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International standards

ISO 9000:2005, Fundamentals and Vocabulary,
describes the fundamentals of a QMS and specifies
the terminology for a QMS.

ISO 9004: 2000 Quality management systems -
Guidelines for performance improvements, QMS,
Guidelines for performance improvement

ISO 14001:2004 Environmental management
systems. Requirements with guidance for use

ISO 28001 — OHS Standard
ISO 27001 — ISMS Standard

ISO 17025:2005 - General requirements for the
competence of  testing and  calibration
laboratories.

GMP, GLP, validation and qualification



1SO 9001: 2000

Quality management systems -
Requirements
specifies requirements for a QMS...

 where an organization needs to
demonstrate its ability to provide
products that meet customer
requirements and applicable

regulatory requirements and aims to
enhance customer satisfaction.



Definitions

Product
— The result of a process.

Service

— An intangible product that is the result of at least one activity
performed at the interface between the supplier and the customer.

Management System

— The set of interrelated or interacting elements to establish policy
and objectives and to achieve those objectives.

Nonconformity
— The nonfulfillment of a requirement.

Requirement
— A need or expectation that is stated, generally implied, or obligatory.

Process

— A set of interrelated or interacting activities which transform inputs
into outputs.



Definitions
Quality

— The degree to which a set of inherent characteristics
fulfills requirements.

Quality Manual

— A document specifying the quality management system
of an organization. They vary in detail and format to suit
the size and complexity of an individual organization.

Documentation

— Written material defining the process to be followed (e.g.
test procedure, quality manual, operation sheets).

Record

— A document stating results achieved or providing
evidence of activities performed.



Definitions

e Quality Policy
— The overall intentions and direction of an

organization related to quality as formally
expressed by top management.

e Quality Objective
— Something sought, or aimed for, related to quality.
The objectives are generally based on the quality

policy of an organization and specified for relevant
functions and levels in the organization.

e Scope
— The scope of registration defines the company

sites, product lines, and operations covered by an
ISO 9001 certificate.



1ISO 9001:2000 — Model
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Principles of new standard




Principles of new standard

Customer focus

zation depends customers

tand current & future customer needs.
exceed customer expectations




Principles of new standard

Factual approach to decision making
Effective decisions are based on the analysis of data and information




Expectations of the ISO 9001 Standard
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Process approach
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Process approach —
Continual improvements of Process

4 )
Understandings &
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PLAN: establish the objectives
and processes necessary to deliver
results in accordance with customer
requirements and organizational
policies

DO: implement the processes

ACT: take actions to continually
Improve process performance.

CHECK: monitor and measure

processes and product against

policies, objectives and

requirements .




E.g. - Purchasing Process

Inputs Purchasing I Qutputs
Required item / Procedure « Receipt of
guantity / date Material on right

condition

Applicable specs

Supplier source * Right Quality

Right Quantity

Suppliers Interactions to _ _
capability to Storage * Right Time
meet our sInspection and Testing
requirements Manufacturing

*Finance

Performance Measurements

*Delivery status — On-time, On spec,
NCP etc

*Supplier evaluation
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System Requirements / Structure of the
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4 - Quality management system

4.1 General

requirements

peration & contro

Availability of

operation & control
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4 - Quality management system

Quality Policy '

Quality Objectives '

Quality Manual '

Procedures required by the Standard '

Procedures required for planning, operation & control of Organization activities '
Records '
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DOCUMENTATION SYSTEM
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policy objectives
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5 - Management Responsibility

commitment ' authority &
communicate

objectives & authority —E!
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6 - Resource Management




6 - Human Resources




(7.1

Planning
of product
realization
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7 - Product Realization
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7 - Product Realization

Identification of Customer / Market
requirements

*Specified by customer
*Requirements taken for granted

75 «Statutory / Regulatory requirements

Customer related

processes — (Sales) Review of requirements related

product prior to acceptance /
commitment to customers - ability to
meet customer requirements

Effective communication with customer in relation to

*Product information
«Sales order handling
*Customer feedback
«Customer complaints
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7 - Product Realization

Degree of control depends on effects of
subsequent processes and effect on final
product

7.4

Purchasing

Purchasing is done

in controlled manner Supplier evaluation
to ensure that

purchased products

conforms to specific

requirements

Verification of purchased product —
Inspection and testing
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7 - Product Realization

Proauct characteris
ne

ycedures and work instruc

e equipments to manufac

Juct release, delivery and post

rocess validation
lentification and tracea

duction and
vice provision

ufacturing /
ice provision
ler controlled




7 - Product Realization

7.6 Control of monitoring and measuring devices

Control and Calibration of equipments used for monitoring, inspection and
testing

- Also Reference materials
- Legal requirements
- GMP-GLP requirements (IQ-OQ-PQ)
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General

8 - Measurement, analysis
and improvement
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8 - Measurement, analysis
and improvement

«Continually improvements and the effectiveness of the system

8.2 - Monitoring and Measurements

*Monitoring and measurements of product — Conformity to product requirements




8 - Measurement, analysis
and improvement

Corrective action
*Actions to

Preventive action
*Actions against






1SO 9001 PROJECT

Interview and information gathering with all
colleagues to be involved

Preparation of Quality Policy, Quality Manual and
annual Quality Plan

Defining and documentation of Operational
Procedures

Quality Programs

Trainings for the management and operational
staff

Internal audit
Management review
Certification audit .



1SO 9001 PROJECT

e Quality Programs
— Supplier or sub-contractors evaluation
— Claim and Nonconformity handling

— Justification of activities done (phone calling, e-
mail and oral messages

— Calibration and maintenance of measuring
devices

— Job descriptions an work instructions
— Record keeping and identification
— Competence and other specification
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» Writing down what you do.
» Doing what you write down.

» Provide visible evidence that you are doing what
you wrote down (quality records).

» ldentify errors in the process and opportunities
to improve process.

» Use a preventive action method to identify
additional essential processes.
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