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What are your targets for this 

workshop?
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What the Standard says………
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Elemental Checklist/Audit
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What is a process …..?
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Customer Sales Design Manufacturing Final Insp.
Warehouse

Shipping 

Suppliers 

Management QA HR Finance
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Inputs

Metrics 
(KPIs)

With what? 
(tools)

OutputsProcess

With who? 
(competency )

How? 
(Procedures)
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Customer Sales Design Manufacturing Final Insp.
Warehouse

Shipping 

Suppliers 
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KPI KPI KPI KPI KPI
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Is this the real process for an organization?

9



Copyright Phitelos Solutions Inc. - 2011

10

Inputs
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Process

Competency 

Procedures

Manufacturing 
Equip
- Maintenance
- Calibration

Competency 
Requirements 
- Education
- Training 
- Experience 

What Metrics 
- Improvements?

Process/Procedures
- Controls?
- Complete?

Various
- Design plans
- Customer 
Requirements

Various
- completed 
product 



Copyright Phitelos Solutions Inc. - 2011

Competence 
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What is a process audit?

13

Customer Sales Design Manufacturing Final Insp.
Warehouse

Shipping 

Suppliers 

Management QA HR Finance

KPI KPI KPI KPI KPI



Copyright Phitelos Solutions Inc. - 2011

Someone has to manage the audit 

program
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J F M A M J J A S O N D

Process 1 X

Process 2 X

Process 3 X

Process 4 X

Process 5 X

…………… X X X X X X

Process N X
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Element Vs Process

• Element – focuses on are all elements identified

 Are the requirements met

 Ensures elements audited 

• Process – Focus on effectiveness 

 Are the metrics indicating improvements! If not, what 
actions are being taken.

 Risk missing elements 
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Audit evidence is gathered three 

ways
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Interviews Reviewing documents Watching Activities
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How to collect Process Data
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Inputs Process

Tools Procedures

Outputs Metrics

Notes

Elements Notes Follow-up 

Comp
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How to collect Process Data
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Inputs Process

Tools Procedures

Outputs Metrics

Notes

Elements Notes Follow-up 

4.2.3 Procedure, 
Product  
Milling, Rev 2

6.2 

- Design 
Spec AB123
- Material 
CofC

- Prod/Plan 
Mtg
- F&L  Spec
(PDCA)

-Mill 45
- Calliper 
SZ3456

-Set-up
Trend  
- Milling 
time/pc 

-Product  
Milling, Rev2

-Product  to 
ship
-Waste oil, 
-out-of-spec

Comp Bob Smith Mill Op.

Bob Smith 
Mill Op.

HR 
Rec

7.6 Calliper SZ3456 Cal 
Rcd

8.5.2 Trend 
- Milling time/pc CAR  

Rcd

Sample 1 –
ACME order 45

Milling

8.2/5.6 Out-of Spec 
Material ???
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Is the audit complete?

• Links between processes 

• Are all the elements audited?

• Cross Reference with the standard 
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Product/
Service 

one

Product/
Service 

two

Customer 
request

Customer 
request 
fulfilled

Management 
processes

Resource 
processes

M A I 
processes

Document and Record controls

I P O
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Summary

• How to conduct an effective internal audit:
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Questions?




