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Agenda

Mitigating the Risk Managing the Process Q & A Session
Hazard Identification Reporting Requirements
Risk Management Recall Preparedness

Product Life Cycle
Compliance Programs
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|dentify Potential Hazards and Risks

I Human Factors Revievicoes Beyond the Standards
B Try To Anticipate Foreseeable Use & Unintended Use Scenarios

I Understand & Enhance Interaction Between Users & Products
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Perform behavioral task analysis

|dentify steps associated with product use
I Assembly

i Intended use

i Foreseeable unintended use (misuse)
i Cleaning

i Troubleshooting

B Disassembly

i Storage
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Hazard identificatiorgr external resources

International
Organization for
Standardization

i Global regulations
B Industry standardg mandatory and voluntary LQ,JEIPI)

Are voluntary standards truly voluntary?

3\

I CPSC & International Recalls Sa?érproduqhm

§ Incident/ injury data, including NEISS data

# Anthropometric datag childatg adultdata olderadultdata
strength data for design safety
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NEISS

National Electronic Injury
Surveillance System
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Hazard identification internal resources

B Customer service feedback

i Provide tolifree phone number

B Complaints and associated follayp

i Returns/replacement parts/repairs

B Online product reviews / social media

I Feedback safetyelated issues to product
designers and engineers

i Central repository for incident reports and other
customer feedback
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Use standardized checklist

B ISO Guide 50, ISO Guide 51 B Internal Hazard Pattern Checklist
B EU Guidelines for Neiood Consumer Products B 1SO 13077

Hazards; Based on ISO Guide 60 Is the hazardoresent Has the hazard been addresse

MECHANICAL HAZARD
Gaps and openings

Protrusions v

Corners, edges and points

Projectiles

Hazards for small objects

Nonpermeable enclosures v v

Inadequate stability
Inadequate structural integrity
Hazardous heights

Moving and rotating objects

Noise v v
Drawing hazards
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FMEA can quantify risks

Process of systematically identifying hazards to determine outcome and level of risk

i EU Guidelines for NelRood Consumer Products

Severity of Injury

Probability of damage during the foreseeable lifetime of]

the product

Almost certain. might well be expected = 50 % t[-l = I-]_lgh 1isk

Quite possible = 1/10 - - . .
Unusual but possible > 1/100 Slg - Slgn]ﬁcant risk
Only remotely possible = 1/1.000 L L- Low risk
Conceivable. but highly unlikely > 1/10.000 L

Practically impossible = 1/100.000 L

Impossible unless aided > 1/1.000.000 Sig L L L

(Virtually) Impossible < 1/1.000.000 L L L L

Severity of injury
1 Injury or consequence that after a basic treatment (first aid, normally not by a doctor) does not
substantially hamper the functioning or cause excessive pain; usually the consequences are
completely reversible.
2 | Injury or consequence for which a visit to the Emergency Room may be necessary, but in
general hospitalisation is not required. The functioning may be affected for a limited time, not
more than about 6 months, and recovery is more or less complete.
3 | Injury or consequence that normally requires hospitalisation and will affect functioning for more
than 6 months or lead to a permanent loss of function.
4 | Injury or consequence that is or could be fatal, including brain death; consequences that affect
reproduction or offspring; severe/grievous loss of limbs and/or function, leading to more than
about 10% of disability.
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