COMPLIANCE WITH ISO 9001:2008
These operating procedures are written using the language of the (industry type), with specific reference to terms commonly used in our business.

The following table identifies which of the ISO 9001:2008 elements are appropriate to our needs, and where they can be found in our Quality Management System.

	ISO 9001:2008


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	
	
	

	1.             QUALITY MANUAL REQUIREMENTS

	
	4.2.2  Quality Manual
	shall be established & maintained

includes scope & details & justification for exclusions

documented procedure or reference to them

a description, sequence, interaction of the processes including the QMS

COMMENTS / EVIDENCE

Need to demonstrate QMS consistently provides a product/service which meets Client & applicable regulatory compliance; addresses Client satisfaction

List exclusions and justify - an organisation must take responsibility for out-sourced processes e.g. design


	

	(QO)
	5.3  Quality Policy     
	Appropriate for organisation purpose

Commitment & Continuous Improvement

Provide a framework - establish & review quality objectives

Communicated & understood within the organisation

Review for suitability

COMMENTS / EVIDENCE

Management Responsibility


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	(QO)
	5.4.1  Quality Objectives 
	Top Management - to be established at relevant Functions & levels

Include requirements for processes 

Measurable

Consistent with Quality Policy

Overall quality objectives – e.g.: management priorities; commercial intentions; meeting MS requirements; meeting regulations & contractual requirements; complying with needs for accreditation, certification or supplier evaluation; meeting the needs of other interested parties; mitigating potential risks to the organisation.

Objectives needed for product requirements (product = result of a process): e.g.

meeting targets; 

measuring rates of achievement for: supplier performance; personnel levels; training and staff competence; provision and maintenance of infrastructure; managing the work environment; meeting service specifications; cost control; timeliness; Client satisfaction.

COMMENTS / EVIDENCE

e.g. 5.1, 5.3, 5.4.1, 5.4.2, 5.6.1, 7.1, 8.5.1,

“Something sought or aimed for relating to quality” (ISO 9001:2008 3.2.4)


	

	
	Organisation Chart
	
	

	
	Terms & Definitions
	as per  ISO 9000:2008 Fundamentals & Vocabulary (as necessary)
	

	2.             QUALITY MANAGEMENT SYSTEM

	
	4.1 General Requirements


	Identify processes - Define systems and processes & sequences

Criteria & methods for effectiveness / control

Resources & supporting information to be available to support operations & monitoring

Measure, monitor, analysis of processes leads to continuous improvement

PDCA (ISO9004:2008 Breakthrough / small steps - on going)

COMMENTS / EVIDENCE

Quality Planning 

NCR/CA

Mgt Review

Small Improvement Teams


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	4.2  System Documented 
	Procedures required - established documented, implemented, maintained & improved

Quality Policy & Quality Objectives

Quality Manual established

Processes - need to establish processes & documentation & records necessary to provide confidence of conformity (ensure planning, operations, control of processes)

Control of documents - procedure

Control of quality records - procedure

IQA - procedure

Control of nonconformity - procedure

Corrective action - procedure

Preventive action – procedure

COMMENTS / EVIDENCE

Established, documented, implemented, maintained
	

	
	4.2.3  Control of Documents
	Documented procedure

Approval

Review / re-approve - updates

Revision status / changes are identified

Available at points of use

Legible, identifiable

External - identified & distribution controlled

Prevent use of obsolete documents


	

	
	4.2.4.  Control of Records          (provides evidence of conformity to requirements & effectiveness of the QMS)
	Documented procedure - to define controls needed

Legible 

Identification

Storage

Protection

Retrieval

Retention time & disposition


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	3.           MANAGEMENT RESPONSIBILITY

	(QO)
	5.1  Management Commitment
	Top mgt - evidence of commitment to development / implementation & improvement of the QMS by establishing:

communication to the organisation - importance of meeting Client requirements, & regulations 

quality policy

quality objectives

management reviews

ensure necessary resources
	

	
	5.2  Customer Focus
	Client requirements are determined & met (Client statistics)


	

	
	5.3  Quality Policy
	
	

	
	5.4 Quality Planning
	
	

	
	5.4.1  Quality Objectives
	
	

	(QO)
	5.4.2 Quality Management System Planning
	Top Mgt

Planning carried out to meet 4.1 & Quality Objectives

Integrity of QMS is maintained when changes are planned / implemented

COMMENTS / EVIDENCE

Includes meeting 4.1 above ie, general requirements of the ISO quality management system


	

	
	5.5 Responsibility & Authority & Communication
	Define and communicate
	

	
	5.5.2 Management Representative
	Appointed by Top Mgt to have Responsibility & Authority

Ensures processes needed - established, implemented & maintained

Reports to top mgt - performance of QMS, including improvements

Ensure the awareness of Client requirements

COMMENTS / EVIDENCE

The CEO is the nominated Management Representative


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	5.5.3 Internal Communication
	ensures communication between levels  -  re processes of the QMS & effectiveness of the QMS

COMMENTS / EVIDENCE

Methods of Internal communication include:  

“””

“””


	

	(QO)
	5.6 Management Review of QMS

5.6.2 Review Input

5.6.3 Review Output
	By top management

Planned intervals

Changes needed to QMS

Quality policy

Objectives

Inputs - 

Audit results

Client feedback

Process performance

Product/service conformance

Status CA & PA

Follow up actions from previous mgt reviews

Changes affecting QMS

Recommendations for improvement

Outputs - any decisions & actions to:

improve QMS & processes

improvement of product related to Client requirements

resources needed

COMMENTS / EVIDENCE

Frequency = quarterly (eg)

Agenda

Minutes Proforma


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	4.          RESOURCE MANAGEMENT



	
	6.1  General
	Organisation to determine & provide resources needed to -

implement, maintain & improve QMS & processes

enhance Client satisfaction by meeting requirements
	

	
	6.2  Human Resources
	
	

	
	6.2.1  Assignment of personnel
	Shall be applicably competent  - education, training, skills & experience
	

	
	6.2.2  Training, awareness, & competency
	Determine competency needed for personnel affecting product quality

Provide training or take action to satisfy the need

Evaluate the effectiveness of actions taken

Employee awareness of their activities & how they can contribute to achieve quality objectives

Records - education, experience, training skills
	

	
	Equipment
	COMMENTS / EVIDENCE

Asset register

Maintenance schedule / location 

Calibration (7.6 PRN)


	

	
	6.3  Infrastructure
	Identify, provide, maintain – infrastructure needed to achieve conformity to product requirements:

Work-space, buildings, associated utilities

Process, equipment, hardware, software

Supporting services eg transport / communication


	

	
	6.4  Work Environment
	Determine & manage, to achieve conformity of product/service requirement


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	5.            PROCESSES

Plan & develop processes for product achievement (realisation)

	(QO)
	7.1  PLANNING           - of processes 
	Sequence of processes & sub processes to achieve the product/service

Organisation to determine as appropriate:

quality objectives & requirements for product / service

need for processes, documentation, resources specific for the product

verification & validation, monitoring, inspection & test activities specific to product & criteria for product acceptance

records needed

COMMENTS / EVIDENCE

Processes

Plan

Implement

Measure and monitor

Act and improve


	

	
	7.2  Customer Related processes
	

	
	7.2.1  Determine requirements related to the product
	Determine Client requirements:

specified by the Client (eg.  availability, delivery, support)

not specified by the Client, but, necessary

obligations related to product/service regulations and legal requirements

any additional requirements determined by the organisation


	

	
	7.2.2  Review of product / service requirements
	Review identified Client / other requirements prior to supply (eg tender, contracts, orders:

product requirements are defined

when no documentation - confirmed before acceptance

differences previously expressed are resolved

organisation has the ability to meet defined requirements

results of review recorded (QR 4.2.4)


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	7.2.3  Customer Communication
	Organisation to identify, implement arrangements relating to: 

product information

inquiries, contracts, order handing / amendments

Client feedback, complaints


	

	
	7.3  Design & Development
	Planning (plan & control)  7.3.1

Inputs 7.3.2

Outputs 7.3.3

Review 7.3.4

Verification 7.3.5

Validation 7.3.6

Control changes 7.3.7

Records (QR 4.2.4)

COMMENTS / EVIDENCE

May or may not be applicable
	

	
	7.4   Purchasing
	
	

	
	7.4.1  Purchasing  Process -  the extent of control depends on the effect of the purchased product on product realisation of final process 
	Control processes to ensure: 

purchased product conforms to specification requirements 

evaluate & select suppliers to supply in accordance with organisation’s requirements

criteria for selection, evaluation & re-evaluation shall be established

records of results of evaluation – maintained


	

	
	7.4.2  Purchasing Information
	Describes requirements for:

approval of product -procedures, processes & equipment

qualification of personnel 

QMS requirements


	

	
	7.4.3 Verification of Purchased product
	Establish & implement inspection activities, needed to ensure product meets specification requirements


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	7.5  Product and Service Provision 
	

	
	7.5.1  Control of Production & Service Provision
	The organisation shall control operations through - controlled conditions:

availability of information that describes the characteristic of the product/service

availability of work instructions as required

use of suitable equipment 

availability and use of measuring & monitoring devices

implementation of monitoring and measurement activities

implementation of release, delivery, & post delivery activities


	

	
	7.5.2  Validation of process  for production and service provision 

(demonstrates the ability of the processes to achieve planned results)
	Defined criteria for review and approval of processes

Approval of equipment & qualification/verification of personnel

Use of specific methods and procedures

Requirements for records (4.2.4)

Re-validation

COMMENTS / EVIDENCE

This relates to the validating of processes where the output cannot be verified by measurement & monitoring - includes processes where deficiencies are apparent after the service/product has been delivered.

(Used to be special processes in 9002)


	

	
	7.5.3  Identification & traceability


	Identify the product through suitable means throughout the entire process

Identify the product status with respect to measurement & monitoring requirements

Control / record unique identification of product/ service

COMMENTS / EVIDENCE

(Also covers 4.12 in 9002)

‘Note - where traceability is a requirement’


	

	
	7.5.4  Customer Property
	Identify, verify, protect, Client property

Lost, damaged - recorded, reported to Client

Can include intellectual property


	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	7.5.5  Preservation of Product

and or parts of ….
	Ensures conformity of product / service with Client requirement - through all stages of the process to final delivery, and includes:

identification

handling

packaging

storage

protection/preservation


	

	
	7.6  Control of measuring & monitoring devices
	Identify - measurements to be made & the measuring & monitoring devices required to assure conformity of product to specified requirements

Where applicable Measuring  & Monitoring devices shall:

be calibrated & adjusted… recorded

be safeguarded from adjustments

be protected from damage / deterioration

have calibration results recorded

if found to be out of calibration – have the validity of previous results reassessed


	

	MEASUREMENT, ANALYSIS AND IMPROVEMENT



	
	8.1  General
	Plan & implement monitoring, measurement, analysis, & improvement processes needed to:

demonstrate conformity of the product

ensure conformity of the QMS

continually improve the effectiveness of the QMS

COMMENTS / EVIDENCE

Include 

statistical techniques and the extent of their use

data collection


	

	
	8.2  Measurement & Monitoring
	
	


	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	8.2.1   Customer Satisfaction
	As a measurement of performance of the QMS the organisation shall monitor Client perception - ie that Client requirements have been met  - determine this method

COMMENTS / EVIDENCE

Measure Client satisfaction


	

	
	8.2.2  Internal audit
	A documented procedure is required- 

include - responsibilities & requirements - independence,  recording,  & reporting - (ISO 10011 - guidance)

conduct internal audits at planned intervals

conforms to ISO, and QMS

importance of activities / area

results of previous audits

conducted by independent personnel 

eliminate detected NCR & follow ups = verification of implementation of CA


	

	
	8.2.3  Monitoring & Measurement of Processes
	Measure and monitor of processes to ensure they achieve planned results - if not - implement corrective action


	

	
	8.2.4  Monitoring & Measurement of Product
	Monitor & measure the characteristics of a product to verify that product requirements have been met

Occurs at appropriate, planned stages 

Conforms to acceptance criteria

Identifies person authorised to release the product

Should not be released until plan arrangements have been completed


	

	
	8.3  Control of nonconforming Product
	A documented procedure is required -

products that do not conform are identified and controlled to prevent use / delivery

define controls, responsibility & authority when dealing with an NCR

eliminate the NCR

concessional use

prevent its original intended use

maintain records

reverify to demonstrate conformity

When a NCR is detected after delivery - take appropriate action


	

	No.
	TITLE
	REQUIREMENT
	NOC SYSTEM REFERENCE

	
	8.4  Analysis of data
	Collect & analyse as appropriate

To determine suitability & improvements QMS

Include data generated by M & M

Analyse data on:

Client satisfaction / dissatisfaction

conformance to product requirements

characteristic of processes, product  - trends

suppliers
	

	
	8.5  IMPROVEMENT
	
	

	(QO)
	8.5.1 Continual Improvement
	Plan & manage processes for CI of QMS

Facilitate the continual improvement through use of:

quality policy, objectives, audit results, analysis of data, CA, PA and management review
	

	
	8.5.2  Corrective action
	Documented procedure is required:

to eliminate cause on nonconformance to prevent recurrence

appropriate to the problem encountered

Procedure to:

identify / review nonconformance / Client complaint

determine cause of nonconformance

evaluate need for action (not to recur)

determine & implement corrective action

record results of CA

review CA
	

	
	8.5.3  Preventive action
	Documented procedure

Identify to eliminate the causes of potential NC to prevent occurrence

PA appropriate to the impact of the potential problem

Procedure to:

identify potential NC & their causes

evaluate the need for action to prevent occurrence of NC

determine & implement action needed

record results of action taken 

review PA taken
	


