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Appropriate Ethical and Legal Frameworks

O

6 Protection of participants

6 Need for ethical/legal guidelines for the particular
context of biobank harmonization
i Long term use
i Research questions not pre-defined
i Data/samples sharing between studies/countries

6 Protection of eventual intellectual property
6 Higher degree of data security




Appropriate Ethical and Legal Frameworks

O

6 Public support is needed to ensure the successful
creation, running and financing of a biobank

6 Participants must trust that:

i The biobank will have an appropriate and effective governance
structure

i The research will be conducted ethically and will be beneficial
for society

i Their personal information will be protected




Interaction of Biobank with Society

O
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Governance Mechanisms

O

1. International Guidelines
2. Legislation specific to biobanks
3. Other general related practices




International Guidelines

O

6 Human Genome Organization (HUGO)
6 International Bioethics Committee (IBC) of UNESCO

6 Organisation for Economic Co-operation and
Development (OECD)

6 International Council on Harmonisation (ICH)

6 Council of International Organizations of Medical
Services (CIOMS)




Human Genome Organization (HUGO)

O

6 Statement on the Principled Conduct of Genetic
Research (1996)

6 Statement on DNA Sampling: Control and Access
(1998)

6 Statement on Human Genomic Databases (2002)




International Bioethics Committee (IBC) of
UNESCO

6 Universal Declaration on the Human Genome and
Human Rights (1997)

6 International Declaration on Human Genetic Data
(2003)




Organisation for Economic Co-operation and
Development (OECD)

O

6 OECD Best Practice Guidelines for Biological
Resources Centres

6 OECD Draft Guidelines on Human Biobank and
Genetic Research Databases (HBGRDs) (2008)




P3G Guidelines Comparison Chart
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National Biobank Laws

O

- 4 examples of national legislation on biobanks

Country

Scope Organisation |Conditions [Condition |Condition | Consent
and or of closure |of storage|of access |and rights
Purpose |Establishment and scope | of donors
of a biobank of
research

X X X X X X

X X X X

X X X X

X X X X X X




National Biobank Laws

O

Country | Controls, Confidentiality |Commercialisation, |Discrimination
appeals and and coding IP and licensing
penalties

X X

X X

X X




Detalls about Scope and Purpose

O

6 What is the purpose of the legislation?

Different approaches:
7 some are specific to one biobank,
7 some relate to any biobank in the country, and

@ others have a broader scope and only discuss
biobank in a chapter within the law.




Summary

O

6 Common principles:

i Broad consent

i right of the donor to withdraw
i conditions of storage

6 Diverse approaches:

i access by researchers

i scope of the law

j organisation

i Extent of protection and oversight

How can we promote harmonisation?




Other Related Practices

O

6 Applicable legislation/regulations and standards

i Human rights; data protection; health and safety; statistics;
use of human tissue; blood and other biomaterials; protection
of humans involved in research

6 Scientific and ethics review
6 Professional and institutional guidelines




Socio-Cultural Norms

International Codes of Conduct/ Internationally-Binding
Declarations/Guidelines Legislation/Conventions

4 !
Domestic Legislation
(may include biobank-specific legislation)

!
Regulations/Guidelines/Professional
Standards/Funding Requirements
!

Institutional Requirements

International Scientific Advisory Committee

|

Scientific === Biobank Executive === Ethics
Oversight 4% Committee %—’ Oversight
Committee ESKSOEERE. SOERES SUSEIE SRS

Laboratory % Data Access

Biosafety Committee

Committee Hrmrrrrrmrenen

= Other committees?
= Public Engagement
= Epidemiology

= Data Security




Conclusions

O

6 No one governance framework can apply to all
biobanks

6 Frameworks must be context-driven
6 However, frameworks should ensure certain aspects




6 Scientific Aspects:

i The research conducted will advance science and benefit the
population and individuals in the future.

i The resource’s procedures and activities will receive regular
Independent scientific review.




6 Ethical aspects:

i The confidentiality of personal information will be protected.

i The resource’s procedures and activities will receive regular
Independent ethics review.

i All requests for access to data and samples will be reviewed at
some level.

i The resource will comply with all relevant legislation,
guidelines and standards.




0 EXxpertise:
i There will be expert representation on all governance and

oversight committees as appropriate (i.e., epidemiologists,
bioinformaticians, sociologists, geneticists, etc.)




6 Communication:

i The population will be kept generally informed of the research
conducted using their data and samples.

i Participants will be able to register their comments, queries
and complaints with the resource, with the assurance that any
complaints will be addressed.




Future Directions for Laws and Regulations
on Biobanks

O

6 Reframe the rights of donors to withdraw in the
context of international use and sharing of samples
and data?

6 Make provisions for the closure of a biobank
6 Provide re-contact/general communication models

6 Facilitate access for researchers without compromising
confidentiality and quality of the research
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