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PPAI Disclaimer

This information is being furnished by PPAI for educational and
informational purposes only. The Association makes no warranties or
representations about specific dates, coverage or application. Consult
with appropriate legal counsel about the specific application of the law
to your business and products.
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I. INTRODUCTION

Il. HAZARD IDENTIFICATION

lll. RISK MANAGEMENT
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Introduction

= Regulatory compliance is a
minimum requirement

= Hazard identification and risk
management

= Ensure continued compliance

= Safety-related recalls are still
occurring
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Industry Concerns

- Products are often intended for use by adults, given out at trade
shows and workplaces, but end up in the hands of children.

- How to determine whether a product is a general consumer product
or a children’s product?

-  Who bears the responsibility for determining if a product is a
children’s product?
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Product Recalls - Children

* Regulatory compliance does not always equal product safety
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Product Recalls - Adult

* Design hazards cause recalls of adult or general use items as well
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http://www.cpsc.gov/en/Recalls/2013/Kichler-Lighting-Recalls-Chandeliers/

CPSC Recommendation

“The safety of a product depends upon many factors. One
factor is building safety into the product design. The
circumstances under which products are used or misused by
consumers is another factor. The ability of manufacturers to
recognize and anticipate these factors is central to the effective

design and production of safe products.”

3 @PPAIProfDev




Il. Hazard Identification
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Every Consumer Product Has Risk
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How Can You ldentify Potential Hazards and Risks?

Human Factors Review - Goes Beyond the
Standards

Try To Anticipate Foreseeable Use &
Unintended Use Scenarios

Understand & Enhance Interaction
Between Users & Products




What is Human Factors?

An area of psychology that studies the relationship between
people and their environments
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Goals of Human Factors

Maximize performance
 Enhance user experience
 Comfort and fit

Minimize errors
* Foreseeable use and misuse

Safety
* Injury prevention
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Foreseeable Use and Misuse

e |nstructions

* Product look and function

* Similarity to other products
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Who Can Conduct?

« Personnel with specialized skills (i.e. human factors, industrial
design, child development)

* Internal or external team

 Independent from the product designer
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When to Conduct?

« Concept stage

 Sculpt or working model

* Engineering pilots

 Early production samples
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Components of Human Factors Review

Evaluate concept or product for:

 |ntended and unintended users
 Function — foreseeable use and misuse
« Design — fit, comfort and size
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Determine if ltem is a Children’s Product or General
Use/Adult Item

Children’s Product vs General Use/Adult Items

= Children’s products are highly regulated

= Theme can be a major factor
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http://www.thefind.com/buy-3nV1LZOWE?result_view_id=23907743e7ca6f80e7455f9a7b174c5c:0003&result_impression_id=23907743e7ca6f80e7455f9a7b174c5c:0033&srcquery=5+qt+pail
http://www.bocajava.com/showProductDetail.do?catalogId=392&productId=6259

Determine if ltem is a Children’s Product or General
UJse/Adult Item

Definition of Children’s Product

= A children’s product is defined as a consumer product primarily intended for children 12
years of age or younger

= Factors to Consider:

* A statement by a manufacturer about the intended use of such product, including a label on such
product if such statement is reasonable

 Whether the product is represented in its packaging, display, promotion,
or advertising as appropriate for use by children 12 years of age or younger

* Whether the product is commonly recognized by consumers as being
intended for use by a child 12 years of age or younger
 The Age Determination Guidelines issued by CPSC staff
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Determine if ltem is a Children’s Product or General
Use/Adult Item

Other Factors to Consider

= Size and Shape Classic Product = Level of Realism/Detail

= Materials Used Colors = Licensing/Theme

= Number of Parts Cause & Effect

= Motor Skills Reauired Sensory Elements




Hazard ldentification Resources

Your Portal for Standards, Testing, Learning, & More

Global & Voluntary Standards A0y ASTM COMPASS®
N
Existing Data

Behavioral Task Analysis

= Research e

STANDARDS
Book of Standards OTHER CONTENT

AASHTO

DIGITAL LIBRARY
Journals

Special Technical Publications vop

Aanuals Mo:)cumphx

TRAINING




Review Global & Voluntary Standards

International
Organization for

Mandatory regulations and standards are minimum -
Standardization

requirements

Over half of all products recalled complied with
mandatory standards!

Voluntary standards address additional issues,
including safety, quality and performance

International standards vary
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Analyze Existing Data - external

= Incident / Injury Data, including NEISS Data

= Government and NGO Publications and Reports

" CPSC & International Recalls

= Medical / Social sciences publications — NIH, HFES

= Anthropometric data — Childata, Adultdata, Older | i %_i\
Adultdata, Strength Data for Design Safety :

= SaferProducts.gov

Y\ }
A e Ve, w¥ @PPAIProfDev
PPAI 'R PPAl ¢ hare/ M.




Analyze Existing Data - internal

= Customer Service Feedback

= Complaints, associated follow-up

= Returns / Replacement parts / Repairs
= On-line product reviews

= Feed back safety-related issues to product designers and
engineers

= Maintain central repository for incident reports and other customer
feedback
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Perform Behavioral Task Analysis '

Identify steps associated with product use

Assembly

Intended use

Foreseeable unintended use (misuse)
Cleaning

Troubleshooting

Disassembly

Storage
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Conduct Research

= Behavioral observations

= Sensory panels

e

“‘r
= Focus groups \
H

= Survey research
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= |SO Guide 50, ISO Guide 51

= EU Guidelines for Non-
food Consumer Products

= |SO 13077

= |nternal Hazard Pattern
Checklist

Use Standardized Checklist

Hazards - Based on ISO Guide 60

Is the Hazard Present

Has the Hazard Been Addressed

Mechanical Hazards

Gaps and openings

Protrusions

v

Corners, edges and points

Projectiles

Hazards from small objects

Non-permeable enclosures

Inadequate stability

Inadequate structural integrity

Hazardous heights

Moving and rotating objects

Noise

v

Drowning hazards

Hazards from suction

Thermal Hazards

Flammability and burning characteristics

Hazards from hot and cold surfaces

Hazards from hot and cold fluids
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Hazard Pattern Checklist (not all-inclusive)

= Burns/Fires = Lacerations

= Eye Injuries = Contusions

= Facial Suction = Finger/Wrist

= Suffocation = Entanglement

" |mpalement = Ear Impaction

= Puncture/Projection = Finger Entrapment
= Choking/Aspiration = Hair Entanglement

"= Throat Impaction
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Use Decision Tree

Top down method of analyzing a series of
foreseeable events

= |SO Guide 51
= |SO 13077

= EU Guidelines for Non-Food Consumer Products

Definition of intended
use and reasonably
foreseeable misuse

Hazard identification

Risk analysis

Risk reduction

Risk assessment

Risk estimation

Risk evaluation

Is tolerable risk
achieved ?
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FMEA Can Quantify Risks

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

= EU Guidelines for Non-Food Consumer Products

Severity of Injury
Probability of damage during the foreseeable lifetime of] _
the product
Almost certain. might well be expected = 50 % H- ngh l'lSk
Quite possible = 1/10 - . . .
Unusual but possible = 1/100 Slg — Slgnlﬁcallt I]Sk
Only remotely possible =~ 1/1.000 L-— Low I'iSk
Conceivable. but highly unlikely = 1/10.000
Practically impossible = 1/100,000 L
Impossible unless aided = 1/1.000.000 Sig L L Probability of damage during the foreseeable lifetime of
(Virtually) Impossible < 1/1.000.000 L L L the I:I‘Odl.lct
Severity of injury Almost certain, might well be expected > 50 %
1 Injury or consequence that after a basic treatment (first aid, normally not by a doctor) does not - bl
substantially hamper the functioning or cause excessive pain; usually the consequences are Quite possible > 1/10
completely reversible. Unusual but possible > 1/
2 | Injury or consequence for which a visit to the Emergency Room may be necessary, but in P - l'.l 00
general hospitalisation is not required. The functioning may be affected for a limited time, not Only 1‘emotcly possﬂjle > 1/1.000
more than about 6 months, and recovery is more or less complete. i . .
3 | Injury or consequence that normally requires hospitalisation and will affect functioning for more Conceivable, but hlghly unhke]y > 1/10,000
than 6 months or lead to a permanent loss of function. Pl‘actically impossib]e > 1/100.000
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 Impossible unless aided >1/1,000,000
o, i ili “ w
about 10% of disability. (Virtually) Impossible < 1/1,000.000
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lll. Risk Management
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Apply the Safety Hierarchy

Effectiveness

3 @PPAIProfDev



Design Hazard Out

Likelihood of hazard occurring
Severity of potential injury
Technologically feasible
Financially feasible

High risk or high profile category

Severity of Injury

Probability of damage during the foreseeable lifetime of]
the Erodutt

Almost certain. might well be expected > 50 %

Quite possible = 1/10

Unusual but possible = 1/100

Only remotely possible = 1/1.000

Conceivable, but highly unlikely = 1/10,000

Practically impossible > 1/100.000

[mpossible unless aided > 1/1.000.000 Sig
(Virtually) Impossible = 1/1.000.000 L
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http://r.search.yahoo.com/_ylt=A0LEV07ZeTlTDBgAT_BXNyoA;_ylu=X3oDMTBtdXBkbHJyBHNlYwNmcC1hdHRyaWIEc2xrA3J1cmw-/RV=2/RE=1396304474/RO=10/RU=http:/www.walmart.com/ip/Safety-1st-Sounds-N-Lights-Activity-Walker/4810542/RK=0/RS=Ya31IBpyXpmPOIYzmNitVS6D1fs-

Guard Against The Hazard

Physical Guard Fe proliciion

Procedural Guard
At least 12 years old / 2

Proper Manufacturing Controls Wj
Z < l - '|
Select suitable vendor/factory =

Review factory flowchart and quality control (QC) plan / /
e Critical processes Long7 ‘
~®,_4 pants |

* In-factory testing A
.

¥ R N NN L 10 TSP
Blade guard Sturdy shoes

Start-up and In-process Monitoring
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Warn About The Hazard

é WARNING:

CHOEING HAZARD--Small parts
Not for children under 3 yrs.

KEEP HANDS and FEET AWAY A
WARNING:

CHOKING HAZARD--Children undsr & yrs. can
choke or suffocate on uninflated or broken balloons.
Adult supervision required.

Coocentrated
Liowes O Bt Santtry

DANGER A —
==

Heep uninflated ballcons from children.
Discard broken balloons at once.

Traditional OSHA Design ANSI 2535 Design

The Amazi
Mague! He Toy

*Burn within sight. ? il <y

(/ 'Kmumﬁ:‘mthhii that cateh fire. ’ ] ™ CA* Put Do
II *Kasap away from children. & .ﬁ.pprnved

B.‘renr.?! ux:-;b l:eﬁu.r; brarning, F‘uwr::: }inélpe: ml-i:;]nepm Warmgg N%t |n|t|ended fo;

TEE O s, I?'J TUIE 2 unme WA remalns. |

| 'IE‘r::In wick: i 174 ex:rhrue camglle is [t Avoid drafty areas. ; S.F'I-DWS MW to .I:I'I.-"Dld the s r;e;gners’am%\gnggusoe

: . P g lazard, plus a s y mbol. serious injury and require

Classic design — still AN F bel de< Fm : - immediate medical care.

54 ) ,
E i COMARADI. LEE,
Becoming prevale

ﬂﬂﬂﬂ 00000

Ages 13+
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UJse Risk Management Techniques Throughout the
Product Lifecycle

Risk Assessment

Social Audit
Supplier Qualification

. Sensory Testing
GAP Analysis

. . . Raw Materials Traceability
Quality & Capability Audit

Vendor Selection
Product

Concept . L : S
- abel Evaluation & Verification
Concept / Design Review Pre-Production

1 CUSTOMER In-Line / In-Process Inspection
DATA MANAGEMENT

Production Intervention Testing

Store /
Merchandising Compliance & Performance Testing

Transportation

Distribution Production Monitoring

Return to Vendor Analysis
C-TPAT / Security Audit Process Audits
Loading Inspection Pre-Shipment Inspection  Final Random Inspections
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Speaker’s Contact Info

Susan E. DeRagon
Susan.deragon@asiainspection.com
860-416-5846
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mailto:Susan.deragon@asiainspection.com

Resources

e PPAIl: www.ppai.org

e PPAI Product Responsibility: http://www.ppai.org/inside-
ppai/corporate-responsibility/product-responsibility/

e Consumer Product Safety Commission: www.cpsc.gov,
www.recalls.gov

e Asialnspection: asiainspection.com

e Questions? AnneS@ppai.org

3 @PPAIProfDev


http://www.ppai.org/
http://www.ppai.org/inside-ppai/corporate-responsibility/product-responsibility/
http://www.cpsc.gov/
http://www.recalls.gov/
http://www.ul.com/
mailto:AnneL@ppai.org

