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Abstract

The importance of data sharing and biobanking are increasingly being
recognised in global health research. Such practices are perceived to
have the potential to promote science by maximising the utility of
data and samples. However, they also raise ethical challenges which
can be exacerbated by existing disparities in power, infrastructure and
capacity. The Global Forum on Bioethics in Research (GFBR) convened
in Stellenbosch, South Africa in November 2018, to explore the ethics
of data sharing and biobanking in health research. Ninety-five
participants from 35 countries drew on case studies and their
experiences with sharing in their discussion of issues relating to
respecting research participants and communities, promoting
equitable sharing, and international and national approaches to
governing data sharing and biobanking. In this editorial we will briefly
review insights relating to each of these three themes.
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Increasing recognition of the need for collective action to
address health priorities is driving a rapid expansion of data shar-
ing and biobanking; and transforming knowledge production
in health research. Against this background, multiple norma-
tive and empirical justifications for promoting and restricting the
sharing of health data and samples have been proposed'. In 2018,
a Global Forum on Bioethics in Research (GFBR) was convened
to explore ethical issues associated with data sharing and
biobanking in low- and middle-income country (LMIC) research’.
Ninety-five participants from 35 countries discussed three cross-
cutting themes: respect for research participants and communities,
promoting equity, and advancing good-governance®.

Respecting participants and communities

There is widespread recognition of the importance of respect-
ing and protecting the interests of participants and communities
during data sharing and biobanking. While effective protec-
tion of participants’ confidentiality and privacy is a foundational
requirement, additional key considerations include appropriate
models of seeking consent to sharing, meaningful engage-
ment with participants and communities, and the importance of
evaluating approaches to benefit sharing.

In reviewing models of seeking consent to biobanking and
data sharing, GFBR participants emphasised the importance of
ensuring that models of consent are contextually sensitive and
appropriate. For example, there was consensus that broad
consent can be an appropriate model for biobanks if a number of
conditions relating to trustworthy governance, appropriate infor-
mation provision and engagement, and benefit sharing (includ-
ing knowledge sharing) are met. However, in some settings,
regulatory requirements, a lack of familiarity with broad consent
models, and participants’ concerns about the potential misuse
of samples, highlight the importance of evaluating whether
consent models providing greater participant control over specific
research uses and feedback preferences should be implemented.

GFBR participants recognised the importance of implement-
ing effective approaches to community and public engagement
around data sharing and biobanking which go beyond informa-
tion provision and consent facilitation. Prospective tensions
between cultural sensitivities and potential scientific gains asso-
ciated with sharing data and samples were discussed at length,
including cultural beliefs which constrain the export of sam-
ples. Participants highlighted the importance of respectful
and genuinely consultative approaches to discussing the ration-
ale and potential value of data and sample sharing. Funders can
support such activities by commissioning the development of
evidence-based community engagement strategies and ensuring
such activities are appropriately resourced.

In discussing respectful responses to participant and com-
munity interests, including benefit-sharing, GFBR partici-
pants agreed that research findings and knowledge produced
should be communicated to research participants and their rel-
evant communities in a cycle of engagement. It is addition-
ally important to look broadly at what kinds of benefits may be
generated by sharing data and samples, and the development of
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appropriate and accountable approaches to sharing benefits
amongst researchers, communities and participants.

Equity

Data and sample sharing takes place within an international
global health community comprised of a heterogeneous
community of stakeholders, with differing interests, remits, values,
authority and access to resources. Concerns have arisen that
international data-sharing mandates are insufficiently responsive
to LMIC country perspectives, interests and contexts, and that
the disproportionate availability of resources in wealthy institu-
tions means that while high income countries (HICs) are well
equipped to make use of data shared from LMICs, the reverse is
less often true’. In reflecting on historical examples of inequita-
ble sharing and ‘helicopter research’, GFBR participants agreed
that data-sharing and biobanking policies and practices should
seek to reduce inequities. Care is needed to encourage data and
sample sharing and re-use in a manner that is appropriately
responsive to the interests of study participants and their
communities; to the researchers sharing, accessing and analysing
data and samples; and the broader public which stands to benefit
from secondary analyses®.

To be effective, approaches to promoting equitable data shar-
ing should address multiple capacity building and recognition
requirements; requiring a broad shift in research culture and
financial and policy support from multiple stakeholders, includ-
ing funders, research institutions, journals and governments.
Priority areas to address include:

e Consideration of equity issues during the development,
implementation and review of data sharing policies
and processes;

e Development of mechanisms for the appropriate rec-
ognition of all intellectual contributions to the research
process, including those of primary researchers and their
teams;

e Alignment of academic recognition and promotion with
data sharing mandates, so that meta-analyses, data-sharing
and capacity building activities are rewarded appropriately;

¢ Investment in the human resources, infrastructure and
collaborative relationships required to enhance efficient
data curation and secondary data analysis capacity in
LMIC settings;

e Investment in sustainable and inclusive platforms for
complex data integration and analysis, particularly for
priority health areas in LMICs;

» Capacity-building approaches which support effective
and contextually-sensitive review and governance of data-
sharing and biobanking activities.

Governance
Alongside respecting participants/communities and equity, good
governance is imperative to underscore trust. The development
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and implementation of fair, ethical and accountable governance
systems are key to ensuring that data and biological samples
are shared in a trustworthy manner. While open science and
open data are increasingly becoming accepted norms of good
research, in practice a spectrum of approaches to sharing
samples and data have been adopted.

At present, many LMIC countries have limited regulatory and
governance structures for biobanking and data sharing’, and
very few research institutions in these countries have formal data
sharing policies. The case-studies and discussions at the GFBR
meeting highlighted the importance of developing approaches
to governing data sharing and biobanking which are appropri-
ately tailored to context at national and institutional levels®.
Such systems should ensure that the interests of study partici-
pants and communities, data providers and data users, and the
public are appropriately recognized and respected’.

Understandably, there are several challenges in data sharing and
the operation of biobanks, especially in LMICs. These include:
understanding and responsibility for governance, lack of a
legal framework and regulations, monitoring and enforcement,
conflict of interest, exploitation, the remit of research ethics
committees, maintenance of biobanks, technical abilities to
govern, capacity and institutionalized ways of doing things that
are difficult to change, lack of data expertise, long-term stor-
age of personal health information and samples'’, capacity and
technology issues, lack of harmonization and validation and cost
in putting databases together.

Despite these numerous challenges, data sharing and biobanking
can flourish if key elements of governance are in place:

¢ Harmonisation of governance guidelines — this calls for
ongoing collaboration between members of the research
community, partner organisations, participants and key
stakeholders so that ethical codes are not breached when
sharing data and transfer of biological samples locally
and across borders.

e Transparency and accountability - researchers and
interested parties should know where biological samples
have come from and whether they were ethically obtained.
In the same vein, biobanks and donors should
know which research groups and organisations are using
their samples, and the research they are supporting''.

e Community engagement/involvement — this should be a
formal component of a good governance system as it has
implications not just for individuals but also for their
families and communities. In some LMIC contexts, indi-
viduals often take decisions in consultation with family and
community members'”.

* Non-exploitation - benefit sharing arising from the
use of data and samples should not take the form of
paternalistic tokenism. Exploitation can take many forms
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including HIC research collaborators and funders using
the power differential to enforce their own views and
policy imperatives on LMIC researchers.(Michael Pepper,
personal communication, 2020)

* Rational compliance — policies and legal requirements
for data sharing and biobanking should facilitate research,
not impose unnecessary obligations on the research
community.

¢ Conflict of interest — these need to be managed as in
some cases those that establish the biobank are the users
of the resource. GFBR participants noted that not
allowing such access may impede some types of research.

e Flexibility — as research and technology advances,
governance mechanisms should be flexible to accommo-
date these developments. For example, data access com-
mittees need to be established with specialized knowledge
on biobank and data management.

e External review — regular reviews by independent bodies
should be undertaken to ensure that data and samples
are shared in a responsible manner and in keeping with
conditions of access.

Conclusion

Sharing health data and samples has the potential to improve
our scientific understanding of health and disease, and inform
improvements in healthcare and the health of populations.
Increasing recognition of the need for collective action to address
global health issues is driving a rapid expansion of multinational
research activities incorporating biobanking and data sharing.
Effective sharing requires a significant investment of resources
to establish and maintain curation standards, methods and infra-
structure, in addition to appropriate governance policies and
processes. To effectively address global health needs, approaches
to developing data and sample sharing platforms and processes
should focus not just on maximising utility, but also recog-
nise the varying priorities and values of a range of stakeholders.
Participatory and procedurally fair processes are needed to
develop equitable approaches to sharing which are responsive to
the interests of study participants, communities, researchers, and
national institutions involved in collecting and curating data, as
well as the broader public which will potentially benefit from
sharing.

Data availability
No data are associated with this article.

Acknowledgements

The authors are grateful to the participants in the Global Forum
on Bioethics in Research (GFBR) in Stellenbosch, South
Africa, November 2018 for their comments and discussions
during the meeting.

Page 4 of 5



References

Wellcome Open Research 2020, 5:270 Last updated: 16 NOV 2020

Bull S, Roberts N, Parker M: Views of Ethical Best Practices in Sharing
Individual-Level Data From Medical and Public Health Research: A
Systematic Scoping Review. / Empir Res Hum Res Ethics. 2015; 10(3): 225-38.
PubMed Abstract | Publisher Full Text | Free Full Text

Kalkman S, Mostert M, Gerlinger C, et al.: Responsible data sharing in
international health research: a systematic review of principles and
norms. BMC Med Ethics. 2019; 20(1): 21.

PubMed Abstract | Publisher Full Text | Free Full Text

Global Forum on Bioethics in Research: Background paper: the ethics of data
sharing and biobanking in health research. Global Forum on Bioethics in
Research; 2018.

Reference Source

Global Forum on Bioethics in Research: Meeting report: ethics of data
sharing and biobanking in health research. Global Forum on Bioethics in
Research; 2019; 27.

Reference Source

Bull S: Ensuring global equity in open research. Wellcome Trust; 2016.
Publisher Full Text

Barnes KI, Canario JA, Vernekar SS, et al.: Equitable data sharing: challenges
and suggestions for ways forward [version 1; peer review: 2 approved with
reservations]. Wellcome Open Res. 2019; 4: 172.

Publisher Full Text

Nansumba H, Ssewanyana I, Tai M, et al.: Role of a regulatory and

10.

12.

governance framework in human biological materials and data sharing
in National Biobanks: Case studies from Biobank Integrating Platform,
Taiwan and the National Biorepository, Uganda [version 2; peer review: 2
approved]. Wellcome Open Res. 2020; 4: 171.

PubMed Abstract | Publisher Full Text | Free Full Text

Vaz M, Palmero AG, Nyangulu W, et al.: Diffusion of ethical governance policy
on sharing of biological materials and related data for biomedical research
[version 1; peer review: 1 approved, 1 approved with reservations].
Wellcome Open Res. 2019; 4: 170.

Publisher Full Text

Fernando B, King M, Sumathipala A: Advancing good governance in data
sharing and biobanking - international aspects [version 1; peer review: 2
approved]. Wellcome Open Res. 2019; 4: 184.

PubMed Abstract | Publisher Full Text | Free Full Text

McHale JV: Accountability, governance and biobanks: the ethics and
governance committee as guardian or as toothless tiger? Health Care Anal.
2011; 19(3): 231-46.

PubMed Abstract | Publisher Full Text

UKCRC Tissue Directory and Coordination Centre. Accessed 9 September 2020.
Reference Source

University of Cape Town: Ethics and Governance Framework for Best
Practice in Genomic Research and Biobanking in Africa. 2017.
Reference Source

Page 5 of 5


http://www.ncbi.nlm.nih.gov/pubmed/26297745
http://dx.doi.org/10.1177/1556264615594767
http://www.ncbi.nlm.nih.gov/pmc/articles/4548478
http://www.ncbi.nlm.nih.gov/pubmed/30922290
http://dx.doi.org/10.1186/s12910-019-0359-9
http://www.ncbi.nlm.nih.gov/pmc/articles/6437875
http://www.gfbr.global/wp-content/uploads/2018/04/GFBR-2018-background-paper-FINAL.pdf
http://www.gfbr.global/wp-content/uploads/2019/04/GFBR-2018-meeting-report-FINAL.pdf
http://dx.doi.org/10.6084/m9.figshare.4055181
http://dx.doi.org/10.12688/wellcomeopenres.15425.1
http://www.ncbi.nlm.nih.gov/pubmed/32954012
http://dx.doi.org/10.12688/wellcomeopenres.15442.2
http://www.ncbi.nlm.nih.gov/pmc/articles/7479498
http://dx.doi.org/10.12688/wellcomeopenres.15480.1
http://www.ncbi.nlm.nih.gov/pubmed/31950088
http://dx.doi.org/10.12688/wellcomeopenres.15540.1
http://www.ncbi.nlm.nih.gov/pmc/articles/6945104
http://www.ncbi.nlm.nih.gov/pubmed/21938513
http://dx.doi.org/10.1007/s10728-011-0195-7
https://biobankinguk.org/transparency-principles/
http://www.psychiatry.uct.ac.za/sites/default/files/image_tool/images/116/research/Final Framework for African genomics and biobanking_SC_February 2017 II_.pdf

