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EMARS I 
Work Package 4 
Risk Assessment 

Final Conference 
20 November 2008 

Overview 
¥  Working method 

¥  Deliverables 
¥  Results 

¥  Outlook for EMARS II 

Working method 
¥  9 meetings of the team 
¥  Select test cases 
¥  Liaison with WG IRAG 
¥  Develop reporting form for risk assessment 
¥  Old RAPEX, nomograph, new RAG (developing) 
¥  Discuss implementation in market surveillance: checking 

non-compliance vs risk assessment 
¥  Investigate differences chemicals Ð physical hazards 
¥  Presentation to PROSAFE meeting, May 2007 
¥  Workshops, December 2007 and May 2008 

Deliverables 
¥  Case reports in knowledge database 

¥  General recommendations based on cases 
¥  Document on experiences with new method 

¥  Chapter in Best Practice book 

Main conclusions 
¥  Detailed scenarios make assessments more transparent 

RAPEX notifications often lack details on incident and injury  

¥  Severity depends on type of injury and part of the body 
e.g. what body part is burned, to what degree? 

¥  Probability influenced by many factors 
e.g. product failure modes, consumer behaviour, environmental 
factors, vulnerability 

¥  Data from previous case can be re-used 

Difficulties / challenges 
¥  What are most relevant scenarios, when to stop? 

Focus on minimum number of steps, Ôcritical path to injuryÕ 
¥  Injury data, even if available, are difficult to apply to specific 

product 
¥  Probabilities often need to be estimated  

¥  Uncertainty becomes transparent 
¥  Calculated probability near border of two classes 

e.g. 1/150 is in class Ò> 1/1,000Ó but close to Ò>1/100Ó 
¥  How to deal with: 

Low probability or risk !  high number of products ? 
Very severe injury, very low probability? (Electrical products) 
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Book, chapter Risk assessment 
¥  Definitions based on ISO/IEC Guide 51 
¥  Why use risk assessment 
¥  General principles, requirements for risk assessment 
¥  Difference between non-compliance and risk assessment 
¥  Detailed process, step by step examples 
¥  Quantify risk, estimate uncertainty 
¥  Sources of data  
¥  Reporting a risk assessment result 
¥  Pitfalls in practice 
¥  Alternative methods, e.g. Nomograph 

General scheme risk assessment & management 

Possible further work 
¥  Using injury databases as basis for scenarios 

¥  Finding factors in probability / exposure assessment 
build database of factors 
ChemRisks Toolbox as model for exposure data? 

Outlook for EMARS II 
¥  Risk assessment module 
¥  More member states involved 
¥  Evaluate new Guidelines and best practice 
¥  Develop training materials for risk assessment 
¥  Develop network of risk assessment experts, 

combination with Rapid Advice Forum 
¥  Advice on standards 
¥  Develop databases (probability factors, risk 

assessments)? 
¥  Annual risk assessment forum / training 


