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L
The Grand Challenges

AGIobal warming
ASuppIies of energy, water and food
geing societies
Public health
APandemics and security

EEMRJ Swedish Presidency, Lund Declaration 2009
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L
The Grand Challenges

AGIobal warming
ASuppIies of energy, water and food
geing societies

Public health require access to
APandemics and security human biological samples

EEMRJ Swedish Presidency, Lund Declaration 2009
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The AGrandChadd engesii
only be efficiently addressed in a globally
coordinated approach
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o
Biobanks in Medical Research

Fragmentation ,
Cancer Genome Project struggels

ELSI )
Funding with sample shortage
l l Technical (Nature Medicine 2007)
I l Follow-up 4 ‘ !
700,000 I 7 .
Cancer deaths i<
(North America; 2007) I '

!

Long haul: The Lung Cancer
Tissue Bank has only 20 of the 500
samples required.

NCI: Biological sampels are #1 roadblock

OECD: Global Biological Resource Centre Network

WHO/IARC: Standards for biological resource centres

ESF: Science Policy Briefing: Need for integration

EU/ESFRI: Research infrastructure for Biobanks and
BBMRI Biomolecular Resources (BBMRI)
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BBMRI: A pan-European Infrastrcuture

EC: 5 M€
30 months
53 partners (¢)
216 associated
organisations (¢)
30 countries

- www.bbmri.eu




The pan-European Research Infrastructure for
Biobanking and Biomolecular resources
as the European part of a
human domain GBRCN
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L
Different Levels of Interoperability

AEthicaI and legal frameworks
ata management
A‘Sample management

nmmm)> Requires different solutions
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B
The ERIC Legal Framework

x EUROPEAN

COMMISSION

Internationally recognized legal entity

Establishement of operational sites
% In different Member States that
b operate under one legislation

VAT exemption

COMMUNITY LEGAL'FRAMEWORK FOR A

EUROPEAN RESEARCH INFRASTRUCTURE
CONSORTIUM (ERIC)

BBMRI In force since 28.8.2009
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ERIC as the Legal Structure
of BBMRI

Distributed hub and spoke structure

Headquarter
(statutory seat)

2Z,

_— National members
'?J' “ {Biobanks
Technology centers

" Biomolecular res.
N7 @ \ . Associated partners
b { Hospitals

Universities
.Service prc




S
BBMRI Partner Charter (in brief)

Primacy

Respect the primacy of national and European legislation and respect the
A jurisdiction of competent authorities
Da

ta protection policy:
A No data on individuals will be made publicly accessible
Access policy:

Fair access in context of specific research projects and after REC
approval; biobanks do not loose control

Informed consent:

Implementation of the OECD guidelines for Human Biobanks and Genetic
A Research Databases
Inf

rastructure and management:

Implementation of the OECD best practice guidelines for Global Biological
A Resource Centres Networks.
Sa

mple collection and processing:

SOPs for processes considering the WHO/IARC guidelines for biological
resource centres for cancer research
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o
BBMRI and Publics

APuinc perception (focus groups and
urobarometer)

E
AActive participation of patient organizations
ASocio-economic Impact study

(Impact on science, economy, health care)
APoIiticaI engagement process
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S
The Adaptor Approach of BBMRI to
Achieve Interoperability

ADefine criteria

Which samples and data can be
combined?

Evidence-based guality indicators

ADeveIop tools

Data exchange
Intl. transfer of samples
Interoperability!
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