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Overview

Who is working on risk assessment methodology?
Details of some activities
What are common features and differences?

What is necessary to achieve converging development?
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Many actors and initiatives...

EMARS project

EuroSafe WG Risk Assessment

ISO/COPOLCO WG Product Safety

HARAP Group

EU Scientific Committees opinion on harmonisation (2003)

TGD revision (REACH Implementation Project)

FAO / WHO Food Safety Risk Analysis (2006)

WHO Guidance document uncertainty in exposure assessment (2006)
International Risk Governance Council (IRGC) White Paper (2006)
International Programme on Chemical Safety (IPCS) Risk Assessment Terminology (2004)
Occupational Risk Model (Bow-tie method )
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Categorised In various ways

post-market

EMARS
physical EuroSafe chemical
IRCG WHO / FAO
ISO COPOLCO TGD
HARAP
pre-market
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...what Is relation with RAG?

Risk assessment is key issue in many settings
Different approaches possible
Complex process

Some guidelines very detailed compared to RAG
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EuroSafe

(formerly ECOSA)

Network of safety organisations and professionals in Europe
Public health approach in injury prevention

Linking policy and practice in safety promotion

Enhancing European injury data exchange

Www.eurosafe.eu.com
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EuroSafe WG Risk Assessment

Started after Conference Best Practice Risk Assessment in Product Safety,
Edinburgh, April 2005

WG includes US experts and producers EuroSafe :

European Association for
FOCUS On: Injury Prevention and Safety Promotion

Factors to take into account About us | Programmes | Task Forces | Current activities | |

Introduction Current activities

|nforma’[i0n sources needed JConsumer safety Last meeting: 28-29 June 2007

» PILEFE (ot Mew! Summary of discussions

JWG on Risk Assessment minutes

Expertlse / dlSClpIIne needed Terms of reference

Meeting documents:
Comrents on flowchart content (Me

20073

Tools that are available

Website developments

The above-mentioned reeting will £
contains:

# main definitinns and A framewnrk
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Current EuroSafe WG results

Flowchart of the risk assessment process
‘Checklist’ of questions for each step:
Objective of the assessment
Hazard identification and characterisation
Exposure assessment
Risk characterisation

Risk evaluation and decision making
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EuroSafe Process flowchart

Obijective
|
v v
Hazard Identification Exposure
and Characterisation Assessment
Risk

Characterisation

A

Risk
Evaluation

Communicate
Risk

Actions for Risk
Reduction
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EMARS project
Enhancing Market Surveillance through Best Practice
Project running 2006 — 2008 ¥
. . L b
Participation by 15 member states , BEEMAR:S
. . . - W R A e R e |
Financial contribution from DG Sanco o i e

6 Work packages — WP4: Risk assessment T ——

Latest Hews - Risk Assessiment inthe Spotlight - Th
host Workshops in Brussels 11th and 12th Decemly

link on the right.
Www.emars.eu
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Some EMARS WP4 test cases

Folding chair
Hammer

Sockect protectors
Candles

Luggage straps
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EMARS WP4 work and deliverables

WP4 worked in close co-operation with WG IRAG
Main deliverables:
Ideas on putting IRAG ideas into practice
Reference assessments for specific cases
Chapter in book Best Practice in Market Surveillance
Workshops (next one 12th December)
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ISO COPOLCO WG product safety

2004: WG relaunched
COPOLCO = Consumer Policy Committee
WG investigates how ISO and IEC address safety issues
2006: Proposed to produce guidance document
Consumer product safety — a practical guide for suppliers
Aim: designing safety into products
2007: Consultation among ISO and IEC members
Next step: committee or WG formed?

Guide intended to address risk assessment; EuroSafe results as starting point?
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IPCS International Programme on Chemical Safety

IPCS Risk Assessment Terminology

Part 1: Key Generic Terms used in Chemical Risk Assessment

Part 2: Glossary of Key Exposure Assessment Terminology

Produced within Inter-Organization Programme for the Sound Management of Chemicals
(UNEP, ILO, FAO, WHO, UNIDO, UNITAR and OECD)

Risk assessment process includes four steps: hazard identification, hazard
characterization (related term: Dose-response assessment), exposure

assessment, and risk characterization
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HARAP

Hazard and Risk Assessment Process Group
Informal industry-based focus group formed following EuroSafe conference

Objective: develop pragmatic approach to pre-market Risk Assessment of
consumer products

Basic ideas: - ey
vqtvug\ —| Remote

Starting from Nomograph method

§5Eg
L 1 ]

Taking into account more hazards
and scenarios per product

Software tool development los K1

Uses expert assessment oy j P
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Bow-tie concept
Events and Harm to people and
Circumstances damage. to assets
x or environment

BARRIERS \
2

] . AD/ T

| P iﬂ\ —

//D/ Undesirabljevent with \B\\H‘\

potential for harm or damage

Maintenance activities
Operations activities
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Hazard
Identification

(Risk v ,
management o Hafard i AEXposure t

Cycle) aracterisation ssessmen

Risk

Characterisation

&
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FAO / WHO

Quantitative stochastic
Quantitative deterministic

Specific data, sophisticated models

Generic numbers, simple model(s)

Qualitative, descriptive, categorical

Complexity

>

Resource requirements

Source: Food Safety Risk Analysis, WHO/FAO 2006 1s
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Common features

Risk assessment as process to help take decisions
Exposure assessment as important step

Exposure is determined by many factors

Scenarios help finding the relevant factors

Scarcity of quantitative data on exposure

Related risk assessment activities | Dirk van Aken
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Differences

Type of decision:
design decision or post-market action on specific product
market surveillance policy or

Terminology to describe process

Specific exposure parameters e.g..
for chemicals: parameters determining systemic dose

for physical hazards: parameters determining chain of events to injury
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What Is necessary for converging development?

Consensus about general idea of risk

Strong focus on structured analysis of scenarios
Quantitative data for exposure models
Harmonisation of methodology

Harmonisation of terminology

Related risk assessment activities | Dirk van Aken 21
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