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Rules of Procedure —
Part 5: IECQ HSPM Scheme - Hazardous Substance Process Management
Requirements

FOREWORD

This publication has been prepared by the Management Committee (MC) of the IECQ|.

Although

This fifth
include:

—  Amen
— Clarif

— Amen

dment to Annex A table

edition of IECQ 03-5 replaces the fourth edition. Main changes to the four

dment of Scope to include application
cation of the IECQ HSPM internal auditor qualifications

The text pf this publication is based on the following documents:

Full infor
in the ab

Document

Report on MC Approval

IECQ WG05-030A-CD,

MC/373/RM

pve table.

mation on the approval by MC of this publication can be found in the report

developed for Hazardous Substance Process Management (HSPM), this pliblication
may servie as a model for other areas with similar HSPM considerations.

h edition

indicated
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INTRODUCTION

Taking into account the object of the International Electrotechnical Commission (IEC)

as given

in Article 2 of the Statutes, the particular object of the IECQ System, operated in conformity

with the Statutes and under the authority of the IEC, is to facilitate international

trade in

electronic components of assessed quality, by providing a global framework for independent

assessment and certification.

The object is achieved by the implementation of quality assessment procedures in such a
manner that organizations, processes, and components certified as conforming to the
requirements of an applicable standard or specification, are acceptable to all participants.

The IECQ Sysiem provides manufacturers with a "supply chain verification tool” fo
assurance that electronic components, assemblies, processes and related materials
to declargd technical Standards and Specifications.

seeking
conform

The IE Hazardous Substance Process Management Requirementsy are dej:gned to
evaluate [equipment manufacturers’ and related organizations’ processes’for complignce with
IECQ QQ 080000 (IECQ HSPM) in addition to the compliance of the-processes with SO 9001

(QMS).

IECQ H$PM provides the requirements used to demonstrate that the organiz3
developed, documented, and implemented processes foryhmanaging the production,
and use jof electrical and electronic components and ptodlcts in accordance with g
local, national and international IECQ HSPM requirements.

Further ipformation concerning these procedures:or any other aspect of the IECQ
may be obtained by contacting the IECQ Secrgtariat as follows:

Address:

IECQ Segretariat c/o IEC Sydney-Office
The Exedutive Centre

Australia|Square, Level 33

264 Geolge Street

Sydney NSW 2000

Australia

Contact detailss

tion has
selection
ustomer,

System,

Tel: +61 R 4628 4690

Fx: +61 2 4627 5285

info@iecq.org
www.iecq.org
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Rules of Procedure —
Part 5: IECQ HSPM Scheme - Hazardous Substance Process Management
Requirements

1 Scope

1.1 General

This publication contains the Rules of Procedure, hereinafter referred to as the "Rules", of the
Scheme of the IECQ for the Hazardous Substance Process Management Requirements (IECQ
HSPM Scheme).

This IECJQ HSPM Scheme Rules of Procedure provides the requirements speéecific to this
Scheme jand is to be used in conjunction with applicable IECQ System manageme¢nt Basic
Rules (IHCQ 01), Rules of Procedure (IECQ 03-1) and Operational Documerits.

1.2 1S 9001 application

Permissible exclusions relating to Clause 7 of ISO 9001, as provided in ISO 9001:2008, are
not accepted within the IECQ Schemes and Programmes.

For the purposes of compliance with QC 080000 all requirements of ISO 9001:2015 shall
apply.

2 Normative references

The follofving publications contain provisions;»which, through reference in this text, ¢onstitute
provisions of these Rules. At the time of\publication, the editions indicated were valid. The
IECQ Magnagement Committee (MC) shall decide the timetable for the introduction df revised
editions ¢f the publications.

IECQ 01) Basic Rules

IECQ 02] Rules of Procedure — General requirements for the acceptance of IECQ Ceftification
Bodies irlto the IECQ System

IECQ 0341, Rules of.Procedure — General requirements for all [IECQ Schemes

IECQ OD 010x-Qualification criteria for Assessors and Lead Assessors according|to IECQ
(third-panty assessment) — General for all Schemes

IECQ SAR QC 080000, /[ECQ Standard Form I[ECQ-HSPM SAR — [ECQ Site Assessment
Report SAR QC 080000

IECQ CRF QC 080000, /[ECQ Standard Form IECQ-HSPM CRF — IECQ Compliance Report
Form CRF QC 080000

IECQ QC 080000, Hazardous Substance Process Management (HSPM) System
Requirements

ISO 9001, Quality management systems — Requirements
ISO/IEC 17000, Conformity assessment — Vocabulary and general principles

ISO/IEC 17021, Conformity assessment — Requirements for bodies providing audit and
certification of management systems
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ISO/IEC 17025, General requirements for the competence of testing and calibration
laboratories

ISO/IEC 17065, Conformity assessment — Requirements for bodies certifying products,

processe

s and services

In the event of conflict between the provisions of this document and any other directly or
indirectly referenced provisions, the provisions of this document shall take precedence.

3 Terms and definitions

The basic definitions concerning conformity assessment contained in ISO/IEC 17000 apply.

For the
IECQ 034

3.1

purpose of the IECQ HSPM Scheme the terms and definitions given 'in "l
1 and the following apply.

IECQ HSPM Scheme
pf the IECQ that enables the independent conformity assessmeént for compligince with

Scheme
IECQ QQ

3.2

080000

IECQ Sitp Assessment Report (SAR)

a docum
certificati
of the IE

NOTE Th
website w!

3.3
IECQ Co

ent that presents the results of an on-site assessment of an organizatior
on under the IECQ HSPM Scheme of the IE€CQ, by an IECQ CB, to the reqy
CQ HSPM Scheme

e [IECQ Site Assessment Report form is available from the publications/standardforms area g
.iecq.org.

mpliance Report Form (CRF)

a document that presents the results of an assessment of an organization seeking ce

under thd
080000.

NOTE Th
website w!

4 Prin

IECQ HSPM Scheme pofthe IECQ, by an IECQ CB, to the requirements of

ECQ 01,

seeking
irements

f the IECQ

rtification
ECQ QC

[his CRF is primarily applicable to initial assessment and special assessments

e |[ECQ Compliance/Report Form is available from the publications/standardforms area o
.iecq.org.

ciples of'the IECQ HSPM Scheme

IECQH

PM Certificate of Conformity

the IECQ

Subclause 5 of IECQ 03-1 applies and the following.

4.1 The IECQ HSPM Scheme provides the means for organizations including manufacturers,
suppliers and service providers to obtain an IECQ HSPM Certificate of Conformity (CoC) that
is intended to provide the international market with confidence that such organizations have
implemented processes to identify and control the introduction of hazardous substances (HS)
into its products in accordance with the technical and quality system requirements of the
IECQ HSPM Scheme. This is ensured through independent conformity assessment and on-
going surveillance by an IECQ CB of an organization’s business and quality management
systems and site assessments for compliance with the following:

e Designers, manufacturers, suppliers, and service providers of products have developed
processes to identify, control, quantify, and report the amounts of HS in the products they
manufacture or supply.

e The establishment and implementation of system procedures within the organization’s
business and quality management systems.
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e Where HS are introduced into the products; the establishment and implementation of
processes to test, analyse, or otherwise ascertain the HS content, and to make it available
to the customer.

4.2 |ECQ QC 080000 and relevant requirements of ISO 9001 form the basis of the IECQ
HSPM Scheme requirements.

4.3 The IECQ HSPM CoC may be issued for a specific area of operation of an organization,
as clearly defined in the QMS scope of activity.

4.4 |ECQ HSPM surveillance shall be conducted to all clauses on all sites holding
certification on an annual basis.

4.5 Whe¢re the IECQ HSPM Scope of Certification includes customer requirenmjents the
assessment shall include customer specific specification and these specificatiens| may be
listed in| the CoC. Use of such specification shall not remove or reduce) any of the
requiremgents of IECQ QC 080000.

Where StFCh specifications are listed in the CoC, annual surveillance shall indlude the
manufacfure control over the maintaining of updated requirements of these specificat|ons.

5 Organizational structure
The Organization (Client)

An organfization shall have the responsibilities, specified in Subclause 7.2.3 of IECQ|03-1 and
the following.

e The |organization shall maintain and_.document a QMS in accordance |with the
requifements of IECQ QC 080000 which’encompasses the requirements of “IECQ Quality
Manggement System requirements”~IECQ 03-1 and make available copieq of that
documented QMS should the IECQ<EB require it for certification purposes.

e The o¢rganization shall nominate;'a Designated Management Representative (DMR) with
demdnstrated technical competence as defined in IECQ QC 080000 Specification

e The ¢rganization shall ifaplement and maintain qualified internal auditors and|maintain
recorfls of qualification™and on-going requalification.

o Internal auditor qualifications
= shall haverattended and successfully passed a QMS internal auditor courge.

»| shalkhave attended and successfully passed an IECQ HSPM interngl auditor
training course or workshop.

= [ \performance of internal auditor.

e The organization shall not significantly vary the QMS or IECQ HSPM and its related
processes under which any IECQ HSPM Certificate of Conformity is issued during the
period of the certification unless it has given the IECQ CB notice in writing of its intentions
to do so, and has received confirmation in writing from the IECQ CB that such variations
do not render the CoC invalid. It is expected that changes may be made as a result of
continuous improvement practices. However, when such changes result in significant
changes to the IECQ HSPM Scheme and its related processes, the IECQ CB shall be
notified.

6 IECQ HSPM Certification

6.1 IECQ HSPM Certificate of Conformity for an Organization (Client)

Subclause 8.1 of IECQ 03-1 applies.
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6.2 IECQ Compliance Report Form (CRF) and IECQ Site Assessment Report (SAR)
6.2.1 Content

A CRF and SAR is prepared and issued by an IECQ CB recording the assessment of an
applicant organization’s implemented management system and procedures for compliance
with the IECQ HSPM Scheme requirements. The assessment includes assessing conformity
of the organization’s documented management system with the requirements of the IECQ
HSPM Scheme in addition to assessing the implementation of the technical processes used.

An [ECQ CB alternatively may use its own equivalent reporting system that incorporates as a
minimum the SAR and CRF requirements.

6.2.2 jlssue

Upon issping CRFs and SARs, IECQ CBs shall ensure that the CRF and SAR referg to all of
the location(s) of the organization’s activities and includes a copy of the” asgessor(s)
assessment trail.

6.2.3 Restrictions
The CRFs and SARs are documents used in the preparation of IECQ orgahpization’s
Certificate of Conformity and basis for on-going surveillance of the organization; they|shall not

be used jin any form of advertising or sales promotion in a-way that the informatiop may be
misrepresented.

7 IECQ HSPM Certification procedure

Subclaude 9 of IECQ 03-1 applies except as follows.

71 Gdgneral

IECQ H3PM assessments for compliance with IECQ QC 080000 involve a technpical and
detailed focus beyond that normally required for an ISO 9001 QMS and/or Envirpnmental
Management system (EMS) audit and hence initial, surveillance and re-certification IECQ
HSPM agsessments shall not\be substituted by ISO 9001 and/or ISO 14001 audits.

711 ntegrated IECQHSPM and I1SO 9001 audit
In view of the faci~that IECQ HSPM is designed based on ISO 9001, an integrafed IECQ
HSPM and 1SO 9001 (or its full equivalent?) audit may be considered, provided the [following

rules are|observed.

e Integrated audit means the QMS and IECQ HSPM are being assessed concurrently2 by
the sameauditteant.

e The activity and geographical scopes of the QMS shall be identical or larger than the
activities and geographical scopes of the HSPM.

e In an integrated audit, it is expected that there is only one closing meeting for presenting
the audit findings and conclusions. However, should there be need to conduct two
separate closing meetings, the audit conclusion of the QMS portion of the assessment
shall be made earlier or coincide with the IECQ HSPM assessment. In other words, at the
time of the IECQ HSPM audit conclusion, the IECQ HSPM audit team shall be confident
that the QMS is in compliance with ISO 9001.

1 “Full equivalent” means the standard in question covers all requirements of ISO 9001. Acceptable equivalent
includes ISO TS 16949, AS 9100, International Railway Industry Standard (IRIS), and TL 9000.

2 An integrated audit is when an organization has integrated the application of requirements of two or more
management systems standards into a single management system and is being audited against more than one
standard. See ISO/IEC 17021.
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All auditors participating in the integrated audit shall be qualified in both ISO 9001 (or its
full equivalent) and IECQ HSPM, at a grade appropriate to the role of the concerned
auditors in the integrated audit. The IECQ HSPM auditors shall be qualified in accordance
with 7.3.

Each audit team member in the audit team shall perform audits against both the QMS and
IECQ HSPM standards.

The IECQ HSPM assessment shall maintain a technical focus and evidence of compliance
shall be recorded in strict accordance with 6, 7.4 and 7.5.

Separate CRF and SAR reports for the IECQ HSPM assessment shall be compiled in
accordance with 6 and 7.4.

Maximum of 20 % of man-day reduction from the man-day stipulated in the initial
assegsment, survelllance, and re-certification columns of Annex A may be appljed if the
condifions stated in this paragraph are met. Reasons for the reduction shall be .re¢orded.

NOTE The 20 % reduction is applied to the IECQ HSPM man-day only; total combined. allowable man-day

reduction shall not exceed the state 30 % of Annex A.

71

.2 Combined IECQ HSPM and ISO 9001 audit

A combiped audit3 as defined in ISO 17021:2011 is not cons§idéred an integrajed audit
described above. In a combined audit, the QMS and IECQ HSPM audits are sche¢duled to
audit in parallel by two different teams. A combined audit is’ not eligible for the [man-day

red

7.1

uction mentioned in 7.1.1.

3 Audit plan

The audif plan to be prepared by the audit team/shall indicate clearly the time spenf for each

standard| respectively in order to demonstrate the time allocated for each stdndard is
sufficient

7.2 Agplication

The apglicant may be a designer, manufacturer, supplier, repairer, or mainfainer of
product(q).

The orgahization seeking @pproval shall submit or make available the following documentation

(no

7.3

n exhaustive) for review by the assessment team in addition to that specified in IECQ 03-1.

MastJer list of HS

HSPM documented requirements

Assessment team for IECQ HSPM assessments

The assessment team for IECQ HSPM assessments shall be comprised as follows.

Assessment team members Function Qualifications

IECQ CB assessors Assessment of general IECQ IECQ HSPM Lead Assessor (to

HSPM elements; and management IECQ HSPM Standard Training
of audit process IECQ 04-5) — Quality Systems and
Electronic Components

IECQ CB assessors shall be As necessary to form assessment IECQ HSPM Assessor or Lead
electrical and electronic component | team Assessor (to IECQ HSPM Standard
expert Training IECQ 04-5) —
Quality Systems and Electronic
Components

3 A combined audit is when an organization is being audited against the requirements of two or more

management systems standards together. See ISO/IEC 17021.
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Specialist Provide specific knowledge and Relevant experience and
understanding knowledge of the organization’s
industry and product involvement

The number of assessors and assessment days is dependent on the size of the enterprise
and the complexity of the assessment. Guidelines are detailed in Annex A. Deviation from
these guidelines shall be compliant with ISO/IEC 17021 and requires the IECQ CB to formally
record the justification for doing so within their files, on each occasion.

An [ECQ HSPM qualified IECQ CB Lead Assessor shall lead the assessment with
responsibility for assuring all elements of the assessment plan are covered including IECQ
requirements, applicable IECQ HSPM processes.

NOTE Th¢ term “IECQ Lead Assessor” is detailed in IECQ OD 010.

7.4 E]amination — Stage 1

Subclauge 9.5 of IECQ 03-1 applies and the following.

The IECQ CB assessment team shall conduct a Stage 1 examination of the documentation
and processes to verify their compliance with the applicable requiréments of IECQ QC 080000
and comfile an IECQ Compliance Report Form (CRF) and IECQ Site Assessment Report
(SAR), s¢e 6.2.1. Evidence of compliance shall be recorded/in the IECQ CRF.

7.5 Asgsessment of IECQ HSPM applicant’s site(s) = Stage 2

Subclauge 9.6 of IECQ 03-1 applies and the following.

The assessment shall be conducted in aceordance with the assessment plan|and the
requirements of IECQ QC 080000 and these Rules. The compiled IECQ Compliande Report
Form (CRF) and IECQ Site Assessment Report (SAR) in accordance with 7.4 abovdg shall be
completed with sufficient evidence of cempliance being recorded.

NOTE Se¢ 6.2.1 for report format and(use.

The basis of all assessménis is to seek evidence of compliance with requiremgnts. The
approacH to assessment being that decisions shall be either “comply”, “does not comply” or

“not appl|cable”. Selection/use of “not applicable” shall be justified in the report.

While thgre may(be’occasions where an observation may be deemed useful to the [company
such obskrvations may be given verbally throughout the assessment but shall not be|included
as a resylt or'commentary within the IECQ HSPM report or the assessor’s assessment trail(s).
Such verpally provided observations shall not be given or presented at the closing mgeting.

7.6 Completion (Granting of Certification)

For the purpose of IECQ HSPM, the requirements for Completion (Granting of Certification)
contained in Subclause 9.7 of IECQ 03-1 apply and the following.

Upon satisfactory completion of the work and a favourable reviewed by the IECQ CB for a
certification decision, the IECQ CB shall:

a) issue the finalized IECQ HSPM IECQ Compliance Report Form (CRF) and IECQ Site
Assessment Report (SAR) (or the IECQ CB’s IECQ approved equivalent document/
system) worksheets

b) issue the definitive IECQ HSPM Certificate of Conformity in accordance with clause 8.1 of
IECQ 03-1 and clause 6.1 of this publication, certifying that the organization has
developed and implemented IECQ HSPM procedures and processes which conform with
the applicable requirements for IECQ HSPM organization certification which is in
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