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The Instrument for Stability

A tool for development of cooperationA tool for development of cooperation 
measures

What is it ? Technical and financial assistance 

For whom ? Towards Third Countries

2 components:

Short term: flexible tool to prevent conflict, 
t t fli t liti l t bili tisupport post-conflict political stabilization, 

and recovery after a natural disasterIDM 2009/06



Th I t t f St bilitThe Instrument for Stability

Financial, economical and technical measures a c a , eco o ca a d tec ca easu es
with Third Countries

Long term: development of capacities toLong term: development of capacities to 
face global threats and to ensure crisis g

preparedness
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The Instrument for StabilityThe Instrument for Stability
In the Biological Field, e.g. contribution to:

Ri k i i i d h dRisk mitigation and enhance preparedness
in order to face the biorisk

Fight against illicit trafficking
Export control

Strengthen civilian disaster preparedness,
emergency planning and capabilities inemergency planning and capabilities in
case of pandemic
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The Instrument for Stability

How ? By transfer of biosafety andHow ? By transfer of biosafety and 
biosecurity

technical and financial assistance with
t f f ki d f k h i lltransfer of any kind of know-how especially
with regard to risk/threat assessment

exchange of information

research and analysis

early warning system and training
IDM 2009/06



Biosafety and biosecurity: 
a continuum

with two driving forces:

Bi i k tBiorisk assessment

Biorisk management

Quality management systems
Traceability
Competence of the staffCompetence of the staff
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Reminder of key definitions of y
WHO on biosafety and biosecurity
Biosafety (adapted from: WHO/CDS/EPR/2006.6)
laboratory biosafety describes the containment
principles, technologies and practices that are
implemented to prevent the unintentional exposure to
biological agents and to ins or their accidental releasebiological agents and toxins, or their accidental release

Biosecurity (adapted from: WHO/CDS/EPR/2006 6)Biosecurity (adapted from: WHO/CDS/EPR/2006.6)
laboratory biosecurity describes the protection, control
and accountability for valuable biological materials withiny g
laboratories, in order to prevent their loss, theft, misuse,
diversion of, unauthorised access, or intentional release

h th t th bi i k( ) i t blwhether or not the biorisk(s) is acceptable
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Reminder of definitions of biorisks
Bi i kBiorisk (adapted from OHSAS 18001:2007)
combination of the likelihood of the occurrence of an adverse event
involving exposure to biological agents and toxins and the consequenceinvolving exposure to biological agents and toxins and the consequence
(in terms of accidental infection, toxicity or allergy or unauthorised
access, loss, theft, misuse, diversion or release of biological agents or
VBMs) of such an exposureVBMs) of such an exposure

Biorisk encompasses both biosafety and biosecurity. The term came about as a 
result of the different uses and schemes that have been established for laboratory 

bi f t d bi itbiosafety and biosecurity,

Biorisk assessment (adapted from OHSAS 18001:2007)

f l ti th bi i k( ) i i f bi h d( ) VBMprocess of evaluating the biorisk(s) arising from biohazard(s) or VBMs,
taking into account the adequacy of any existing controls, and deciding
whether or not the biorisk(s) is acceptablewhether or not the biorisk(s) is acceptable.

Biorisk management system (adapted from OHSAS 18001:2007)

f i i ’ d d l dpart of an organisation’s management system used to develop and
implement its biorisk policy and manage its biorisks.
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Biosafety and biosecurity: 
a continuum

Bi i k b th bi f t dBiorisk encompasses both biosafety and
biosecurity. The term came about as a result of the
different uses and schemes that have been
established for laboratory biosafety and biosecurity.

Not a single response to the biorisk, but the
l t iti f di iti d thcomplementarities of dispositions, and the

Instrument for Stability of the European union takes
i t t ki d f bi l i l i k b thinto account any kind of biological risks, both
induced (unintentionally -- accidental release -- or
i t ti ll bi t i t t ) d t l (intentionally –e.g. bioterrorist act --) and natural (e.g.
pandemic)
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Biosafety and biosecurity: 
a continuum

Not a single response to the biorisk but the complementarities ofNot a single response to the biorisk, but the complementarities of
dispositions which are of different natures and could be measures
inside the laboratories and during the exchanges of biologicalg g g
pathogens between the laboratories:

M l f WHO fManuals of WHO (Laboratory Biosafety Manual, Third Edition
(WHO/CDS/CSR/LYO/2004.11, 2004) and the WHO Biorisk
Management: Laboratory Biosecurity GuidanceManagement: Laboratory Biosecurity Guidance
(WHO/CDS/EPR/2006.6, Sept. 2006).

General standards (ISOISO 1702517025 19991999 G lG l i ti t ffGeneral standards (ISOISO 1702517025:: 19991999 GeneralGeneral requirementsrequirements forfor
thethe competencecompetence ofof testingtesting andand calibrationcalibration laboratories/laboratories/ ISOISO 90009000:: 20002000
QualityQuality managementmanagement systemssystems -- FundamentalsFundamentals && vocabulary/vocabulary/ ISOISO 90019001::QualityQuality managementmanagement systemssystems -- FundamentalsFundamentals && vocabulary/vocabulary/ ISOISO 90019001::
20002000 QualityQuality managementmanagement systemssystems –– RequirementsRequirements ))
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Biosafety and biosecurity: 
tia continuum

SpecificSpecific standardsstandards andand guidelinesguidelines (( SOSOSpecificSpecific standardsstandards andand guidelinesguidelines (I(ISOSO 1400114001:: 19961996
EnvironmentalEnvironmental managementmanagement systemssystems -- SpecificationSpecification withwith guidanceguidance forfor use/use/
OHSAS 18001 (Occupational Health and Safety) management systems standards/
Th E C itt f St d di ti L b t Bi i k M tThe European Committee for Standardization, Laboratory Biorisk Management
Standard, CWA 15793:2008/ OECDOECD BESTBEST PRACTICEPRACTICE GUIDELINESGUIDELINES FORFOR
BIOLOGICALBIOLOGICAL RESOURCERESOURCE CENTRES,CENTRES, 20072007// CABRICABRI GuidelinesGuidelines
htthtt //// b ib i / id li/ id li ht lht lhttphttp:://www//www..cabricabri..org/guidelinesorg/guidelines..htmlhtml

Regional andRegional and Domestic Domestic Laws and regulations. 
European legislations and decrees takes into account:European legislations and decrees takes into account:

the continuum between biosafety and biosecurity, 
Includes biorisk assessment in the lab (type of strains, quantities,
infectious doses type of experimentations biosafety level ) but alsoinfectious doses, type of experimentations, biosafety level,…), but also
the lab in its environment. Tools are given to biologists to help them to
conduct their own risk assessment.
Starting from the biorisk assessment, defines the best recommendedStarting from the biorisk assessment, defines the best recommended
operating procedures for an efficient and reliable biorisk management,
and is built on quality management systems.
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Biosafety and biosecurity: a 
ticontinuum

2

2,5
Organization

Micro-organismquality management systems

1

1,5
Wastepoint of view 

0

0,5

PreventionCriminalization

BSL facilityImportation/Exportation

overlap OMS/UE

Animal experimentationGMO
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Biosafety and biosecurity: a 
ticontinuum

3

Personal Protective
Equipment

2

3
safety & hygieneStorage 

1
Premisestraining program for the

staff members 
0

s a e be s

overlap OMS/UE

Equipment

Strain and sample

Waste management
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Biosafety and biosecurity:Biosafety and biosecurity: 

a continuuma continuum
with two driving forces:with two driving forces:

Biorisk assessmentBiorisk assessment

Bi i k tBiorisk management

Quality management systems
Traceability
Competence of the staff IDM 2009/06



QUALITY MANAGEMENT
coordinates activities to direct and control an organization with 

regard to quality.

Quality management =Quality management =

quality {policy+objectives}                        

++
quality {planning+control+assurance+improvement}
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GOOD LABORATORY 
PRACTICES:PRACTICES: 

the goalsg

GLP “OECD P i i l f G d L b tGLP: “OECD Principles of Good Laboratory 
Practice” 

• organization and management of studies taking into• organization and management of studies taking into 
account test facilities, study director and personnel; 

• planning, control, recording, diffusion and archiving p g, , g, g
of the studies. 

Two keys words: overall traceability and studies 
reproducibility,
th li bilitthus reliability
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ISO 9001:
the goals

“Quality management systems-
Requirements”Requirements

where an organization:
• needs to demonstrate its ability to consistently provide product that meetsy y p p

customer and applicable regulatory requirements;
• aims to enhance customer satisfaction through the effective application of

the system, including processes for continual improvement of the system
d th f f it t t d li bl l tand the assurance of conformity to customer and applicable regulatory

requirements

A key word: customer satisfaction
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ISO/IEC 17025
“General requirements for the competence of 

testing and calibration laboratories”g
= ISO/IEC Guide 25 + EN 45001

• The main goal: for the laboratories which want to prove that they manage a qualityThe main goal: for the laboratories which want to prove that they manage a quality
system, are technically qualified, COMPETENT, and are able to generate technically valid
results, therefore reliable

• A better choice than the ISO 9001 and 9002, because the ISO/ IEC 17025 includes the,
whole of the requirements of the ISO 9001 and 9002 which are relevant for the field of
testing and calibration laboratories

• Testing and calibration laboratories that comply with this international Standard will
th f l t i d ith ISO 9001 d ISO 9002therefore also operate in accordance with ISO 9001 and ISO 9002

• Certification against ISO 9001 and ISO 9002 does not of itself demonstrate the
competence of the laboratory to produce technically valid data and results
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ISO/IEC 17025
“General requirements for the competence of testing

and calibration laboratories”
ISO/IEC G id 25 + EN 45001= ISO/IEC Guide 25 + EN 45001

An other goal: 
an open door to ards the international cooperation and th s

• The acceptance of testing and calibration results between

an open door towards the international cooperation and thus 
the economic development

p g
countries should be facilitated if laboratory complies with this
international Standard and if they obtain accreditation from
bodies which are entered into mutual recognition agreementsbodies which are entered into mutual recognition agreements
with equivalent bodies in other countries using this international
Standard
The use of this international Standard will facilitate• The use of this international Standard will facilitate
cooperation between laboratories and other bodies,
and assist in the exchange of information andg
experience, and in the harmonization of standards and
procedures IDM 2009/06



ISO/IEC 17025
“General requirements for the competence of

testing and calibration laboratories”
= ISO/IEC Guide 25 + EN 45001

An other goal:
an open door towards the international cooperation

F ll th ti iti ith d t

and also a tool which contributes to biosecurity and 
biosafety

• For all the activities with regard to
Research and Development programs
(testing laboratories)

• But also for strains conservation: the OECDBut also for strains conservation: the OECD
Initiative on BRCs
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BIOSAFETY AND BIOSECURITY:OS OS CU
WITHOUT BIORISK ASSESSMENT and QUALITY WITHOUT BIORISK ASSESSMENT and QUALITY 

MANAGEMENT SYSTEMS,MANAGEMENT SYSTEMS,

NO SECURITYNO SECURITY FOR BIOLOGICAL FIELDFOR BIOLOGICAL FIELDNO SECURITYNO SECURITY FOR BIOLOGICAL FIELDFOR BIOLOGICAL FIELD

INSTRUMENT FOR STABILITY and JOINT INSTRUMENT FOR STABILITY and JOINT 
ACTIONS OF EU IN BIOSAFETY AND ACTIONS OF EU IN BIOSAFETY AND 

BIOSECURITY:BIOSECURITY: in order to share with thirdin order to share with thirdBIOSECURITY: BIOSECURITY: in order to share with third in order to share with third 
countries a common culture of biorisk, to raise countries a common culture of biorisk, to raise 

the level of security and to enhance cooperationthe level of security and to enhance cooperation
IDM 2009/06
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•• CABRI Guidelines http://www.cabri.org/guidelines.htmlCABRI Guidelines http://www.cabri.org/guidelines.html

•• ISO ISO 1702517025: : 1999 1999 General requirements for the competence of testing and calibration laboratoriesGeneral requirements for the competence of testing and calibration laboratories

•• ISOISO 90009000:: 20002000 Quality management systemsQuality management systems Fundamentals & vocabularyFundamentals & vocabulary•• ISO ISO 90009000: : 2000 2000 Quality management systems Quality management systems -- Fundamentals & vocabularyFundamentals & vocabulary

•• ISO ISO 90019001: : 2000 2000 Quality management systems Quality management systems -- RequirementsRequirements

•• ISO ISO 1400114001: : 1996 1996 Environmental management systems Environmental management systems -- Specification with guidance for useSpecification with guidance for use
•• OHSAS 18001 (Occupational Health and Safety) management systems
standards
•• Laboratory Biosafety Manual, Third Edition (WHO/CDS/CSR/LYO/2004.11, 2004) and the WHO 
Biorisko s
• Management: Laboratory Biosecurity Guidance (WHO/CDS/EPR/2006.6, Sept. 2006).
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Thanks' a lot for your attention and … your patience!Thanks' a lot for your attention and … your patience!

Isabelle DaoustIsabelle Daoust--Maleval,Maleval, DAS DAS + + 33 1 42 19 84 30 33 1 42 19 84 30 
i b ll d ti b ll d t l l@d f fl l@d f fisabelle.daoustisabelle.daoust--maleval@defense.gouv.frmaleval@defense.gouv.fr
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