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Documentation Structure & Hierarchy

Document Specifying the quality management
system of the organization. The Quality Manual is
the overall controlling document for all aspects of
Quality Management System

Quality
WV ETVEL

Document Specifying the way to carry out an
Level 2 Quality Procedures activity or a process. It describes the fundamental
documentation requirement of the standard.

. - These are supplemental or contract related
Work Instructlons, Quahty instructions where the absence of such

Levels Plans, Std Criteria, Check documents could adversely affect the quality
Sheets, Specs, Org Charts of the products or services being offered.

Level 1

. These are retentive documents that
Level 4 Quality Records, Forms, Graphs, provide objective evidence of activities

Matrices, Tables performed or results achieved.
References also falls under this level.




Business Process Model
ISO 9001:2000
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A Brief Overview

1ISO 9001 is a very simple Standard to
understand: PREVENTION

Sections 1,2,3 of the standard are simply
‘introductory’ text and do not impact the
fulfilment of the requirements

Sections 4,5,6,7,8 contain the requirements that
MUST be applied — if appropriate to the
company’s scope of work and contractual
relationship with customers. The word “Shall” is
used throughout the standard and it is
mandatory

Information marked "“NOTE" is for guidance and
understanding or clarifying requirements.



Requirements Summary

Total Number of ‘Shall’
(Mandatory Requirements) = 135

Total Number of Notes = 13

Total Number of Clauses = 51



ISO 9001 Requirements Table

FUNCTION DESCRIPTION

Percent Contribution on Meeting

Requirements:

Per Clause Per Shall
Top Management 11/51 =22 % 16/135=12 %
Quality Management Representative (QMR) 4/51 =8 % 9/135=7 %
Sales and Marketing 5/51 =10 % 12/135=9 %
Quality Management (QM) 9/51 =18 % 29/1135=21%
Quality Assurance/Quality Control (QA/QC) 3.5/51=7% 14/135=10 %
Production (Operation) 3/151=6% 9/135=7 %
Facilities and Maintenance 2/51=4% 9/135=7 %
Warehouse 2/51=4% 6/135=4 %
Human Resource and Administration 2/51=4% 2/135=1.5%
Purchasing 2/51=4% 7135=5%
Engineering/R&D 7151 =14 % 23/135=17%
Production Planning and Inventory Control 0.5/51=1% 1135=0.75%

Remarks:

Functions may vary from one organization to another due to the size and nature of business. For
presentation purposes these functions were applied due to familiarity.




