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MIRRI

- builds a pan-European distributed research infrastructure that provides
facilitated access to high quality microorganisms, their derivatives, associated
data and services for research, development and application

- connects public resource centres with researchers and policy makers as well as
other stakeholders to deliver material and services more effectively and
efficiently to meet the needs of innovation in biotechnology




Background

During the Preparatory Phase (2012-2015) the
MIRRI consortium comprises 16 Partners (dark
orange) and 20 Collaborating Parties (light
orange), representing 19 countries throughout
Europe.
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e MIRRI - our vision and values

e MIRRI is part of the Biological and Medical Research
Infrastructure (RI) ESFRI [andscape

 MIRRI vision is to be a unique pan-European high-
performance platform

— adding value to known and yet unknown microbial
biodiversity

— exploiting unknown sources and knowledge

— to accelerate discovery for the _ ®
bioeconomy and bioscience IO ==
 MIRRI will generate solutions to S LS
societal challenges by stimulating :
interaction between academia [ N
and bioindustry RLUEREN-



e improvement of credibility of science
* consistency with research council policy by return of investment
* establishment networks of interdisciplinary collaborations
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* interoperability of databases
* add value by consolidation of as yet scattered data
* setting standards by facilitating data mining
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== What makes MIRRI different?

What is the special thing about being an infrastructure?

Together, MIRRI can afford the full range of often expensive
technologies needed to explore biodiversity: an integrated
spectrum of equipment, data, service, knowledge etc.

Together, MIRRI provides access to the entire spectrum of
microorganisms accessible via a single entry point

Together, MIRRI sets European standards of collection, curation
and analysis

Together, MIRRI sets ambitious, collaborative research goals over
extended periods

Together, MIRRI can share best practices, standards, data,
personnel, knowledge etc.
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R Compliance management

e Quality of science and business
e Standard of services and products

e Legally compliant operational
framework

 MIRRI supports best practice in all
these areas but specifically through its

work packages:
— Access and Benefit Sharing (ABS)
— Biosecurity

— Business models
— Stakeholder relationships and partnerships
— Governance

 MIRRI policy must operate at the
national, regional and global levels
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EEEEEEEEEEEEEEEEE MIRRI Biosecurity Policy

MIRRI is preparing a policy
statement on Biorisk assessment
F, ) and implementation of
[ Biosecurity measures based on
N ~analyses of the results obtained
% IVllRRI _ from the Biosecurity

k \ bacteria

. archaea

i mic;:::mc | questionnaire and risk
oo 4o assessment trials, and the
N/ jmm,med ”“""‘“‘f"" - outcome of the MIRRI Workshop
e w B Biosecurity implementation

strategies and compliance
management in mBRCs, of 1-3
December 2014 (D.9.4). :



g The key elements of
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MIRRI Biosecurity Policy

Follow the relevant national law

adhere to the Code of Conduct on Biosecurity for BRCs

other comparable recognized standards

OECD Best Practice Guidelines on Biosecurity for BRCs;
Follow the development of biosecurity implementation strategies and adjust
practice accordingly;

Work in collaboration with MIRRI- and external partners towards developing and
implementing protocols for adequate biosecurity risk assessment of holdings and
normative compliance in MIRRI-mBRCs;

Offer available specific expertise to the MIRRI biosecurity expert cluster

Work with national authorities to increase competence and advocate the
establishment of national biosecurity offices and their international cooperation;

Work in collaboration with MIRRI- and external partners to strengthen the ethical
basis for biosecurity in the scientific community;

Adopt existing or develop new educational tools to raise awareness among mBRC
staff.
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(1) Biorisk management

e Integrate biorisk management throughout the organization and seek its
continuous improvement.

e Assign adequate resources and responsibility to guarantee compliance with

legal requirements, communication to staff and relevant third parties, and
carry out reliable and appropriate risk assessment.

(2) Raising awareness
* Devote specific attention in the education and further training of all staff on:

— the dual use dilemma i.e. the risks of misuse of biological material, information and life
sciences research

— the requirements of regulations in this context.

 Provide regular training and carry out auditing to maintain up to date
knowledge on biosecurity.

e Raise awareness of related third parties on their responsibilities.
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(3) Reporting misuse

Encourage a culture of reporting misuse.

Report any finding or suspicion of misuse of biological material,
information or technology directly to competent persons or
commissions.

Protect persons reporting on misuse and ensure that they are not
targeted for retribution as a consequence.

(4) Internal and external communication

Prevent access by unauthorised persons to internal and external
e-mails, post, telephone calls and data concerning information
about potential dual-use research or potential dual-use
materials.

Regulate the communication of sensitive information.

10
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e The Code of Conduct on Biosecurity
(5) Research and sharing knowledge

e Assess possible dual-use aspects of research during the
application for and the execution of research projects.

e Minimize the risk that publication of results on potential dual-use
organisms will contribute to misuse of that knowledge.

 Consider biosecurity implications when sharing knowledge.
(6) Accessibility

* Ensure physical security of and access control to stored potential
dual-use material in accordance with its risk classification.

 |Implement access control for staff and visitors where potential
dual-use biological materials are stored or used.
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== The Code of Conduct on Biosecurity

(7) Supply, shipment and transport

e Screen recipients of potential dual-use biological materials, in
consultation with the relevant authorities and parties.

e Select transporters suitable to handle potential dual use
biological materials.

e Perform export control in accordance with applicable regulatlons
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il MIRRI Biosecurity Workshop
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Education & Bioindustry &

Training Bioscience

'MICROBIAL REGOURGE
RESERRGH INFRASTAUGTURE

Standardisation &
Regulatory
Authorities

Politics &

Governments

MIRRI brought together stakeholders
to find common solutions

Braunschweig December 2014

Education is paramount - use existing training
modules (see
http://www.brad.ac.uk/bioethics/TraintheTrainer
/20CreditBiosecurityModule/

Creation of Biosecurity Offices e.g. similar to the
Netherlands

MIRRI should influence policies and practices

Ensure the Biosecurity Code for BRCs is dynamic

Help develop the absolutely essential risk
assessment best practice

Ensure high quality, high risk group organisms
are available

Creation of an expert cluster
Establish minimal requirements for mBRCs
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s MIRRI Workshop defined next steps
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A roadmap to implement best practice
Establish the expert group and support network

Seek sources of further information and use existing tools — a
more connected approach

Stepwise work flow for legal certainty and best practice
Assess changes since GBRCN, EMbaRC and OECD best practice
Establish a suitable mBRC risk assessment

Lobby policy makers to establish Biosecurity Office, tools to help
— OECD

— EU

— National

— Organisations — WHO, ISU, CBD (CHM), Institutions

Outreach to stakeholders, media
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e Next steps continued
e Overcome hurdles:
— Lack of coherent legislation
— Fragmented communication;
— Weakness of BTWC

— Acceptance: awareness in the lab; commitment of
management; Resistance to new regulation;

— Codes are not pragmatic; Changing mind sets; Need
to follow the advances in science (dynamic
approaches)
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— Education/Awareness of : Tools; dual use; restricting sensitive

Next steps continued

information; finances to fund this

— Knowledge: Lack of; Expertise; Community needs and
expectations

— Support: Legal, advice, finances; networks to help in
compliance measures; lack of experts (sufficient staff) in
MBRCs; help in the biorisk process

— Stepwise approach to mBRC compliance management
incorporating

Biorisk management
Quality management
Training

Business operation
Funding

Increase awareness / establish education program

Create an advisory environment / establish expert clusters

Establish contacts with government / promote
establishment of biosecurity offices

Influence policies / implement a Code of Conduct/ lobby
for biosecurity officers

articulate MIRRI implementation strategy for regulatoryand
normative compliance / establish risk assessment
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Specialised National Collection

MIRRI to:

e support mBRCs to implement best practice
e to work with science and bioindustry communities on common

approaches

e to work with policy makers to get practical solutions
e Support the implementation of the Biosecurity Code of Conduct

for BRCs

17
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Contact us via info@mirri.org

To be informed about the latest news about MIRRI,

visit our website (www.mirri.org) or join us in the social media £ . 3 B3
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The preparatory phase of MIRRI supported by the European Commission (grant agreement no. 312251)
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