CanlupogaotSiiulafl

¥ ooyl (592 5L
M. Tuberculosis(TB)

MDRTB }Jbs\.:fjl}.od.u:\' a)l.g..:éﬁjl;.&

Sle 4508 S p St J 5 Slalid Gl | BBl bl Ko sl i Sl S Jls s Sladss S1e Sl S
Al ldlS 5 el )8 (g medils 5o plsal b el L K sl g els U,ﬁw‘MDRTBJJ\J@erAJMA{QSM

LSLA u@_})}u 6}.&JJSL&}$‘LA L;wL.«.:: WJMQQM‘D w\ g;.w‘ ebja.; )LPT l‘)LﬁM}N L)'l‘ é})f)ls J.»:Lv;: A_Jjjg:&

Ju\oM)LSMJMjcb\J(:bulB%@wuwwb_}a%bgﬁ)}prM

31 o3l b e 31 Cilien (b 4 4 ol 5558 ol e 6l Ol 51 L 5d o Syl Slidod S 0 ol 40 85 ila 5 g
ol Jij’d QK..;JNLG)T U:UJZ’-"Lf “ o.,\l.)b _]a..wj:‘gé‘ Aiyct.wébbda_a}m) quijfﬁ 44}»_: Ja.;- Lguw‘)%j;‘%cs&i
J_}'&k;a
wuﬁ)&djw\kfjﬁwb§‘45)‘3%3}}.&&)‘M)L&M‘OM&%)SMLBU(J‘)JSJ\ﬁPuC/.m-;.‘
ol Jos 2 BBl Ly Sl (g3ls Al 4w L oS L 5LS0N GG 5 sl S s Ok S mle SO SIS 5 el JSl
535S e oBilesl be i e b i cpl 55 dew. .ol ol ami U1 G & UV W 55l 351 sls Y ol
&.nl.a}u_éjm)l{&ui&:.w;‘o@j\J:J)L:.oa)l:>}>.j§;j)jg);Lg\.l.;.:lﬁ66393&\&@&&4}.:)!:)\}}]&1)

Agled o oalial gl 5l 3555 pKn s OLSLIS a5 1S 2S5 5 oY aw o>

o oKislesl e 5L e 53 g el aniliS 5 s,y X WS j 4 Y 53
.Jj.idee:\.sdiﬁL;)b).g..ic:.iua_fjd)ﬂ@zudpjﬂbe\ﬁ

Gl s 5,See 53 SKIM MK dole o010 (gla lames o213 55 L5 o Slalid T Ss)ls Conslio & JSla & 5a5

.Ju.}::L;GM‘KJ)‘J)‘?}c@lﬁj]é}ﬁ‘)))ééjﬁjé&‘.l‘)wﬁ)‘})‘) I

S8 Iyl olare & Il ol 4 10 Cowl g0l g 41 Lok ol oh 00 51 g9 5luw cl 50 45 (Wlao iaheo AISI

08,55 sl (s § Caol b (w5 (Fooul (325 ol 2 e

Page 1 of 1


http://www.google.com/url?url=http://www.medyalab.ir/&rct=j&frm=1&q=&esrc=s&sa=U&ved=0CBoQwW4wAWoVChMI_P_kl9i8yAIVRNUsCh1s-gp6&usg=AFQjCNEfJTZMJrgbmIDtEorentX72a7Zdw
http://www.google.com/url?url=http://2nd.rdconf.ir/&rct=j&frm=1&q=&esrc=s&sa=U&ved=0CCQQwW4wB2oVChMI7ob95de8yAIVgd0sCh2vHA59&usg=AFQjCNHSPQsvsDoBgf3AY8LwqIyHeO-1iA

Dy

L

Ob>yglas us>
o Maw &> 50 o iulo;l



S )9 o =

bLs,l s (sinioly csioul S Sowy, J,isS cap> Saiuld b piwnw
PP ) S gig &)9.]9” J.o|9.c LSl.z,o|9 §)|> s el U
o ol

Sl jaw G w0 > duw

Assessment sul;,l
Mitigation Wis>/juslS

Performance |,>l



Biorisk Management =

ssessment, itigation, erformance

Biorisk
Management

Mitigation




Risk Assessment Categories
informgation needed

» Agent prcger!ies o) y, mortality, treatment and
prevention, routes of transmission, communicability, agent

stability)
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» | aboratory itself (infrastructure, such as floors, walls,
cabingts, benches, and other existing elements that
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itigation measures (four categories) S o
Environment (including the community) bu=>xo
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New infectious agents, toxins, reagents, or other dangerous substances
New animal species, model. or route of administration of biological agents
Different procedures and practices

New equipment

Changes in personnel

Changes in manufacturer or supplier of consumable materials (PPE. con-
tainers. waste disposal materials, media, etc.)

Equipment that may no longer be operating effectively because it has dete-
riorated or has not had adequate repair/maintenance

Advances in scientific understanding and technology (new paradigms)

A relocation or renovation
A recent accident, laboratory-acquired infection (LAI). theft, or security
violation
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Biorisk Management =
Assessment, Mitigation, Performance

| Risk idenfification
Hazard/threat idenfification

\ Likelihood evaluation
Consequences evaluation
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Engineering Controls: Physical changes to work stations,

equipment, mafterials, production facilities, or any other
relevant aspect of the work environment that reduce or
preven’r exposure to hozords
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Administrative Controls: Policies, standards and guidelines

used 3O control risks ¢ cawlbow osul,>l Sl J,ius
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Practices and Procedures: Processes and activities that have

een shown in practice to be effective in reducing risks

Personal Protective Equipment: Devices worn by the worker to

protect against hazards in the laboratory
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Advantages/Disadvantages

Control Measure Disadvantages

Engineering Efficient,
Blimll‘lﬂtES hazard cnmplexlty

Indirect approach,
primanly addresses the
human factor

Administrative Authonty approach

: Training and
Practices & SOP based e
Procedures (standardized ?:qﬁi;:r?:ggts

approach)
Does not eliminate
PPE Ease of use, relative hazard, PPE fails
cost exposure happens,

uncomfortable, imits

ability
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Alr bags
At bags

I Car safety is all about
M* engineering systems
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Antilock braking sysiem (ABS)
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Mitigation measures most affect which side of the risk
assessment equation?




Substitution
(using different materials)
affects what side of the
risk assessment equation?




Elimination
(not doing the intended work)
does what to the risk 7




» Flimination or Substitution Sauww, doly o U
» Fngineering Confrols

» Administrative Controls Seudy) Jlois| uslS
ices and Procedures -

» Porsonal Protective Equipment
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Blorisk Management =
Assessment, Mitigation, Performance

Risk idenfficaion ~ Elimination or Subshtution
Hazard/threat identification  Engineenng Controls
Likelhood evaluation ~ Administrative Control
Consequences evaluation Prachces and Procedures
Personal Protective Equipment




Performance

Performance is the way in which someone or
something functions

FPerformance is the result of all the efforts of a
company or organization

Performance improves biorisk management: you know
that your system works and is sustainable, and that
the risk is acceptable



" How could you categorize these performance
IssUes?
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Performance
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performance

Control: Processes, procedures, structures, and
responsibilities to manage biorisk

Assurance: Systematic process of checking the
system through audits and inspections

Improvement: Setting and achieving biorisk

management goals based on internal and external
feedback

\




Blorisk Management =
Assessment, Mitigation, Performance

Risk idenfification Elimination or Substiiution Conrol
azard/threat identification Engineering Conirols Assurance
Likelihood evaluation Administrative Control Improvement
Conseguences evaluation  Practices and Procedures
Personal Protective Equipment
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Laboratory Biorisk Management Standard

& CWA 15793:2008

# Management system

% Consistent with other international standards such
as |SC 9001/14001 and OHSAS 18001

& Performance based

e

Voluntary
&% PDCA based



Overview

» In 2007, the document was adopted, and published
as CWA 15793:2008 by CEN in 2008

— 76 participants from 24 countries developed a
management system approach to biosafety and
biosecurity in the laboratory

— CEN in Brussels facilitated the process with funding by
the European Commission

hipreskGacid.com = wew biorsk.ey

r@- ’ﬁ'w - E N=N Lo T R Astrazeneca &




CWA 15793:2008

IS &

Management System Standard

Consistent with other international
standards such as 150 9001 /
14001 and O5HAS18001
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Contains definitions, requirements
and notes for guidance



Scope

« The Standard is not a technical document
« The Standard is performance oriented

— Describes what needs to be achieved
— How to do it is up to the organization

. The Standard is not intended to replace any
national or sub-national regulatory
requirements that may apply to the
laboratory/facility

. Compliance with regulatory requirements is

mandatory



CWA 15793:2008

Examples of topics covered:

T g & & 9 8 g g g 9

Biorisk Management Policy

Hazard identification, risk assessment and risk control

Roles, responsibilities and authorities
Training, awareness and competence
Operational control

Emergency response and contingency plans
Inventory monitoring and control

Accident and incident investigation
Inspection and audit

Biorisk management review




Biorisk Management =
Assessment, Mitigation, Performance

Risk identification Elimination or Substitution Control
Hazard/threat identification Engineering Controls Assurance
Likelihood evaluation Administrative Control Improvement
Consequences evaluation  Practices and Procedures
Personal Protective Equipment

CWA 15793:2011




Systematic Approach
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How does “plan, do, check, act” relate to the
‘assessment, mitigation, performance”™ model?
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PDCA as,>

» Plan:
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AMP vs. PDCA

Assessment = Plan, Do, Check, Act
Mitigation = Plan, Do, Check, Act

Performance = Plan, Do, Check, Act
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The AMP model
% Assessment = Plan, Do, Check, Act

& Mitigation = Plan, Do, Check, Act
# Performance = Plan, Do, Check, Act

Mitigation is improved and sustained when
performance measures are included



identification of Biorisks

Identification of A
Biorisks

Biosafety Risk |l Biosecurity Risk
Assessment Assessment

"

Biosafety Risk
Mitigation

Biosecurity Risk

Mitigation
e T——

Performance
Measures
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Definitions

4 Laboratory biosafety’: containment
principles, technologies, and practices
implemented to prevent unintentional
exposure to pathogens and toxins, or
their unintentional release

& Laboratory biosecurity’: protection,
control and accountability for valuable
biological materials within laboratories, PU—
in order to prevent their unauthorized
access, loss, theft, misuse, diversion, or .
intentional release

i
:
1
i
1

'Laboratory biosafety manual, Third edition (WHQ, 2004)
2Biorisk management Laboratory biosecurify guidance (WHO, 2006)
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Eiorisk Management
Page 5of 10
Biorisk

# The risk associated with biological materials? in the
laboratory has a safety and a security component

% Biorisk encompasses risks from the biosafety and
laboratory biosecurity perspective, associated with
biological materials

1Please note that the definition used here is broader than the one used in the
CWA15793 document
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Hazard

% Hazard is a source or object that can cause harm

% Hazard is not a risk without a
specific environment or situation

C_\ASAS‘LELS.:)\a)i_\S

11



Risk

# Risk is the likelihood of an event with a hazard that
has consequences
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What is the difference between
a hazard and a threat?

S {5l 5 SIS 13



Hazard, Threat, and Risk

&% A hazard is a source or object that can cause harm

% |n security terms, a threat is associated with a
person who has intent to cause harm to other
people, animals, or the institution

% A Trisk can be based on either a hazard, or a hazard
and a threat
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Likelihood
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Risk, Likelihood, and Consequences

# Risk is the likelihood of an event with a hazard (or a
hazard and threat) that has consequences

& Likelihood is the probability an event occurring

# Consequences is the severity of an event
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Large amount of boiling water on front of stove, step stool next to

stove, child not restrained

Likelihood

Consequences

Large amount of boiling water, no step stool, child strapped in a

high chair

Likelihood

Consequences
G 6185 ) 5SS 20



Small amount of cold water in the pan over a hot stove, step stool
next to stove, child not restrained

Likelihood

Small amount of cold water over a hot stove, no step stool, child

strapped in a high chair
Consequences

Likelihood

Consequences
i ol ) 5 RS
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Biorisk assessment

Blorisk Management =

Assessment

)
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