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I. WHAT IS A QUALITY MANAGEMENT SYSTEM?
Quality, when used in the context of a quality management system, is defined as conformance to the requirements set by the customer. This means that any product or service that conforms to the customer’s requirements is a quality product or service.

A quality management system consists of the processes and structures that are put in place by an organisation in order to ensure that the standard of quality desired by that organisation and its customers is reached or exceeded. 

There are a number of quality management systems in use around the world. Of these, the ISO 9000 quality management system is the best known and the most widely used. The International Organisation for Standardisation (ISO) recognised the need for an internationally recognised quality management standard that would allow organisations from all over the world to exchange products and services with greater confidence.

Types of Quality Management Systems / Standards / Models:

· ISO 9001:2000
· COSASA
· ISO 22000 ( Food Safety Management Systems )
· ISO 14000 EMS (Environmental Management System)

· ISO 18000 (Health & Safety System)
· HACCP (Hazardous and Critical Control Points : Food)

· Performance Appraisal Systems driven by Human Resources

· Legislation (e.g. the Skills Legislation regarding training and development of employees)

· Purchasing systems/processes

· Maintenance Systems
· Document management systems

2.  WHAT ARE INTEGRATED MANAGEMENT SYSTEMS
Over time, an organisation review strategy and set objectives. This then stimulates the need to implement various management systems either based against national or international standards.  When auditing such organisations, the implemented systems are usually very fragmented and managed as separate systems.
An example is of a company that set new objectives because of the following:

a. Major clients have asked their suppliers to comply with the ISO 9001:2000 standard as their risk assessment has identified this as a external risk (such as supplier management).  The company responded to this by appointing the Training & Development Manager ( part of Human Resources ) to investigate and implement a ISO 9001:2000 compliant system

b. The Depart of Labour visited the premises and asked for the Job and Work Environment risk assessment, Health & safety Training, escape routes, registers, etc.  The company responded to this by appointing the Facilities Manager ( part of Operations ) to investigate and implement the required systems and controls.
The problem is that business, legislative and Training & Development requirements were never looked at from a common point of view. Should they have done this, they would have seen that there are common elements across all the systems and could be implemented as one integrated system.
RETURN TO INDEX
When auditing such fragmented systems, the AUDITOR needs to be aware of how these systems interact with one another as the evidence required may not lay with the person that they are auditing which means that it takes longer and creates problems when compiling the audit report as the objective evidence could fall outside the scope of the audit.

3.  WHAT ARE THE COMMON THINGS ACROSS THE SYSTEMS :
When planning an audit, the auditor should have an idea of where various systems / standards could overlap. Many organisations assume that the AUDITOR has knowledge of all systems and how they fit together and should the auditor not have such awareness, it can be perceived as a auditing weakness by the organisation been audited.

AUDITORS need to research the various systems to ensure that they stay up-to-date with trends and areas of commonality so that when audit reports are compiled, useful comments for improvements within the audited organisation can be included.  This gives a more professional look about the audit and stimulates a professional and mutual beneficial relationship between the auditing body and the audited organisation.

FIG. 2 below indicates common elements across selected systems:

4.  TYPES OF ORGANISATIONS
There are various types or organisations that the AUDITOR will come into contact with.  FIG. 1 below indicates what can you could expect to see in various organisations and may be integrated to a lesser or greater degree.

FIG 1 : TYPES OR ORGANISATIONS AND SYSTEMS  
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	Systems
	Schools
	Colleges
	Hospitals
	Universities
	Private

	International Quality Standards
	Very few will have this
	ISO 9001:2000; 
	ISO 9001:2000 
	ISO 9001:2000 compliance
	ISO 9001:2000

	Environmental Standards
	No
	No
	Mainly part of Health & Safety System
	Mainly part of Health & Safety System
	No

	Models ( national / international )
	No
	No
	COSASA; SA Excellence Model
	SA Excellence Model
	Investors in People

	Accreditation Standards
	SANC; HWSETA
	UMALUSI; ETQA; HWSETA; SANC
	HWSETA; SANC
	HEQC; SANC
	HWSETA; SANC

	Health & Safety
	Little understanding
	Basic compliance
	Yes
	Basic compliance
	No

	Maintenance
	Reactive and outsourced
	basic
	Yes
	Some have it in place
	No

	Financial
	Basic
	Basic Good Financial practices
	PFMA, Good Financial practices
	Good Financial practices
	Basic ( mainly off the shelf software )

	Transport Management
	Normally do not have a system
	Very little  to basic
	Yes
	Yes
	No

	Training & Development
	Basic compliance for WPSP
	Basic compliance for WPSP
	Yes to support WPSP
	Yes to support WPSP
	For WPSP submission to SETA

	Human Resources
	basic
	Basic Systems
	Yes
	Yes
	Little to none

	Work Place Learning
	no
	Maybe have Learnerships
	Yes
	Yes
	Maybe have Learnerships


FIG. 2:  SOME COMMON OVERLAPS BETWEEN THE RESPECTIVE STANDARDS / INITIATIVES                                                           RETURN TO INDEX
	Standard
	Process Approach
	Interaction between Processes
	Evaluation of Risks
	Establishment of Operating Standards
	Control of Legislation / Standards
	Setting of Controls and Objectives
	Management Commitment
	Graphical Interface including a Factory Layout
	Implementation Control

	ISO 9001:2000

QUALITY
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RETURN TO INDEX
5.  QMS DOCUMENTATION STRUCTURE
An operational quality management system is made up of a structured system of documents. These documents can be in digital format (on a computer) or manual format (a printed version). The QMS documents provide a means of communicating an organisation’s policies and procedures to its employees and allow employees to communicate any problems to management. The QMS documentation is best displayed in the form of a pyramid.

There are four levels of documentation in the QMS documentation pyramid:




Quality

Policy

Procedures &

Process maps


Work Instructions


Records

5.1  A Quality Policy is a document detailing the quality management system of an organisation. It can be a paper manual or an electronic manual that addresses each element of the QMS by including a section for each section of the standard/ accreditation criteria. The Quality Policy is the master document of the QMS and provides an overview of the system and must include the following:

· An overview of the company and its products and services

· An agreement to comply with the Standard / Accreditation requirements

· QMS scope

· Exclusions

· Organisational structure and responsibilities

· Documented Quality Policy statement

· Documented Quality Objectives

· Master reference of all QMS documentation

5.2  Other Policies
Examples of other policies include:

· Administration Policy

· Health & Safety Policy

· HIV/Aids Policy

· Equal Opportunities Policy

· Cell Phone Policy

· E-mail Policy

· Internet Use Policy

· Car Policy

5.3  Procedures specify how activities or processes should be carried out. A well defined procedure defines the work that should be done, and explains how it should be done, who should do it, and under what circumstances. In addition, it explains what authority and what responsibility has been allocated, which supplies and materials should be used, and which documents and records must be used to carry out the work. Please note that an organisation may have Process Maps instead of a procedure or even a combination of procedures and process maps as part of their QMS
5.4  Operating procedures 

Some mandatory procedures required by a formalised QMS are:
1. Control of documents

2. Control of records
3. Control of nonconforming products

4. Internal audits

5. Corrective and preventive action system

6. Management review

5.4.1  Control of documents
ISO Requirement of CONTROL OF DOCUMENTS:
Documents required for the quality management system shall be controlled. A documented procedure shall be established to define the controls needed-
a) to approve documents for adequacy prior to issue;

b) to review, update as necessary and re-approve documents;

c) to identify the current revisions status of documents;

d) to ensure that relevant versions of applicable documents are available at points of use;

e) to ensure that documents remain legible, readily identifiable and retrievable;

f) to ensure that documents of external origin are identified and their distribution controlled;

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained for any purpose.

The purpose of this procedure is to identify actions and responsibilities for ensuring the control of all quality documents. This includes things such as the accurate and consistent use of document numbering, page numbering, document structure, etc.

The ISO 9000:2000 standard (3.7.2) defines documentation as “information and its supporting medium.”  As such, “documents” include specifications, Quality Policies, quality plans, records and procedure documents. The medium can be paper, magnetic, electronic or optical computer disc, photograph, film, master sample, or a combination thereof. 

The primary objective of the document control procedure is to ensure that the right documents are available at the right time to achieve the intended purpose.  Document control is a critical factor in ensuring customer satisfaction, and efficient and effective business processes.

It is important to remember to include any software and software media used in the quality delivery media as part of the document control procedure. It is also useful to control any outside standards and client specifications that the organisation will need to adhere to. By assigning identification numbers and listing these outside documents in the master list, you can more easily control the use of these documents.

5.4.2  Control of records
ISO Requirement of CONTROL OF RECORDS:
Records shall be established and maintained to provide evidence of conformity to requirements and of the effective operation of the quality management system. Records shall remain legible, readily identifiable and retrievable. A documented procedure shall be established to define the control needed for the identification, storage, protection, retrieval, retention time and disposition of records.
The purpose of this procedure is to define the system for the maintenance, identification, indexing, storage and control of quality records. Quality records are a critical part of process control, and provide assurance that the system is working as it is supposed to.  If the purpose of the QMS is to “Say what you do, and do what you say!” then quality records are the means of demonstrating conformance to quality system requirements.

As such, any data that can be used to give evidence of conformity should be kept as a record in accordance with this clause. It is therefore important that you:
· ensure that records are identifiable;

· allow appropriate access to the records; and

· ensure that these records remain legible during their intended lifetime

The best approach is to identify, use and maintain records that provide evidence of conformity to requirements and the effective operation of the quality management system. You will need to identify which records must be kept as part of objective evidence.
The control of records procedure can very quickly turn into an administrative nightmare if each and every possible document is recorded. This is not the intention of this procedure; only important documents that will need to be referred back to in the future should be archived. A good rule of thumb is to do a test of reason for any documents you are considering for storage. If you have found that you have at least somewhat frequently referred back to a particular document in the past, then it is a good idea to archive such documents. If, on the other hand you find that a particular document is never referred back to, then it is unnecessary to keep a copy of any such documents.

5.4.3  Control of nonconforming products

ISO Requirement of CONTROL OF NONCONFORMING PRODUCT:
The organisation shall ensure that products / services which do not conform to product requirements are identified and controlled to prevent their unintended use or delivery. The control and related responsibilities and authorities for dealing with nonconforming products shall be defined in a documented procedure. The organisation shall deal with nonconforming products by one or more of the following ways:
a) by taking action to eliminate the detected nonconformity;

b) by authorising its use, release or acceptance under concession by a relevant authority and, where applicable, by the customer; and 

c) by taking action to preclude its original intended use or application.

The purpose of this procedure is to define the process by which we ensure product / services that do not conform to specifications are prevented from unintended or improper use. There must be a clear audit trail that shows how a nonconforming product / services were identified, what was done about this nonconforming product / service and what action will be taken in the future to prevent the recurrence of this nonconformity.

All people within the organisation should have the authority to report nonconformities at any stage of a process. This is particularly true for those people engaged in monitoring processes and process output verification. Prompt attention to nonconformities permits the initiation of prompt corrective action.
5.4.4  Internal audits
ISO Requirement of INTERNAL AUDIT:
The organization shall conduct periodic internal audits to determine whether the quality management system:
a) conforms to the requirements of this International Standard;

b) has been effectively implemented and maintained

A documented procedure shall include the responsibilities and requirements for conducting audits, ensuring their independence, recording results and reporting to management.
The purpose of this procedure is to identify actions and responsibilities for conducting and reporting internal audits. Internal audits are critical to the success of a QMS as they help to determine the functionality and effectiveness of the system. The internal audit functions as a management tool for assessing the effectiveness of the QMS.

When problems in the running of the QMS have been found, internal audits aid in determining if it is because the system needs to be improved or because the documented system is not being followed. In most cases, problems that are found are usually the result of one of the following:
· Poorly formed procedures

· Ineffective processes, or 
· A lack of effective employees training
Along with corrective actions and management review, audits supply key information to make sound business decisions, and they provide information for continuous improvement opportunities. The results of internal audits should always be carefully considered and should form an integral part of the QMS. 

The auditing approach should focus on two primary areas: 

· auditing the management and control of the QMS, and
· auditing the key product/service delivery processes.
In order to facilitate employee awareness and continuous process improvement, it is a good idea to schedule a number of systematic audits of the various processes and sub-systems of the QMS. Smaller, more frequent audits conducted quarterly are far more manageable than full system audits conducted annually.

5.4.5  Corrective & preventative action system
ISO Requirement of CORRECTIVE ACTION :
The organisation shall take action to eliminate the cause of nonconformities in order to prevent recurrence. Corrective action shall be appropriate to the effects of the nonconformities encountered. A documented procedure shall be established to define requirements for:
a) reviewing nonconformities (including customer complaints),

b) determining the cause of nonconformities,

c) evaluating the need for action to ensure that nonconformities do not recur,

d) determining and implementing action needed,

e) records of the results of action taken, and
f) reviewing corrective action taken
This procedure documents a systematic way for anticipating, solving, implementing and following up on corrective action within the organisation. Corrective action is the documentation and resolution of any deviation from the stated requirements in the QMS. You must identify sources of information, collect information and define the necessary corrective actions.  The defined corrective action should be focused on eliminating causes of non-conformance and defects in order to avoid recurrence. 

Examples of sources of information that prompt corrective action include:

· customer complaints

· nonconformity reports

· outputs from management review

· internal audit reports

· outputs from data analysis

· relevant quality management system records

The documented procedure for corrective action must define requirements for:

· identifying nonconformities (including customer complaints)

· determining the causes of nonconformity

· evaluating the need for actions to ensure that nonconformities do not recur

· determining and implementing the corrective action needed

· recording results of action taken

· reviewing of corrective action taken

ISO Requirement of PREVENTIVE ACTION:
The organisation shall determine actions to eliminate the cause of potential nonconformities in order to prevent their occurrence. Preventive action shall be appropriate to the effects of the potential problems. A documented procedure shall be established to define requirements for:
a) determining potential nonconformities and their cause,

b) evaluating the need for action to prevent occurrence of nonconformities,

c) determining and implementing action needed,

d) records of results of actions taken, and

e) reviewing preventative action taken.
With the preventative action procedure, you will need to develop a systematic way for anticipating, solving, implementing and following up on preventative action within the organisation. 

The organisation should identify sources of information for planning and prioritising preventive actions. Examples of sources are:
· customer needs and expectations

· market analysis

· management review output

· outputs from data analysis

· satisfaction measurements

· relevant quality management system records

· results of self-assessment

· processes that provide early warning of approaching out-of-control operating conditions

5.4.6  Management Review
ISO Requirement of MANAGEMENT REVIEW:
Top management shall review the organisation’s quality management system, at planned intervals, to ensure its continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for improvement and the need for change to the quality management system, including the quality policy and quality objectives.
The purpose of this procedure is establish a system and assign responsibilities for scheduling, conducting, and recording the management review of the Quality Management System (QMS). Management review is one of the most powerful and effective ‘Tools’ for maintaining and improving the QMS, as it allows top management to systematically review the effectiveness of their quality planning.

Senior management conducts an annual management review meeting to ensure the continuing suitability, adequacy, and effectiveness of the QMS.  At this meeting, the QMS processes are reviewed to ensure that they remain current and applicable to business trends and market shifts. Any changes and revisions that are made to the QMS will need to be implemented by the QMR as soon as possible after such a meeting.

The quality system is reviewed a minimum of once per year. The QMR will usually schedules an annual review meeting to be held before the end of December each year, but may call for unscheduled review meetings in order to address problem areas of particular importance.
It is important to allocate sufficient time to the management review meeting. Five minutes during the annual sales meeting will not suffice. The specific inputs and outputs must be covered effectively and in sufficient detail to ensure that processes do not drift out of control and that customer requirements are not compromised.

It is possible to create many of these mandatory procedures using a process mapping approach. However, process mapping will not be appropriate for all of the six procedures – such as ‘control of documents’ and ‘control of records’ – and, as such, it is recommended that you create these procedures as written documents rather than attempt to force them into a process map structure.

5.5  Process Maps are diagrams that show – in varying levels of detail – what an organisation does, and how it delivers products or services. A process map shows the major processes in place, the key activities that make up each process, the sequencing of those activities, the inputs and resources required and the outputs produced by each activity. 

5.6  Work instructions (also known as Activity Sheets) are detailed, step-by-step instructions necessary for complex or critical processes to be completed correctly. Work instructions provide details on how to perform specific tasks or activities. These include drawings, user manuals, workmanships standards, etc. and are required where it is necessary to ensure effective planning, operation and control of the specific process. 
5.7 Records are documents that record the results the organisation has achieved or provide evidence of activities that have been performed. A record contains objective evidence which shows how well a requirement is being met or how well a process is performing. It always documents what has happened in the past. These records are used to provide objective evidence of conformance to the requirements (tags, forms, labels, etc.).  
Forms & checklists
The organisation will most likely already make use of a number of forms and checklist that it utilizes in its current day-to-day business. In preparation for finalising the QMS, you should gather any and all such documents and ensure that you have a copy of each. If there are any new or additional forms or checklists that you will need as a result of the QMS installation or other business development, make sure that these documents are fully completed and reviewed before moving on to the next step.

Quality records

Quality records are effectively the archived records of the various forms and checklists that you organisation makes use of. You will remember the filing symbol that you would have used when you were creating the process maps. This symbol indicates where and when you will be creating the organisation’s quality records.

Quality records are documents that preserve important information of activities carried out or results obtained.  The company must keep records of audits reports, management reviews, process controls, nonconformities found, preventive and corrective actions taken, personnel training courses, and other information.  Like an aircraft’s ‘black box’, these records make up the company’s memory and are retained for a predetermined period.

Use the ‘control of records’ procedure to make sure that you have archived all important information and that records are kept in accordance with the processes and procedures.
Master Record Index

This is a list of forms displayed together with the department or area that uses the document, the person responsible for the document, if an electronic or hardcopy version of the document is filed, the period for which the document is kept and any remarks regarding the document. 

RETURN TO INDEX
6.  ELECTRONIC AND HARD COPY SYSTEMS

Electronic QMS

Advantages: An electronic QMS makes the administration of the QMS simple and allows users easy access, which means that it is much more likely that they will use it. References to and interactions with other procedures/policies/forms are made easier, as the user is able to click on the link to the relevant document without having to search through an index. Updates are also easy, because a document can be instantly updated throughout the system at no cost.

Disadvantages: An electronic QMS can be expensive to implement if the organisation does not have any IT infrastructure in place. It also requires a significant amount of IT support.

B)
Hardcopy QMS
Advantages: A hardcopy format QMS can be cheap if there are only a few people in the organisation, quick references can be made (if indexed correctly), and people can read through a hardcopy document (people often feel more comfortable with this).

Disadvantages: The disadvantages of a hardcopy format are that all manuals and QMS documents need to be manually reprinted and updated, which can be costly and time consuming. People also usually only read though the manuals prior to an internal audit; and a hardcopy QMS becomes difficult to use as references and interactions with other procedures/policies/forms are made.
There are a number of administrative documents that are required to ensure that the HARD COPY QMS is properly controlled and managed. Not all of these documents are required for an electronic version of a QMS, but if you are making use of a hardcopy QMS, even in support of an electronic QMS, you will need to make use of all of them. These documents, together with their use must be clearly described within a procedure.

These administration documents are:

1. QMS Manual Distribution Register

2. Document Transmittal Note

3. Document Transmittal Register

4. Change History Sheet (to be included for all procedures, policies, guidelines, etc.)

5. Document Change Request

6. Change Request Register

7. Document Control procedure

QMS Manual Distribution Register
The manual distribution register forms a record of all Quality Manuals that have been issued to employees in the organisation. In this register, you will record the manual number, recipient, date and recipient signature for each issued manual.

Documentation Transmittal Note
Documentation transmittal notes are used when sending a hardcopy bundle of any quality documents to a holder of a QMS Manual. The transmittal note is effectively a cover note for these documents and states the details of the documents contained in the bundle. This note must be signed and dated in order to acknowledge receipt of the documents. It is then returned to the QMR. 
A transmittal note is not necessary for electronic documents as these can be accessed immediately from the electronic QMS.

Documentation Transmittal Register
This is a record maintained by the QMR of all the transmittals that have been issued. Typically, it will indicate the transmittal reference number, date, person/department issued to, action required and the date that the documents were returned.

 Change History Sheet

A change history sheet will need to appear in the beginning of the Quality Manual as well as each and every document. This sheet highlights the changes a document has gone through by providing a revision number, a title of brief description and the signature of the QMR. This sheet will need to appear in all documents, whether electronic or hardcopy.

Document Change request

The document change request is a form that any person in the organisation can use to request changes that may need to be made to the QMS and its documentation. On an electronic system, the form can be downloaded or printed from the web, filled in and either emailed or sent to the QWR for confirmation. With a hardcopy, the employee will need to get a copy of the change request form which can then be filled out and sent to the QMR. 

Change request register

Once the QMR receives the change request form, they will need to process the request to see if the change is necessary. If the change is deemed valid, the QMR will implement the changes and generate a new document code for the updated document. This is then recorded in the change request register which records the change request number, who requested the change, what the change involved as well as the date of the change and the QMR’s signature. Such a register will be necessary for both an electronic and hardcopy QMS.

Notes
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7.   PLANNING AND CONDUCTING THE Audit

7.1
What is an Internal audit?

You must periodically perform internal audits to assess the QMS and to verify its compliance with the accreditation and/or ISO 9001 standard and the own documented processes and procedures. 
These audits are performed by an individual or a group of people (typically 1-4) from within the organisation. This means that internal audits are a form of self-assessment. Remember that the QMS will be audited by a group of trained external auditors during a certification audit. An internal audit allows you to uncover non-conformities, which indicates where improvements need to be made. Internal audits also help the organisation prepare for the certification audit. The more accurate the internal audits, the better the chance of passing a certification audit.

The auditors must verify that the QMS is actually working as described in the documentation and that the accreditation and/or ISO 9001 requirements have been met. The auditor(s) must clearly specify any non-conformities or variances to the documentation or against requirements. After the audit, the non-conformities will be analysed and corrected. 

Since internal audits are required, you must be able to show that you have scheduled and conducted them on a regular basis. Records of the internal audit plan, schedule and the audit findings report should be maintained to verify that internal audits were performed regularly and correctly.

7.2
Appointing auditors

Before you can conduct the first internal audit you need to select and train the auditors. Internal auditors are tasked with verifying compliance with the standard and the organisation’s own procedures (and any other applicable regulations). Auditors must also uncover non-conformities and seek improvements (or simplifications) in processes. The internal auditors are the most important part of the entire audit process. Appointing the right people is therefore vital.

There are typically four factors used to select auditors:

· Auditor attributes  

· Auditor independence

· Auditor qualifications 

· Auditor availability 

Auditor Attributes: When selecting auditors, look for individuals who are trustworthy, fair, have an even head, and who are dedicated to their jobs. Attention to detail and an analytical mind are also valuable attributes in an auditor. Some auditors can provide insights that can take auditing from merely checking compliance, to a tool for growth. Audits can sometimes result in conflict, so you need auditors who can use their heads and do not carry grudges.

Auditor Independence: It is important to have auditors who have no stake in the audit. That is why in many cases at least one auditor will be selected from finance, sales or other non-manufacturing departments. Auditors do not audit their own work, although this can prove difficult in smaller organisations. Remember that while auditors need to be independent, they also need to have some understanding of the processes they are auditing. When asking questions off a checklist, for example, auditors need to know the correct answer to the questions they ask. If they don't know the correct procedure or form to use, how will they know whether the employee knows?

Auditor Qualifications: Specialised training, previous auditing experience and auditor certifications will tend to place employees at the top of the prospective auditor list. Many lead auditors have special qualifications before they are selected. Typically, all such auditors are considered qualified (unless they are newly assigned).
Auditor Availability: Auditors must have enough time and be available to conduct the audits. Availability is usually used as the ‘tie breaker’. If several prospective auditors have similar qualifications, then the one who has the most available time will get the nod. However, auditor selection should never be based on availability alone.
7.3
Developing the audit schedule
Once you have selected and trained the internal auditors, you must develop an internal audit schedule. An audit schedule should be designed so that all aspects of the QMS are reviewed at least once per year. Internal audits can also be performed in increments; you do not have to audit everything each time you audit.

The frequency of internal audits may vary, based on four parameters:

a. Status of audited area 

b. Importance of the audited area 

c. Results of previous audits 

d. Changes in the organisation

Status: Status of the audited area and results of the previous audits are connected and are often combined. In reality, the results of previous audits help define the status. Status refers to how well the process/department is performing. Is there a considerable amount of corrective actions (including audits) as a result of the process? Has the activity led to customer complaints, or dissatisfaction? Does the process/department have high employee turnover? Is this a new or revamped process? The answers to each of these questions indicate the status of the activity. Any 'yes' answer would necessitate more frequent audits. 

If you attempt to audit the entire system once a year, auditors may question whether you considered the ‘status’ of the processes/departments. There are two plausible explanations for auditing everything. First, it is possible for all activities to have the same status. Secondly, you can plan to audit everything to the ‘worst’ offender.

Importance: The importance of the process/department to be audited is directly related to the impact, either actual or potential, of the activity on customer satisfaction. Some activities are much more critical than others. Those activities need to be audited more frequently. 

Results of Previous Audits: If an audit of a process/department reveals many non-conformities, then it only makes sense that it should be audited more frequently. By the same token, should an activity never have problems, then that activity can be audited less frequently. 

Change: One of the most important factors to consider is change. Anytime change is introduced into a process, the chance of variation increases. In QMS terms, this means an increased risk of non-conformances. If a process has significant change that should be a trigger for increased audit activity. 

The audit schedules must be retained to serve as records. Consider storing the audit schedules electronically: you can save the schedules as “Audit_Schedule_CY,” where “CY” is replaced by the last two digits of the year to which the schedule applies.

7.4  HOW DO WE AUDIT THE FOLLOWING :

7.4.1  HOW DO WE AUDIT POLICIES
Policies must have stated commitments and could have Vision and Mission statements in as well. The stated commitments should be tested by asking for objective evidence to prove that they have been implemented, measured, analysed and where required improvements actioned

7.4.2  HOW DO WE AUDIT  Process Maps
Process Maps are audited by looking for the following pointers:
a. Who does what ( responsibility )

b. What is the outcome of each step or the process map as a whole

c. What documentation  / information is generated

d. What happened to the documentation  / information ( filed, server, copied )

e. How easy is it to find information and is it filed in a structured format or does it rely on the individuals experience.

f. Look for approvals, document control, legibility and accuracy of the information
Processes should be monitored and, where appropriate, measured to demonstrate the ability of the processes to achieve planned results. Examples of measures of process performance include:

· Accuracy

· Timeliness

· Reliability

· Reaction time of processes and people to special internal and external requests

· Cycle time or throughput

· Effectiveness and efficiency

· Cost reduction

You should consider reviewing the process maps to determine whether adequate measuring and monitoring activities are performed. 
7.4.3  HOW DO WE AUDIT  PROCEDURES
Auditing a procedure is the same as a process map only now, the description of activities and steps are described in written format.

7.4.4  HOW DO WE AUDIT RECORDS
When looking at records, you need to look at the following:
a.    Is the form used the current version ( check this against the Master Records )

b.    Have ALL the field been completed. ( if something is No Applicable, then the person should have entered NA )

c.    Is the information legible

d.    Has the record been signed off when required.

e.    Where is the record filed ( is it easy to find the record and can you trace the information back to its source

f.    What is the retention period for the record ( is it stipulated anywhere )

7.4.5  HOW DO WE AUDIT OBJECTIVES
Quality Objectives are the same as Policy Statements which need to be supported by process deliverables.  Look at the objectives and ask for objective evidence that they have been measured, analysed and where required, improvements have been actioned.

Note:

Determining the right things to measure can be a difficult task. Even though many organisations collect data about their operations, they often find that the information they need does not exist. In order to improve the organisation, you need answers to questions such as: “What is the problem?” “How often does the problem occur?” and “What is causing the problem?” In other words, you need information. However, while good information is always based on data (the facts), simply collecting data does not necessarily ensure that you will have useful information. It is important to understand that ‘information’ includes ‘data’ but ‘data’ does not necessarily include ‘information’. The data may not be relevant or specific enough to answer the question at hand. The key issue, then, is not "How do we collect data?" Rather, the key issue is "What should we measure to generate useful information that will help us to improve?"

It is important to look at what needs to be measured and monitored from a business point of view. Although ISO requires organisations to monitor and measure certain things, it does not prescribe any specific measurements or tests, nor does it require complex statistical data gathering and analysis if there is no need or benefit for the organisation. When addressing the ISO 9001 requirements for measuring and monitoring, you should remember that it must make business sense for the organisation. 

Things that should be asked when setting Objectives are :
· What are the targets?

· What critical areas should be measured?

· At what stages should our product be inspected?

· Which processes need to be measured?

· How will the measurement be done?

· Who will do the measuring?

· How will the results of the measurement be reported?

· Who will the report be issued to?

Customer satisfaction

ISO Requirement of CUSTOMER SATISFACTION: 

As one of the measurements of the performance of the QMS, the organisation shall monitor information relating to customer perception as to whether the organisation has met customer requirements. The methods for obtaining and using this information shall be determined.

Objectively measuring customer satisfaction should be part of every organisation’s activities. Many organisations look at profit and lack of customer complaints as indicators of customer satisfaction, but a lack of complaints does not indicate a lack of repeat business or unspoken customer dissatisfaction. Ask yourself: “Do we deliver on time? Do we deliver in full? What feedback do we? Are we growing?” This data must be used to take corrective action and to improve the system.

ISO 9001:2000 requires that customer satisfaction is monitored but does not specify how it should be done. Consider measuring sources of information on customer satisfaction such as:

· customer complaints

· direct communication with customers

· customer questionnaires and surveys

· focus groups

· reports from consumer organisations

· reports in various media

· sector studies

Internal audit

ISO requires that you conduct periodic internal audits of the QMS. Internal audits provide an excellent source of information for measuring and monitoring. They monitor overall QMS performance and will identify any problems or non-conformities so that they can be corrected. 
Service / Learning Delivery
The organisation’s output (products or services) should also be measured for conformance. This can be done by inspecting and testing or determining by other means whether products were provided or services rendered in accordance with customer requirements and expectations. Take the following into consideration:

· the location of each measurement point in its process sequence

· characteristics to be measured at each point, the documentation and acceptance criteria to be use

· equipment and tools required

· inspections or testing required by statutory and regulatory authorities

· type testing

· in-process inspections or testing

· assessment practices
· appeals
· peer reviews
Suppliers

The organisation needs to evaluate and select suppliers based on their ability to meet the requirements. This means that you must monitor the quality of products or services provided by the suppliers. The first step is to decide what is important to you. Do the suppliers deliver on time and in full? What is the reject rate for supplier inputs? 

Analysis of data

Here is a list of quality summary reports that are useful:

· Pareto charts allow you to focus on the critical few rather than the trivial many

· Pie charts showing categories of failure by work group and product line

· Bar charts showing comparative supplier performance

· Graphs showing trends in quality costs for failure costs, appraisal costs and preventative costs

In assessing conformance to data analysis requirements, auditors will want to see how the results of the data are used, and will want to see evidence of measurements that help the organisation determine whether or not the QMS is effective. The results of analysis can be used to determine:

· trends

· operational performance

· customer satisfaction and dissatisfaction

· satisfaction level of other interested parties

· effectiveness and efficiency of the organisation

· supplier performance

· economics of quality and financial and market-related performance

· benchmarking of performance

Remember that if you identify serious problems through measuring and monitoring activities, consider turning them into quality objectives. This will ensure that they are dealt with.

7.4.6  Management responsibility
You will need to look at management meeting minutes to see what was discussed and what actions came out of them. We are really trying to audit management Commitment here to ensure that Quality is not only one individuals problem.

A. – Management commitment
Management must demonstrate its commitment to the development and implementation of the quality management system and provide evidence of its commitment to continual improvement of the effectiveness of the quality management system.

ISO Requirement of MANAGEMENT COMMITMENT:
Top management shall provide evidence of its commitment to the development and implementation of the quality management system and continuously improve its effectiveness by:
a. communicating to the organisation the importance of meeting customer as well as statutory and regulatory requirements;
b. establishing a quality policy;

c. ensuring that measurable quality objectives are established;

d. conducting management reviews; and

e. ensuring the availability of resources
The implications of each of these five requirements will now be discussed in turn:

a) Organisations depend on their customers, and you must ensure that the customer’s requirements and expectations are communicated throughout the organisation so that they are met or exceeded.

b) A quality policy is a statement that details the organisation’s stance on quality and on meeting customer requirements. The quality policy should communicate the organisation’s quality goals to the customers, and tell the employees what they should strive for.

c) Quality objectives help to ensure that the goals and ideals expressed in the quality policy are translated into practice. The quality objectives should be realistic goals that the organisation should plan to attain within a specific timeframe. You must ensure that the quality objectives are specific and measurable.

d) The purpose of a management review is to evaluate the overall performance of the QMS and to identify improvement opportunities.  These reviews are carried out by the organisation's top managers and are done on a regular basis.
e) Management is responsible for ensuring that the resources required for the QMS implementation project – in terms of time, money and man power – are provided.

B – Customer focus

Management must ensure that customer requirements are determined and are met with the aim of enhancing customer satisfaction.

C – Quality policy

Management must adopt a quality policy that includes a commitment to comply with the requirements of the ISO 9001 standard and a commitment to continually improve the effectiveness of the quality management system.

D – Planning

Management must ensure that ‘quality objectives’ are set for all functions within the organisation. Management must then establish plans to meet these quality objectives.

E – Responsibility, authority and communication

Management must define levels of responsibility and authority to all staff within the organisation, communicate these to the staff and enable the staff to implement them. A management representative must be appointed to ensure that the QMS is implemented and run correctly. The management representative must report to management on the performance of the QMS, and promote awareness of customer requirements throughout the organisation.
F – Management review
Management must review the quality management system at least once a year to ensure that it remains suitable and effective for the current business and for any proposed change in the business. Management must take action to correct any problems or nonconformities that were identified during the review.

7.4.7  Resource management 
7.4.1 - Provision of resources

The organisation must determine and provide the resources needed to implement and maintain the quality management system, to continually improve its effectiveness and to enhance customer satisfaction.

7.4.2 – Human resources

The organisation must ensure that employees whose work affects quality are competent. This competency must be based on the person possessing the appropriate education, training, skills and experience. The organisation must determine the needed competencies, and provide training (or take other appropriate action) to satisfy these needs. The organisation must also maintain training/qualification records, evaluate the effectiveness of actions taken to satisfy competency needs, and ensure that employees are aware of the importance of their activities and how they contribute to achieving quality objectives.

7.4.3 – Infrastructure

The organisation must determine, provide and maintain the infrastructure needed to produce products/services that meet the customer’s requirements. This includes facilities (buildings, workspace, utilities, process equipment, hardware and software) and support services (transport, communications).
7.4.4 – Work environment

The organisation must determine and manage the work environment (heat, humidity, light, airflow, ergonomics, hygiene, cleanliness, noise, vibration, pollution, safety/protective equipment) needed to produce products or services that meet the customer’s requirements.

7.4.8
Evaluating the employees’ ability to use the QMS

During the audit, you need to ask individuals to show you where their process map or procedure is that describes what they do. You should put them under pressure to immediately find it.  If they know that it is in a manual or somewhere on their computer, give them time to find it.

If there is not one available, it will become evident very quickly

7.5  PREPARING FOR THE AUDIT

When planning an internal audit, you need to ensure that both the auditors and the organisation / people to be audited are properly prepared. A properly prepared auditor will make the audit simple and painless. The audits will also be less stressful for the organisation / people to be audited and result in less conflict. For an audit to be as efficient and effective as possible, auditors cannot be expected to be prepared with only minutes to prepare prior to the audit. 

The auditors must be familiar with the requirements of the respective standard. Knowing how to interpret the standard is vital in determining whether situations are conforming or not. The auditors must know and understand what the standard is trying to achieve and what evidence would show that the letter and the intent of the standard is being met.

The best way that auditors can prepare is to thoroughly digest the standard, as well as any supporting documentation.  Reading past audits, publications and books on the subject are good methods of increasing knowledge of the standard. 

Developing a good checklist can be a real time-saver during an audit. The checklist helps outline the fact-finding strategies. On the checklist, the lead auditor makes notes on what evidence they are seeking, how many of which records to examine and what questions to ask. The audit checklist can be used to determine who you are going to ask questions to, what you will be asking and what other evidence you are seeking. As you develop the checklist, consider how much time to dedicate to each question/examination and try to predict time needs and check them against the proposed schedule. 

Read the relevant documentation prior to the audit and make an audit checklist of the key aspects that you wish to audit. However, remember that the checklist is merely a guide; it is not set in stone.

After the organisation has completed its first audit, an important part of audit preparation for subsequent audits is to review previous audit results. The auditor gains valuable insight from this information on what items are critical and what items are of less importance. This allows the auditor much more flexibility during the audit and will result in closer adherence to the audit scope.

The process/ area/ department to be audited may also need some time for audit preparation, although not as much as the auditor(s). They will need to make sure all records are available at the time of the audit. They may also have to ensure personnel key to process operation are available on the day and time of the audit. They must also make plans to keep interruptions and distractions at a minimum (auditors also need to do this).

7.5.1  Process That need to be looked at :

Typical processes that will be audited are as follows :
1.   marketing

2.   programme design

3.   programme delivery

4.   programme outsourcing for delivery by a service provider

5.   programme administration

6.   learner administration

7.   learner support ( counselling, guidance)

8.   work place learning and assessment

9.   programme reporting and external reporting ( learner record database, achievements, analysis )

10. programme change control

11. learning venue evaluation

12. appeals process

13. assessor and moderator registration

14. assessment process

15. moderation process

16. human resources

17. finances ( procurement)

18. Information Technology

19. RPL

20. Internal auditing

21. Corrective Action

22. Control of records

7.5.2  How does this fit into the SANC Requirements:
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3.3.7
Conducting the audit

1. Audit Plan 
The lead auditor must develop an audit plan, which includes the documentation to be audited, a checklist of items to review, and sample questions to ask. 

2. Notification 
You need to formally notify the area to be audited, generally at least 5 working days before the audit. This will ensure that all personnel are available and give them time to prepare for the audit.

3. Opening Meeting 
The opening meeting allows the auditors to discuss the purpose and requirements of the audit and to go over the audit schedule, and discuss any other concerns. If any changes to the schedule are required due to unforeseen circumstances, they can be agreed upon during the opening meeting.

4. Gather Evidence 
After the opening meeting has been concluded, the auditors can begin the audit. 

Auditors collect evidence by interviewing employees, reading documents, reviewing manuals, checking records, examining data, observing activities, and studying working conditions. 
Typical processes that will be audited are as follows :
1.   marketing

2.   programme design

3.   programme delivery

4.   programme outsourcing for delivery by a service provider

5.   programme administration

6.   learner administration

7.   learner support ( counselling, guidance)

8.   work place learning and assessment

9.   programme reporting and external reporting ( learner record database, achievements, analysis )

10. programme change control

11. learning venue evaluation

12. appeals process

13. assessor and moderator registration

14. assessment process

15. moderation process

16. human resources

17. finances ( procurement)

18. Information Technology

19. RPL

20. Internal auditing

21. Corrective Action

22. Control of records

	A
	The Quality Policy has been documented 

	B
	The Quality Policy has been communicated to all employees

	C
	Quality Objectives have been set and documented

	D
	The Quality Objectives have been communicated to all employees, and methods to measure them have been established

	E
	All the process maps have been completed and reviewed

	F
	All the activity sheets and supporting documentation have been completed and reviewed

	G
	Measurement and monitoring devices have been put in place

	H
	All remaining QMS documentation has been created and captured into the Master Record Index

	I
	The method of accessing and administrating the QMS has been set, and all QMS documents have been integrated into the system


POINT A and B

Is the quality policy documented, accessible and understood?

Once the Quality Policy has been signed, a session should have been held and documented to ensure that each department understands how it applies to their area of responsibility. For example: If the quality policy reads: “WE WILL BE CUSTOMER FOCUSED” this can mean many different things. Within a Finance department this may mean ensuring that claims, queries and accuracy are the drivers to meet the Quality Policy. The Finance Manager commits to it by ensuring proper budget control and providing the proper system of financial control.  The Finance Clerk commits to it through accurate data capturing and friendly interaction with customers.

POINT C and D

Have quality objectives been set and put mechanisms in place to ensure that they are monitored and achieved?

Many organisations have problems in setting their Quality Objectives because they do not know how to identify them. The idea is to identify, document, implement and measure objectives that are important to the organisation. 
POINT E

Have the process maps been completed, reviewed and integrated into the QMS structure? Have the process owners reviewed and commented on them? Can a new employee pick up the process maps (and supporting documentation), and be able to start delivering a ‘quality service’ with minimal guidance?

When reviewing the process maps, employees tend to give them a glance and say that they are fine, but what they are saying in many instances, is that they know what to do without any guidance and base their reply on experience (and not a documented and controlled structure). Employees need to be critical of the process maps and any supporting documentation as they need to be able to show people how to deliver a ‘quality service’ without relying on experience.

POINT F

Have activity sheets / work instructions and supporting documentation been updated and modified to correspond with the policies/ procedures? Are all activity sheets numbered and named in accordance with the document control procedure? Do all the hyperlinks to the activity sheets work?

POINT G

Have measurement and monitoring criteria been established? Have mechanisms been put in place to do the measurements? Have plans to collect and store the resulting data?

POINT H

Have all the documents and forms used within the organisation been identified, and are they indicated in the Master Record Index? Do they show who is responsible for them, where they are kept, what format they are kept in and how long they are kept (on site as well as off site storage)?

POINT I

Is the QMS web page fully functional? Do all the links to the various sections work? If the QMS will run on a network, has it been tested? Are employees able to understand and use the QMS?
If not an electronic QMS, then have all employees got access to the Hard Copy QMS manual and do they know how to use it ?
3.2.3
Ensuring that all employees will have access to the QMS

It is critical that all employees will have access to the QMS once it is implemented. You must ensure that employees are able to access and use the QMS at their workstations. Remember that the further that employees have to go or the longer they have to wait to access the QMS, the less likely they will be to use it.

I) Who has access to computers?
You need to identify who has a computer and who does not, as it will determine how the QMS will be accessed. If a significant portion of the employees do not have access to (or are unable to use) a computer, you will have to print off a hardcopy version of the QMS. If you will be using both electronic and hardcopy versions of the QMS, you will need to manage the interface between them to ensure that they are fully integrated.

II) Who has access to the network? (if you have one in the organisation)

If you do have enough computers, but they are not connected on a network, you will need to copy the QMS to all the other computers in the organisation. This will mean that you will have a number of ‘stand alone’ electronic QMS’s, which in turn means that you will have to manually update the QMS files on every computer each time they are modified. This is time consuming and makes administration difficult. It is strongly recommended that if you do not already have a network in place in the organisation, you consider installing one. Having the QMS on a network allows for instant, automatic updates for all users. It also makes the administration of the QMS far easier.

III) How are you going to provide for people who do not have (I) or (II)?
If you do not have enough computers or you do not have a network, some or all of the employees will need a hardcopy format of the QMS. Printing off and using a hardcopy QMS is discussed in step 2.4. If you do have both an electronic and paper-based version of the QMS in use, the interface between the two systems will have to be carefully managed.
IV) Is there any IT support required?
You may need to determine if the computers and/or network are adequate, and if any upgrades or improvements are needed:

i. Are additional computers needed?

ii. Are existing computers adequate? If the computers and/or the server are too slow, people will be reluctant to use the QMS

iii. Is the IT system/network stable or does it crash a lot? If the system is off-line, the QMS will be inaccessible.

5. Record Results 
On the basis of the evidence you collect, you complete the audit checklist. Three answers are possible: YES, NO, and N/A.  A YES answer means you're in compliance with the standard, a NO answer means you're not in compliance, and an N/A answer means that this question is not applicable in the situation.  As you collect the evidence, you answer each audit question and record the observations using the audit checklist. 
The records as well as any checklist used during the conduct of the audit must be maintained by the QMR to provide objective evidence of the completion of the audit.
6. Closing Meeting 
In the closing meeting you should provide brief summary of the audit findings and discuss any concerns and clarify any uncertainties that may have come up during the course of the audit.

7. Audit Report 
After the audit has been completed, the lead auditor prepares an audit report. The audit report should list all nonconformities (NO responses) identified during the audit, summarise the evidence gathered, and formulate conclusions. The audit report also summarises the evidence you have collected and discusses the conclusions you have drawn. Finally, the report discusses the recommendations that should be implemented in order to correct or prevent nonconformities and to make improvements. The audit’s effectiveness depends on the quality of the report.
Report the audit results to management. You need to include in the audit procedure how any problems and improvements are to be followed up. Remember to store internal audit records in accordance with control of records procedure.
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