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21.1 WhatltlIs

It 1s basically a rule-based Compliance systems |, or Quality Assurance Sysiem.

Some Quality Assurance Syslems are:
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IS09000 Quality Management System (QMS) I

Good Manufacturing Practice [GMP)

Hazard Anahysis and Critical Control Point (HACCP)

Product/Industry Spedific systems, such as — TL9000 (Quality system for
telecommunication industry), QS9000 - (Quality system for automobile industry)
Etc.

Howewver, it is not directly technical or product quality; it is Managemant Quality,
which ultimately ensures product quality.

1508000 AOMS provides a documented sel of guidelines as to how the
management of an organization should work to ensure guality.

It requires certification through external third-party audit
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21.2 Application base

e Any kind of production indusliry,

« Healthcare organizations, including hospital, chinic, disgnostic centers

e University, training housas/centers (including computer training institutes)
e R&D organization,

o Construction, consulling and project management organization,

» Airways, and other transportationflogistical companies,

e Food companies, including airways calening service,

e Eic



21.3 Principles behind the system

It is based on eight principles, which are basically TOM principles, as given below -

Customer focus

Leadership

Involvernent of people

Continual improvement

Process approach

Systemn approach to management
Factual approach to declsion making
Mutually beneficial supplier relationships
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21.4 Documentation system (2008 version)

It is basically a rule-based documentation system.
Rules are crated for all achwvities of the organizations.

Everybody must follow the rules, be night or wrong. Otherwise it is a
“non-compliance”.

Thus, often blamed as complex bureaucralic system.

This rigid structure was
.,.:ST ; compulsory in 2008
gtion-wid
Harrull S— 3 varsion, but optional in
2015 verson.
Procedures, work
InstrUCtions Function/activity/task oriented

Records, forms 2tc. \

Looked after by Quality Management Representative (QMR) == from top management
! —» MR
Ervirenment Management Representative (EMR)



21.5 Audit and Certification

There are two Kinds of audit

1. Intemal o be conducted by the internal staff membars
2 Bxternal — by an extemal third-party certification body.

The certification remains vahd for three years, after Irhn:h it can be renawed
through anothar full-ledged "Renewal audit’ by the third-party.

However, the organization has to go through half-yearly “Surveillance audit’ by
the third party to ensure that the QMS runs smoothly.

Repeated or major noncomphance may lead fo
cancellaton or postponement of certificate.



21.6 Clauses and Major Sub-clauses (2008 Ver.)

It Is currently based on five clauses, which are:

Clause 4: Cuality Management System

Clause 5; Management Responsibility [:?

Clause 6: Resource Management

Clause 7: Product Realization

Clause 8; Measurement, Analysis and Improvement

Sub-Clauses Sulr-3u-Clausss

Sul-sub-Clauses
Sub-Sut-Chates

Clause ¥ Sub-Clauses Suthsut Clausss _Té:
Sub-sum-Clausas

Subespn-Clamses

Euh_ﬂ.lamg Sulbsub-Classes
Sub-sun-Clauses 4
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21.7 Historical Evolution

P

A ..

L3

Located in Geneve, s
Switzerdond

e —

Supposed to be modified every 5 years, with suggesthons from all member
countries

First version n 18987 — 1508001, 1IS09002, 1509003 certifications (No TQM)
2nd version in 1984 —|S00001, 1IS09002, 1IS092003 cerifications (No TQM)
3rd version in 2000 = 15089001, along with strong emphasis on TQOM
dth version in 2008 —|S509001, along with strong emphasis on TQM
Sthversion in 2015 — IS09001, along with strong emphass on TOM

A similar Environmental Management System (EMS), or compliance sysiem is
1S0O14000



21.8 New version 1S0O9001: 2015

¢ Older version (I509001:2008) will remain valid up to September 2018.

e [t has been restructured in such a generic way that it can be combined
or integrated easily with other management compliance systems, such
as 15014001:2015 (EMS), OHSAS18001, 15043001 (Occupational
Health and Safety Management Systems), SAB000 (Social
Accountability, etc.

e They call this restructuring as High Level Restructuring (HLS).

e [t strongly suggests employing the Plan-Do-Check-Act cycle at all
levels in the nrganizaﬁt:-n.E



21.9 Key elements of new version

e Risk analysis has been made explicit. Handling nonconformities and
maintenance are part of risk analysis.

¢ [t emphasizes on integration across the supply chain/value chain.

« Writing and maintaining Quality Manual and Proceduras are no more
compulsory.

e The terms "document” & "records” have been replaced with
"documented information” (as evidence to conformance)



21.10 Clauses (Sections) of new version

Section 4 (Clause 4) : Context of the Organization
¢ Understanding the organization & is context, needs needs & expectahons of
nterested parhies

Section 5 (Clause 9) : Leadership
¢ Leadership & commitment

= Quality policy
* Organizahonal roles, responsibilities & authonties

Section 6 (Clause 6) : Planning

» Actions o address nsks & opportunities



Section 7 (Clause 7) : Support
» Resources, Awareness of manpower, Communicabion
» Documented information

Section 8 (Clause 8) : Operation [

» Operational planning & conlrol
= Production of goods & senvices,
= Nonconforming goods & sarvices

Section 9 (Clause 9) : Performance Evaluation

« Monitonng, measurement analysis & evaluation
« Intemal Audit
= Management Review

Section 10 (Clause 10): Improvement

= Nonconformity & comechve action
e Improvement



