
Quality Certification & auditing Quality Certification & auditing 

systemssystems

�� ISO Standards / certified systems and major ISO Standards / certified systems and major 
differencesdifferences

�� Benefits and added value versus criticism Benefits and added value versus criticism 

�� Structure and major elements of quality Structure and major elements of quality 
management systemsmanagement systems

�� Important guidance in developing qualityImportant guidance in developing quality
management systems and process managementmanagement systems and process management



ISO Standards and certified ISO Standards and certified 

systems systems –– facts and figuresfacts and figures

�� 16500 International Standards on a 16500 International Standards on a 
variety of subjectsvariety of subjects

�� 1250 new ISO standards every year1250 new ISO standards every year

�� ISOISO
–– Technical standards on various fields Technical standards on various fields 
of application and productsof application and products

–– Management standardsManagement standards



ISO Management StandardsISO Management Standards

�� Provide requirements or give guidance on Provide requirements or give guidance on 

good management practicegood management practice

�� Generic: can be applied to any organizationGeneric: can be applied to any organization

�� Model to follow in setting up and operating a Model to follow in setting up and operating a 

management systemmanagement system

�� Operating principle of Plan Operating principle of Plan –– Do Do –– Check Check -- ActAct



ISO Management StandardsISO Management Standards

�� Most well known:Most well known:
–– ISO 9001:2000 (Quality Management)ISO 9001:2000 (Quality Management)

–– ISO 14001:2004 (Environmental Management)ISO 14001:2004 (Environmental Management)

�� New standards based on the same generic New standards based on the same generic 
model:model:
–– Information security (ISO 27001)Information security (ISO 27001)

–– Food safety (ISO 22000)Food safety (ISO 22000)

–– Supply chain security ( ISO 28000)Supply chain security ( ISO 28000)

–– Automotive, medical devices, education, local government etc.Automotive, medical devices, education, local government etc.



ISO 9000ISO 9000

�� Quality managementQuality management

�� Meaning what the organization does to fulfill:Meaning what the organization does to fulfill:
–– customercustomer’’s quality requirementss quality requirements

–– applicable regulatory requirementsapplicable regulatory requirements

–– enhance customer satisfaction enhance customer satisfaction 

–– achieve continual improvement of performanceachieve continual improvement of performance

�� ISO 9000:2000 family:ISO 9000:2000 family:
–– ISO 9000 (QMS Fundamentals and vocabulary)ISO 9000 (QMS Fundamentals and vocabulary)

–– ISO 9001 (QMS Requirements) ISO 9001 (QMS Requirements) �� external certification external certification 

–– ISO 9004 (QMS Guidelines for performance improvement)ISO 9004 (QMS Guidelines for performance improvement)



ISO 9001:2000 certificatesISO 9001:2000 certificates

Source:

ISO Survey 2005 by ISO 2006/9
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Benefits and added valueBenefits and added value

�� systematic approach to manage your processes systematic approach to manage your processes 
–– systemize your way of doing thingssystemize your way of doing things

–– time, money and resources are utilized efficientlytime, money and resources are utilized efficiently

–– analyzing and measuring capability of key activities analyzing and measuring capability of key activities 

�� keep customers satisfiedkeep customers satisfied
–– meet their requirements and expectationsmeet their requirements and expectations

�� review performance of QMS: check if it works!review performance of QMS: check if it works!
–– internal audits (ISO requirement selfinternal audits (ISO requirement self--check)check)

–– invite clients to auditinvite clients to audit……

–– audit by certification body audit by certification body 



CriticismCriticism

�� Amount of money and time? Amount of money and time? 

�� Paperwork and bureaucracy?Paperwork and bureaucracy?
–– failure when a company is interested in failure when a company is interested in 
certification before qualitycertification before quality

–– result: a paper system that has nothing to do result: a paper system that has nothing to do 
with the way you run your business!with the way you run your business!

�� Discourages free thinking? Discourages free thinking? 
Lose the power to develop creative solutions?Lose the power to develop creative solutions?



Why external certification?Why external certification?

�� credibility of an independent assessmentcredibility of an independent assessment

�� avoid multiple client audits or reduce avoid multiple client audits or reduce 

frequency or duration frequency or duration 

�� business reference  business reference  

�� expert looking over your shoulderexpert looking over your shoulder



Structure and major elements QMSStructure and major elements QMS

Necessary:Necessary:

�� Define all key processes in your organizationDefine all key processes in your organization

�� Monitoring of processes to ensure they are effective Monitoring of processes to ensure they are effective 
(performance indicators)(performance indicators)

�� Keep adequate recordsKeep adequate records

�� Check output for defects Check output for defects 

�� Facilitate continual improvement: deal with past Facilitate continual improvement: deal with past 
problems and potential problems (corrective and problems and potential problems (corrective and 
preventive actions)preventive actions)

�� Regularly review individual processes and QMS itself for Regularly review individual processes and QMS itself for 
effectiveness (internal audits, management review)effectiveness (internal audits, management review)



ISO requirements for Quality ManualISO requirements for Quality Manual

�� Scope and exclusions (ISO reference matrix)Scope and exclusions (ISO reference matrix)

�� Quality policy and objectivesQuality policy and objectives

�� Definition of key processes and interaction between Definition of key processes and interaction between 
processes processes 

�� 6 compulsory procedures/documents:6 compulsory procedures/documents:
–– Control of documentsControl of documents

–– Control of recordsControl of records

–– Internal auditsInternal audits

–– Control of Nonconforming product/serviceControl of Nonconforming product/service

–– Corrective ActionCorrective Action

–– Preventive ActionPreventive Action
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Important stepsImportant steps

1.1. Focus on customer / user:Focus on customer / user:
•• What are we selling/delivering?What are we selling/delivering?

•• Who is our customer?Who is our customer?

•• Do we know his requirements, needs, Do we know his requirements, needs, 

expectations?expectations?

•• Can we measure customer satisfaction and Can we measure customer satisfaction and 

increase it?increase it?



Important stepsImportant steps

2.2. Amount of documentation (paperwork) Amount of documentation (paperwork) 

depends on:depends on:
•• Size and kind of organization Size and kind of organization 

•• What business are you inWhat business are you in

•• Complexity of processesComplexity of processes

•• Competence and qualifications of personnelCompetence and qualifications of personnel



Documentation: yes or noDocumentation: yes or no

�� Effect on quality of your product / service Effect on quality of your product / service 

�� Risk of unsatisfied customer/userRisk of unsatisfied customer/user

�� Legal requirementsLegal requirements

�� (Economic) risks(Economic) risks

�� Effectiveness and efficiencyEffectiveness and efficiency

Necessary = Necessary = 

defining and analyzing of your processes!!defining and analyzing of your processes!!



Process managementProcess management

1.1. Define basic elements of the process Define basic elements of the process 

2.2. Continual improvementContinual improvement

3.3. Also: a different way of auditingAlso: a different way of auditing



Basic process elementsBasic process elements

1.1. Field of application of processField of application of process

2.2. Process responsibilities Process responsibilities 

3.3. Describe process and interaction with Describe process and interaction with 
other processesother processes

4.4. Process indicators (gather process Process indicators (gather process 
information and analyze it)information and analyze it)

5.5. Define objectives to improve processDefine objectives to improve process
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Continual improvementContinual improvement

1.1. Based on process effectiveness, efficiency, Based on process effectiveness, efficiency, 
reduction of risks and prevention of reduction of risks and prevention of 
deviations/failures.deviations/failures.

2.2. Necessary: Necessary: 
a)a) Management commitmentManagement commitment

b)b) Definition of key success factors and performance Definition of key success factors and performance 
indicatorsindicators

c)c) Process responsibility (also on higher management Process responsibility (also on higher management 
level)level)



AuditingAuditing

�� History: compliance auditingHistory: compliance auditing
-- tell me what you dotell me what you do
-- show me where it says thatshow me where it says that
-- prove that that is what happenedprove that that is what happened

�� 9001:2000 9001:2000 �� a new approach for auditinga new approach for auditing: : 

-- ISO 19011 auditing management systemsISO 19011 auditing management systems
-- process approachprocess approach
-- focusing on risk, status, importancefocusing on risk, status, importance
-- auditor is expected to make more auditor is expected to make more judgementsjudgements
(more (more ‘‘what is effectivewhat is effective’’ than than ‘‘what is formallywhat is formally
prescribedprescribed’’))



Analyzing processesAnalyzing processes

1.1. Based on the activities that add value to your Based on the activities that add value to your 

process!process!

2.2. Criteria:Criteria:

a)a) Does it add value to the customer (internal and Does it add value to the customer (internal and 

external)?external)?

b)b) Does it really cause a change in the process?Does it really cause a change in the process?

c)c) Can we do it right the first time? (no unnecessary Can we do it right the first time? (no unnecessary 

checks)checks)



Benefits of process Benefits of process 

improvementimprovement

1.1. Reduction of time (and cost)Reduction of time (and cost)

2.2. Improvement of quality (remove activities Improvement of quality (remove activities 
that donthat don’’t add value + concentrate on t add value + concentrate on 
activities that really matter)activities that really matter)

3.3. Better focus on the customerBetter focus on the customer

4.4. Improved working conditions for personnel Improved working conditions for personnel 
(less frustrating and time consuming (less frustrating and time consuming 
activities)activities)



Start immediately??Start immediately??

1.1. Changes in processes have to be based on Changes in processes have to be based on 

facts: gather information and analyze it!facts: gather information and analyze it!

2.2. DonDon’’t remove check points out of processes t remove check points out of processes 

without a reason: quality control based on without a reason: quality control based on 

risks and prevention of failures!risks and prevention of failures!

3.3. Changing of processes can only be realized by Changing of processes can only be realized by 

top management!top management!



Good luck !Good luck !



Maybe some time left for a little Maybe some time left for a little 

‘‘process jokeprocess joke’…’…

FLOWCHART.pps


