation to ensure that the research is aligned with
community values and expectations?

8. Ethical use of emerging technologies

- Genomic data: If genetic data is being collected, is the potential for genomic privacy risks
adequately addressed, including the risk of re-identification or misuse of sensitive genetic
information?

- Al and machine learning: If biosamples will be used in Al or machine learning applications, are
there protocols in place to manage potential biases, transparency issues, and ethical risks associated
with automated decision-making?

9. International and cross-cultural considerations

- Cross-cultural sensitivity: If biosamples are being collected from diverse or international
populations, is there a plan to ensure the research is conducted in a culturally sensitive manner?

- Legal compliance: Does the research comply with local and international legal frameworks related
to biosample and data collection, storage, and use, particularly in cross-border or multinational
studies?

10. Intellectual property and commercialisation

- Intellectual property (IP) rights: Are participants informed about potential commercial uses of their
biosamples, such as the development of drugs or therapies? Are there any provisions for sharing the
benefits of commercialisation with participants or their communities?

- Transparency of commercial Involvement: If the research involves partnerships with private
companies or other commercial entities, are the nature and terms of these partnerships disclosed to
participants?

11. Withdrawal and sample disposal

- Withdrawal mechanisms: Are participants clearly informed of their right to withdraw their samples
and data from the biobank? Are the procedures for sample destruction or anonymisation following
withdrawal clearly explained?

- Sample and data disposal protocol: Is there a protocol in place for the disposal of biosamples and
data, either upon participant request or at the conclusion of the research or biobank project? Does
the protocol ensure that samples are disposed of in an ethically and environmentally responsible
manner?
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