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introduction

» Marvin Ng

<+ UL Lead Assessor for ISO8001, 1ISO14001,
RC14001, Medical Devices

» Kindly keep mobile close during the lesson
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Overview

P RoHS & WEEE Directives.

P What is QC080000 IECQ HSPM.

» Background of QC080000 IECQ HSPM.

» Benefits of QC080000 IECQ HSPM Certification.

» Understanding of the Standard QC 080000 IECQ HSPM

P Case Study

Underwriters Laboratories Inc., Propristary 3
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RoHS is coming!

1

RoHS Directive is

a tidal wave that’s
about to wash over
the electronics
industry

1)

Electronics
Business-Online
Magazine

Underwriters Labaratories inc., Propriotary
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Are you ready ?
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RoHS Directives

ROHS AL

* *

Directive SN

Underwriters Laboraiories inc., Proprietary g
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RoHS Directives

Directive 2002/95/EC
of the European
parliament and the
council of 27
January 2003 on the
Restriction of the
use of certain
Hazardous
Substances in
Electrical &
Electronic equipment

Underwriters Laboratories Inc., Propristary 7
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» RoHS regulations apply to

<+ All EEE put on the European market on or
after 1 July 2006

% All EEE which falls into any of the eight
broad categories listed in annex 1A of
WEEE directive

= Source ‘RoHS Diredive (2002/95/EC), Adicle 2122

Underwriters Labaratones Inc., Proprielary
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RoHS Directive- Hazardous substances

Lead(Pb)

Cadmium{Cd)

Mercury(Hg)

Hexavalent Chromium{Cr+6)
Polybrominated Biphenyl Ether(PBB)

Polybrominated Diphenyl
Ether(PBDE)

= Source : RoMS Directive
{2002/95/EC), Articls 4.1

S

Undenwriters Labaralories inc., Propristary El
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. Restricted or Banned?

» Restricted, not banned.

*+ Total avoidance possible?

<+ Certain concentration values folerated.

= Source :Commission Decision of 18 August 2005
amending directive 2002/95/EC, (2005/618/EC),
Point No.1

Undenwriters Laborataries inc., Propriefary 10
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: Maximum Concentration value in PPM

P Lead 1000 ppm
» Cadmium 100 ppm
P Mercury 1000 ppm
» Hexavalent Chromium( Cr+6) 1000 ppm
b Polybrominated Biphenyls(PBB) 1000 ppm
D Polybrominated Diphenyl Ether 1000 ppm

(PBDE)

Underwriters Laboratories Inc., Proprietary
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Addition of other substances

Very Likely !!

“On the basis of a proposal from the commission, the European Parliament
and the council shall decide, as soon as scientific advice is available, and in
accordance with the principles on chemicals policy as faid down in the sixth
community environment action program, on the prohibition of other hazardous
substances and the substitution thereof by more environment-friendly
alternatives which ensure at least the same fevel of protection for consumers’

= Source : RoHS Directive ( 2002/95/EC), Article 4.3

Underwriters Laboratories inc., Proprietary
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Risk of Non-compliance

+Broken of relationship to Customer

“Product Banned to ship to Europe, Huge
Penalty

»Manger go to Jail

“+Broken of Company Reputation

Underwriters Laboratones inc., Prapnctary 13
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WEEE Directives

WEEE
Directive

Undereriters Laboratories Inc., Proprietary 14
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- WEEE Directive

W

Underwriters
Laboratories Ine.:

» Directive
2002/96/EC of the
European
Parliament and the
council of 27
January 2003 on
Waste electrical

and electronic
equipment (WEEE)

Undenwriters Laboratories inc , Propriglary

®

. Objective of WEEE directive
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» Priority: Prevention of WEEE

» Reduce disposal of waste by
< Reuse
< Recycling
<+ Other forms of waste recovery

P Improves Environmental
performance of all operators
involved in life cycle of EEE

Underwriters Laboratorias Ine, Proprietary
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rduct Cycle from EEE Manufacturing
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Scope of WEEE

D Same as that of RoHS directive

++ All EEE which falls into any of the eight
broad categories listed in annex 1A of
WEEE directive.

EE 3HH] BEfh
7‘(%% ZARE, BUkE, SRE, K F
AN R, B, TR, UIRR, WES F

‘WIRELE M | KEN, EAENS, kg, 85, HER £

HEEE RS | REE B, SR, B ETRES F

BR FEEHENE, Bl &

Underwriters Labaratories [nc., Proprietary 18
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Scope of WEEE

WEEE 71 &b
BEHMEBTFLE |EE, H58, 358 k52 &
R g B |EERRE/KE, FRECREE, Pg,

— s
SERS AR, LIRS 5

FEIAET - BTN - SR
B mBsE, AEEER S

HEh DERE R, BERARER, AR

Undenariters Laboratories Inc.. Proprigtary
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Product design- WEEE point 1

D Producers - Design & Produce EEE for
s*For Repair
“+Possible upgrading
+*Reuse
“*Easy dismantling & recovery

»Reuse and recycling of WEEE, their components
& materials!

Underwriters Laboratoses inc.. Proprielary 20
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Product design- WEEE point 2

» Do not prevent WEEE being reused
unless there is

% environment and /or
%+ safety requirement

Underwniers Laboratories Inc., Propristary 29

1 Underwriters
. Laboratories Ine..
> Recycling Objective
» Objective for collecting, recycling and reuse of WEEE on
31 Dec 2008
2 i AR bk SR
{reuse / recycling) {recovery)
1. REFERMA 75 % 80 %
2. NI EBRIS 50 % 70 %
3. AR IR 65 % 75 %
4. HBMEEFES 65 % 75%
5. U 50 % 70 %
6. EETH 50 % 70 %
7.5 E - R REEEE 50 % 70 %
8. BEREOH ? ?
9. BoiufEas 50 % 70 %
10. HEEREHE 75 % 806 %
Unlerwriters Labarataries inc., Proprietary 2z




f12]

Underwriters

Lahoratories Inc.-

Are you really ready?

Lirderwriters Laboraleries Inc., Proprietary
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®

Consideration
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Compliance to the directive are through isolated

sample testing and self declaration

Do you feel confident when you sign the Self-

declaration?

Quality Assurance is capable to ensure
compliance of Hazardous substance
requirements solely?

Do you think you understand the risk of

noncompliance based on the isolated test report?

Underwriters Laboratories inc, Propristany

24
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What is QC 080000 IECQ HSPM

Electrical and Electronic
Components and Products
Hazardous Substance
Process Management System

‘Requirements

Underwriters Laboratories Inc., Proprietary 25

Underwriters
Laboratories inc.-

What is QC 080000 IECQ HSPM

» An internationally agreed-upon IECQ Technical
specification for Certification by 3™ party assessors
that an organization’s processes to manage,
minimize and/or eliminate hazardous substances
meet the highest standards.

“ Incorporates as applicable RoHS, WEEE, SB-50, Green
Process & the Principles of a Quality Management System.

{Inderwrilers | aboratorias Inc., Propristary 26
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What is QC 080000 IECQ HSPM

+»Solution must be Process-Based

<+ Achieved only with effective
integration of management disciplines.

“*Designed to be Comprehensive in
scope.

*Dynamic in nature.

Undorwriters Laberatories inc., Proprietary 27

Underwriters
Laboratories Inc..

Background of QC 080000 IEQC HSPM

framework.

28

Underwritars Laboratenies inc., Progristary
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RoHS is coming Soon!

RoHS Implementation Date

1 July 2006

Underwriters Laboratories inc., Proprietary 29
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Are you really ready

Product
test
reports

tnderwiters Labotatories inc., Propristary 30
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@w- Challenges!!

Restriction of Hazardous
_Substances

China
Foliowing

Corporate

Social
R?HS Responsibility
{ Article 11) . Growing
" customers’

Program #

« Requirements

Compliance Is Not An Option--—It Is a Necessity

Underwiilers Laborstories inc., Proprietary 3t
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Challenges

P More and more legislation concerning electronic
waste and hazardous substances!!

% China (Mar. 1, 2007) ‘

% California, US (July 1, 20077)

“Japan (JGPSSI)

-

D Growing customer requirements for

“ Green products
s Green procurement
* Green processes

Underwriters Laboratories Ing,, Propeidtary k74




[17]

®

QC 080000 IEQC HSPM

Underwriters
Lahorataries Inc..-

A guidance for Manufacturers in the
fulfillment of regulatory and customer

HSF requirements.

Lindsrwriters Laboratories inc., Propristary

33
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. QC 080000 complements ISO 9001

» ISO 9001:2000 Standard provides a framework for
optimization of business and quality management

systems.

P QC 080000 HSPM was written to fit into that

framework.

Underwriters Laboraltosis inc., Propristary
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QC 080000 Strengthens 1SO 9001

D QC 080000 HSPM is a supplement to ISO 9001-2000
Quality Management System.

D Strengthens the principles and practices.

D Further directs the Application to the management of
hazardous substances.

tindanwiters Laborateries inc., Propristary 35
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. IECQ HSPM Certification Benefits

D IECQ Accreditation satisfy regulators that
processes are free of Hazardous Materials.

< Organization that can manufacture according to
[ECQ HSPM standard receive a certificate as proof.

D Tell the global marketplace that you have the
processes in place to properly manage your
products for HSF.

Underwritars Laborateries inc., Proprigtary
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WIECQ HSPM Certification Benefits

D Assures Global Market Access and creates a
Competitive Advantage!

» Assures Compliance with l[aws & highest mdus’cnes
Standards. p—

» Opportunity to Save Costs!

+ Often replaces lengthy surveys from customers
» Reduces Testing requirements.

Underwriters Labaratonies Inc., Proprietary 57
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QC 080000 HSPM

Key Elements of the Standard
QC 080000 HSPM

Lindenwriters Laboratories Inc., Proprietary 39
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Applicability

P Who should use this specification?

P Manufacturers, suppliers, repairers, and
maintainers of products

% To develop processes to identify, control, guantity,
and report the amounts of HS in their products

D Customers and users of the products

“+To know the HSF status of a product, and to
understand how HSF status was determined

Undarwriters |.aboralories Inc., Propristary 46
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Case Study 1
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D A company develops software as a subcontractor
for use to run a semiconductor manufacturing
facility

< Do they need to seek QC080000 [ECQ HSPM
compliance?

Undenwritars Laboralories Inc., Proprietary

41

Definition
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» HSF — Hazardous Substance Free
) HS — Hazardous Substance
D RS — Restricted Substance

D What's the difference of RS to HS in QC0800007

Undenwriters Laboratories inc., Proprictary
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Definition
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Shall - Indicate a mandatory requirement to be
followed in order to confirm to this document

Should - indicates that, among several
possibilities, one is recommended as particularly
suitable; or a certain course of actions is
preferred but not required

May — indicates a course of action that is
permissible within the limits of this document

Undarariters Laboralodes inc., Proprielary
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Other Terms and Definition

B

information Services Providers —--—--——-> 7

Product customer

Product maintainer

Product manufacturer

Product repairer

Product user

HSF Hazardous Substance Free
HS Hazardous Substance
Resfricted Substance
Shall/Should/May

Underwriters Laboraloiias inc, Propristary

44




@ Underwriters
Laboratories Inc..

Question

P Who is who?
% 3M
¢ Sony
+IBM

3 A) Product Customer
> B) Product Manufacturer
» C) Product Supplier

Undarwriters Laboratories Inc., Proprietary 45
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'\ Basic HSPM Processes

. .Customer. TN
requirements Desiﬁn Reviéw.
for HSF o délermine Regunoy
/—i—“ﬂ gogfzfgman;e B %" Requirements
- \ : LA . ToHSF
. o conformance T
Qrganization Plan Contract Review . Lo W,
for the [~ | " Yo Enstre
managemant of HSF . Capabity - HSE- -

N’ Materials process

management .
CUHEF L
Y 2 s mamufacturing
’ pracess control
Policies, objectives Oparations  —
for commitment H8F
- Supply chain
Document Procass process control
for easuring o ——
compliance HSF

—» quality assurance

\/ =
*HSF (Hazardous Substance Free)

tindenwriters Laboratones inc., Proprietary a8
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Structure of QC080000 Requirement

D Structure and clauses number same as ISOS8001

CONTINUAL IMPROVEMENT OF
THE QUALITY MANAGEMENT SYSTEM

analysis and
improvement

T P' 15 ;- z

Key

—»  Value adding activides
""" * inigmation flow

Uniderwriters Laboraloties Inc, Proprietary 47

Underwriters
Labosatories Inc..-

4.1.1 General Requirement

» The organization shall

%+ Identify and document all hazardous substances in use in the organization.
+» identify the specific processes to be managed relevant to its HSF goals.

% determine the interdependence and interaction of these processes and
develop an appropriate HSF process management pian.

+» establish criteria upon which to objectively determine the effectiveness of
the organization’s HSF process management.

% ensure the availability of resources and information needed to support
effective HSF process management.

»

*» monitor, measure and analyze these processes, and

< implement actions 1o ensure continuous process improvement in achieving
HSF.

%+ have a process established to restrict and/er eliminate the use of hazardous
substances from products and processes.

Underaritars Laborgtories Inc., Propnstary 48
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Documentation Requirement

» HSF requirements shall be an integral part of the
organizations’ QMS and shall include

% A list of all HS used in the organization

< Statements of HSF policy and objectives with timeline for
elimination of use of all hazardous substances, as
appropriate

+ a section on the HSF process management plan and
objectives and reference to HSF documented procedures
documented in QM

< Documented procedure as required by the organization's
HSF process management plan and control as 4.2.3
required _

% Records of the organization’s HSF process management
performance

Linderwriters Laboratories inc., Propristary 49
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Document and Record Control

P Same as 1ISOS001:2000 required

Uinderwriters Laboralories Inc., Proprietary 50
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5.1 Management Commitment

» Top Management shall provide evidence of commitment
to development and implementation to achieving HSF
products and production processes and continual
improvement by

< Communicate to organization the important of meeting
customer, statutory & regulatory requirements

++ Establishing HSF policy
<+ Ensure HSF objectives established
< Include HSF in management review

% Provide resources to ensure progress on HSF products and
process

% Ensure list of HS communicated throughout the organization
%+ Determine HSF requirements

{Indereriters Laberatories Inc., Propristary 51
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5.2 Customer Focus

» Ensure Customer requirement are determine and
met and included in the measure of customer
satisfaction

Underaritess Laboratonies Inc , Prapristary 52
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5.3 HSF Policy

D HSF Policy appropriate for the purpose of the
organization

» Include commitment o comply with requirements
and continually HSF mgt practice improvement

D Provide framework for establishing and reviewing
HSF objective

P Communicated and understood within the
organization

D Reviewed for continuing suitability

Undervritees Laboratoriss inc,, Proprietary

Underwrsiters
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5.4.1 HSF Objective

D HSF objectives are established at relevant
functions and levels

» Measurable, consistent with HSF policy

» Include a timeline, as appropriate, for elimination
of HS identified and used in process and product,
include procured products.

Underwrilers L aboratorias fnc., Proprietary
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5.4.2 HSF Planning

D HSF practice are integrated into the QMS
planning and are elements in the quality
objectives

D Continuity of HSF effort is maintained as
improvements and changes are executed

Undarwriters Laboraintias Ine., Propristary 55
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5.5.1 Responsibility and Authority

D HSF related responsibility and authorities are
defined and communicated within organization

Underwriters Laboratories Inc., Propristary 56
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~5.5.2 Management Representative

D Top management appoint
D Have responsibility and authority that include

“+Ensure process, procedure and practices
established to achieving HSF goal

< Report about organization’s performance

< Ensure HSF requirement and responsibility
communicated

< Ensure awareness in supplier organization of their
HSF related requirements and responsibilities

{nderwriters Laborateries inc., Proprietary 57

Urderwriters
Labaratories Inc..

5.5.3 Internal Communication

Top Management shall

< Ensure the organization’s personnel are informed
of performance effectiveness and issues as
related to HSF policy and execution plan

“+HS information be communicated throughout the
organization

Undensritors Laboralorias inc., Proprietary 58
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5.6 Management Review

» Other ISO9001 requirements applied with
following additional requirements

P During regular management review, Top
management shall include and report on
activities related to HSF plan related to

“+HS identification,
s use of HS,

*» Nonconformance
< Corrective Action

Underwritars Labotataries Inc., Propriclary 54
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Case Study 2

» During the audit, you found in management
review meeting minutes that purchasing
department manager was not joined in the
meeting but the company purchased many HS
parts.

<+ lIs it an nonconformance?

< Please justify your answer by reference particular
clause and statement in QC080000 requirements

Underwriters Laboratories Ing., Propristary ag
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Case Study 3

D A Company manufactures digital toys and sell to
Europe. The company implemented HSPM. It is
observed that from the HS list shows that there
are totally 15 HSs used in their product and
processes. They have eliminated 5 out of 6 HS
that is required by EU and remain lead, which
have a timetable to reduce it below 100ppm by
2010.

“ls it RoHS complaint?

< Provided that the company have good HSPM. Do
they able to be certified to QC0800007?

Underariters Laboratenies inc., Propristary &1
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6 Resources Management

» 6.1 Provision of resources
D 6.2 Human Resources
D 6.3 Infrastructure

< Resources management in an HSF environment
requires the addition of Technical knowledge of
HS to the QMS requirements

Underwsiters Labotatorias e | Proprietary 52
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6.1 Provision of resources
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Organization shall determine and provide
resources needed to implement and maintain
HSF processes and product

tindamwriers Laboratorias Inc., Proprietary
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6.2 Human Resources

Underwriters
Laboratories inc..

P 6.2.1 — Personnel performing work affecting HSF product
shall be competent based on
% Education
*“ Training
% Skill
“+ Experience
B 6.2.2 - Organization shali
< Determine necessary competence
% Provide training specific to HSF plan
% Evaluate effectiveness

< Ensure personnel aware relevance & importance of their
activities, & how they contribute to achievement of HSF
objective

% Maintain record of education, training, skill and experience

Underwritors Laboratories inc., Proprietary 54
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6.3 Infrastructure

Underwriters
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D Shall determine, provide and maintain
infrastructure needed to achieve conformity o
HSF process and product requirements

++ Technical knowledge may be required in auditing
this section

Underwriters Laboraloties ing., Proprietasy
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Underwriters

Realization

1 Planning of HSF process & ‘Pr&dier ™

» Shall plan and develop processes needed for HSF product
realization

» Following shall be determined in HSF product realization

< Quality objectives and requirements for HSF product

% Need of establishing HSF processes, document and resources
needed

< Required verification, validation, monitoring, inspection, test
activities for HSF product with criteria for product acceptance,
include IS as appropriate

% Documented procedures or work instructions for processes that
include use of RS to include prevention possible contamination

*» Record needed for HSF realization processes & product meets
requirements

% Output of this HSF planning shall in format suitable to organization

Underwriters Laboratories inc., Proprielary

E6




1341
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2:1 Determination HSF product requirements

P Shall determine

“+HSF requirements specified by the customer

< HSF requirements not stated but necessary for
specified or intended uses, where known

“HSF statutory and regulatory requirements to
product

<+ Additional HSF requirements determined by
organization

Underwriters Laboratories inc., Proprietary &7
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7.2.2 Review of HSF requirement

» Shall review requirement related to HSF product,
review shall conducted prior commit to supply
HSF product and shall ensure that

“+HSF product requirements defined

< Organization have ability to meet HSF defined
requirements

%+ Any use of or possibility of contamination or
mixing of processes or products that contain RS
shall communicated to customer

s» Records of result of HSF review and actions
arising be kept and maintained

Undenwriters Laberatories inc., Propristary 8
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7.3 Design and Development

P Shall plan and control the design and development of HSF
product

» 7.3.1 Design plan

“ ldentify & document any RS used

% Plan for control & eventual replacement / elimination of RS
parts

» 7.3.2 Design input

<+ Design & development input relating to HSF product
requirement shall be determined and record maintained

< Input shall be reviewed for adequacy

% HSF product requirements shall be complete, unambiguous
and not in conflict with each other

Ungarwritars Laboratories inc., Proprietary 63
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7.3 Design and development

D 7.3.3 Design output
% Shall in a form that enable verification against the inputs
% Qutputs shall be approved prior to release

% When design requires a RS, documented procedure for
control, identification, monitoring and measurement to
include subcontracted product

» 7.3.4 Design verification

% Systematic review of design & development shall be
performed at suitable stage, according to HSF plan

D 7.3.7 Control of design changes

*» Changes shall be reviewed, verified, validated and approved
prior to implementation

Undenwriters | abaratories inc., Propricdary i)
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7.4 Purchasing of HSF product

Procured product shall conform to HSF requirement

D Supplier shall be evaluated and selected based on the
ability to supply product in accordance with the
organization’s HSF requirements

Assurance any HSF part/material is free from possible
contamination with RS

Procured restricted substances shall be clearly identified
on the purchase document and upon receipt of the
material

» Verification of the HSF purchased product

» Establish and irhplement inspection or other activities
necessary to ensure purchased product meet specified
HSF purchased requirements

Undarwriters Lahoratories Inc., Propristary 71
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7.4 Purchasing of HSF product

Procurement route of purchased goods shall be fully
understood and documented in a procedure

Any process during procurement that has the possibility of
contamination by restricted HSs shall be identified

Establish a documented procedure for the inspection and
identification of HS included in purchased goods

HSs shall be identified by type in the inspection data

A process to handle an abnormality or nonconformance
shall exist

If processes are combined with each other, a documented
procedure to differentiate between parts shall be exist

Underwriters Laboratanes Ins., Praprietary 72
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HSF production &

T OV .

» HSF production and service provision shall be planned
under control condition include,
“ HSF information that describe the product
* HSF work instruction
++ Suitable HSF equipment
% Use and implementation of HSF monitoring & measurement

% Implementation of HSF release, delivery & post-delivery
process control

< Identification & documentation of possible contamination
processes

% Documented operational procedures that define
preventive measures to eliminate contamination

indenwriters Laborstories inc., Propretary 73
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7.5.2 Validation of HSF process

» The organization shall validate HSF processes
for production and service provision where the
resulting output cannot be verified by subsequent
monitoring or measurement

» include any HSF processes where deficiencies
become apparent only after the product is in use
or the service has heen delivered

Underwriters Laboratories inc., Proprielary T3
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@ Underwriters
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.3 HSF identification & traceability

» Where appropriate, identify HSF product by
suitable means throughout product realization

» Processes including any RS shall be uniquely
identified and segregated to prevent combination
with HSF product

D Identify HSF product status with respect to
monitoring and measurement requirements

» Where traceability is a requirement, control and
record the unique identification of product

Undarwritars 1 abaratories inc., Prapristary 75
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7.5.4 Han

dling of Hazardous
P —

. ars

» A documented procedure for the handling and
storage of hazardous substances is required

D This procedure shall include records of receiving
and shipping and records showing HSs are
segregated and managed separately

Underwrilars Laboratories inc., Propriatary 76
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Underwriters
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3 Control of monitoring & measurement

o[z}, 2 0 TOCE P

D Determine

+“»the monitoring & measurement to be undertaken

“»the monitoring and measuring devices needed to
provide evidence of conformity of HSF product to
determined requirements

» Establish process to ensure monitoring and
measurement are carried out consistent with the
HSF monitoring and measurement requirements

Undeewriters Laboralories inc., Propristary 77

Underwriters
Laboratoeries inc. .

Casé Study 4

D Considering you are performing internal audit
based on QCO80000 requirements. You interview
a clerk in Receiving. She knows parts marked
“RoHS compliant” go in one area and parts
without the mark go in another. She has no idea
what RoHS is.

% Is it violated the QCO080000 requirement?
<+ What specific clause might this situation violate?

Underwriters Laboratories Inc., Proprietary 7B
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@ Underwriters
Laboratories Ine..

Case Study 5

P You work in Procurement for a company that out
sources the manufacturing of its PWB for the
smail kitchen appliances it sells. Your manager
thinks that complaince to WEEE, RoHS, and
HSPM is your vendor’s concern.

“+What do you think? Is it right?
% How will you response to your manager?

Underwriters Labatatorias ine, Propristary 79
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Measurement, analysis & improvement

p 8.1.1 Organization

+ Shall plan and implement the monitoring, measurement, analysis
& improvement processes needed to demonstrate conformity to
HSF requiremenis

» 8.2.1 Customer Satisfaction

++ 1S08001 requirement applied (but focus on HSF product)
P 8.2.2 Internal Audit

* Shall conduct internal assessments at planned intervals

< Determine whether the organization’s HSF process conform to
requiremenis to

* This specification

¥ Customer specification
+ Determine system are effectively implemented and maintained
< Documented procedure required based on 1SO9001 requirement

Undarwriters Laboratories Inc, Prapristary B
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.2.3 Monitoring of RS processes

P Shall apply suitable methods for monitoring &
measurement of RS processes including those of
suppliers and information services providers

» Document how these processes to be controlied,
monitored and measured

Underwnritars Laberatores Inc., Proprietary 81
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§.2:4 Monitoring & measurement of RS product

» Documented procedure to monitor and measure
RSs in the product to verify that product
requirements have been met

D Maintain evidence of conformity with acceptance
criteria for RSs

» Do not proceed with product release and delivery
until the required reviews have been satisfactory

completed

Undsrwriters Labarataries Inc., Propretary
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-Control of nonconforming HSF product

D Shali ensure that products not conform to HSF product
requirements are identified and controlled to prevent
unintended use or delivery

» Shall deal with nonconforming product by one or more
following ways

< Shall be a clear procedure to handle situation when
nonconforming products containing RSs are detected &
prevent being ship unless allowed

“ Retain records of the nature of nonconformities, with RS
clear identified, and subsequent actions

“» When NC HSF product is detected after delivery or use
started, take action to notify customer according to contract
agreement or company policy

» Documented procedure required based on ISO2001
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8.4 Analysis of HSF data

» Shall determine, collect and analyze appropriate data to
demonstrate the suitability and effectiveness of the HSF
process management system

P Provide information relating to

“ Customer satisfaction
*+ Conformity to product requirements
% Characteristics and trends of processes and product

< Opportunities for preventive action and suppliers’
performance

« Continuous improvement efforts for elimination of all MSs, as
applicable
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8.5.1 Continual Improvement

D Shall continually improve the effectiveness of
HSF process management through use of
<+ Quality policy
“ Quuality objectives
< Assessment result
< Analysis of data
%+ CA, PA and management review
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8.5.2 Corrective Action

» Take action to eliminate the cause of HSF nonconformities
o prevent recurrence

» Document procedure shall be established to define
requirements for
% Reviewing HSF NC (incfude customer complaint})
% Determine cause of HSF nonconformance
“» Evaluate need for action to ensure that HSF NC do not recur
% Determine and implement action taken
* Review CA taken
<+ Reporting status of all HSF CA for management review
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Case Study 6

» A company that makes outer plastic boxes for
electronic equipment needs to comply with
RoHS. They have started using RoHS-compliant
plastics. However, they also want to use up the
non-RoHS complaint plastic regrind they have in
their parts.

< Can they use the regrind in their RoHS-complaint
outer boxes?

< What other issues might they face? Or what
processes do they need to re-evaluate?

Linderwriters Laboratonios Inc., Proprietary BY
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Key HSPM Considerations

P Outsourced processes to be controlled and managed if
affect HSF characteristics

D Alist of all HS in use

» Top manager commitment and review

» HSF policy and objectives
> Timeline to eliminate HS (as appropriate)
» Continual improvements
< Met customer requirements and satisfaction
<+ Appoint a competent Management Representative
*+ Review nonconformities and corrective actions
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Key HSPM Considerations

P Adequate resource provided

< Infrastructure

% Human
» Competent personnel
¥ Awareness
» Specific records
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Key HSPM Considerations
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Key HSPM Considerations
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Key HSPM Considerations

» Procurement Process
< Fuily understand the procurement route
 Fully identify any possibility of HS contamination

Unknown
suppiers

Counlerfeil
parts

Recycled
g matenal

Conceptual supply chain Actual supply chain
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Key HSPM Considerations

» Pian and control HSF production processes

HSF Product

D Receive > Store > Manufacture > Store > Deliver

HS Product

Undananiters Laboraleries inc.. Proprietary
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Key HSPM Considerations

» Monitoring and measurement
¢ HSF product
< HS process
< Records with acceptance criteria

Inspection ‘3 Manufacturing Inspaction Snipping
[ *jg_i [ r . ~ 4
b T i
XRF screening XRF screening }(RF screening & ICP test for repord
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Key HSPM Considerations

» Control of nonconforming HSF product
< Nonconforming handing
% Prevent from shipping
% MS detected after delivery or in use
% Records for HS and actions

y BT

1| oumawmie
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Key HSPM Considerations

@ Underwriters
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Data Analysis and Improvement

% Customer satisfaction
% Conformity to product requirements
“+ Characteristics and trends of processes and products
¥ Preventive action
» Supplier performance
%+ Continuous improvement
¥ efforts to eliminate all HS
<+ Disciplined corrective action
» Report to management review

BIUBULIOH B
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GLOBAL AIR POLLUTION
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Lo ..
QC080000 Program

» Company shall have QMS on-hand

D Audit needed to perform separately but
concurrent audit is acceptable

D Preliminary visit is acceptable upon request
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UL Contact Method

#=QC 080000 B slsal=g:

Ms. Dawn Leung (Z2/H),
Ms. Jessica Wong (& //\H)
Tel: + 852 - 2276 9000,
Fax: + 852 - 2276 9883

Dawn.Leung@hk.ul.com
Jessica.Wong@bhk.ul.com

www.ul.com.hk
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