
1

Practical Tips to PASS
ISO 9001:2008 Audit

Lotto Lai
Manager, 
(Quality System, Biotech & Solar Energy Technology Support)
Business Development & Technology Support

Lotto Lai
Vice-Chairman 
Hong Kong Society for Quality (HKSQ)

Agenda

Part 1.
Experience sharing focus on the 
changes between ISO 9001:2000 
and ISO 9001:2008
Comparison with other standards

Part 2.
Perspective: Value-added through 
Quality
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Main change & our solution

4.1 General requirements
• Para 4: The type and extent of control 

to be applied to these outsourced 
processes shall be defined.

• Note 3: Ensuring control over 
outsourced process

HKSTP Actions:
• Followed ISO 17025 and HOKLAS 

policy requirements

Other requirements

ISO/IEC 17025:2005
• 4.5 Subcontracting of tests and 

calibrations
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Main change & our solution

4.2 Documentation requirements
• 4.2.1: Clarification that QMS 

documentation also includes records.
• 4.2.3: Clarification that only external 

documents relevant to the QMS need 
to be controlled.

HKSTP Actions:
• Employed Electronic Document 

System for procedure control and 
keeping hardcopy for record control.

Other requirements
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Main change & our solution

5.5.2 Manager representative
• MR must be a member of the 

organization’s own management.

HKSTP Actions:
• MR employed

Main change & our solution

6.2.2 Competence, training and 
awareness
• b) where applicable, provide training 

or take other actions achieve the 
necessary competence

HKSTP Actions:
• Provide different training for 

awareness, implementation and 
auditing including QMS, Lab safety, 
ISMS, etc.
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International standard Comparison

-policy & procedures 
for identifying training 
needs
-The effectiveness of 
training actions taken
shall be evaluated

-Determining the 
necessary 
competencies in ISMS
-Providing training
-Evaluating the 
effectiveness
-Maintaining records

In A8.2.2, including
-employees, 
contractors & third part 
users

-OH&S consequences
-Roles & 
responsibilities
-Requirement of 
OH&S MS (emergency 
preparedness & 
response requirement)
-Training procedures in 
different level of 
responsibility, ability, 
language skills, 
literacy; and risk

-Conformity with the 
environmental policy
-Significant env. 
aspects
-Roles & 
responsibilities
-Potential 
consequences of 
departure

-Determine the 
necessary competence
-Provide training
-Evaluate the 
effectiveness
-Awareness
-Maintain appropriate 
record

Competence of 
operating specific 
equipment, performing 
tests and/or calibrations, 
evaluating results and 
sign test report & 
calibration certificates.

appropriate 
education, training, 
experience and/or 
DEMONSTRATED 
Skill

education, training, 
skills, experience & 
qualifications 
(records)

Implement training & 
awareness programmes

Competent to 
perform the required 
tasks

appropriate 
education, training, or 
experience

identify training 
needs (OH&S risks & 
MS)

establish, implement 
& maintain a procedure

appropriate 
education, training, or 
experience

establish, implement 
& maintain a procedure

appropriate 
education, training, 
skills & experience

5.2 Personnel5.2.2 Training, 
awareness & 
competence
A8.2.2 Info. Security 
awareness, education & 
training

4.4.2 Competence, 
training and awareness

4.2.2 Competence 
training and awareness

6.2.2 Competence, 
awareness and training

ISO/IEC 17025ISO/IEC 27001BS OHSAS 18001ISO 14001ISO 9001

Main change & our solution

6.3 Infrastructure (Audit – AFI)
• c) supporting services (such as transport, 

communication or information systems)
6.4 Work environment
• Clarifies that this includes conditions under 

which work is performed.
HKSTP Actions:
• Achieved ISO 27001 in ICDC & IPSC and 

employed its spirit to other units. 
• Work environment in laboratories had tight 

requirement based on ISO 17025.
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Other requirements

Main change & our solution

7.5.3 Identification and traceability
• Clarifies that identification of product 

status must be maintained throughout 
product realization

HKSTP Actions:
• Sample ID (traceability) was very 

important and followed HOKLAS 
requirement.
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Other requirement

ISO 17025
5.6 Measurement traceability

HOKLAS 003
5.6.H HOKLAS Policy on 
Measurement traceability

Very big chapter!!!

Main change & our solution

7.5.4 Customer property 
(Audit – AFI)

• NOTE: Customer property can include 
intellectual property and personal data.

HKSTP Actions:
• Achieved ISO 27001 in ICDC & IPSC 

and employed its spirit to other units. 
• Followed HOKLAS requirement
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Other requirement

ISO 27001: A.15.1 Compliance with 
legal requirements

Main change & our solution

7.6 Control of monitoring and 
measuring equipment
• NOTE: Confirmation of the ability of 

computer software to satisfy the 
intended application would typically 
include its verification and 
configuration management to maintain 
its suitability for use.

HKSTP Actions:
• Follow ISO 17025 requirement for 

equipment application software
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Other requirement

ISO 17025:2005

Main change & our solution

8.2.1 Customer Satisfaction
• NOTE: Monitoring customer 

perception can include obtaining input 
from sources such as customer 
satisfaction surveys, … etc.

HKSTP Actions:
• Development Lab Service 

Questionnaire
• Development Tech Fans Club to 

communication with customer



10

Other requirement

Main change & our solution

8.2.2 Internal audit
• The standard now requires the area 

being audited to ensure that any 
necessary corrections and corrective 
actions are taken without undue 
delay…..

HKSTP Actions:
• Our original CAR have been already 

separated Correction and Corrective 
Actions.
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Other requirement

HKSTP CAR

• Correction

• Corrective 
action

Perspective: 
Value-added through Quality

Key value from ISO 9001:2008
Customer Satisfaction
• customer perception
• outsourced processes

Customer property
• intellectual property and personal data
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Perspective: 
Value-added through Quality

Competence, training and 
awareness
• necessary competence

Infrastructure
• supporting services (such as transport, 

communication or information systems)

Perspective: 
Value-added through Quality

All value-created is for 
CUSTOMER!!
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Thank you

Q & A 
http://qualityalchemist.blogspot.com/

skill

Experience

Experience

skill

Knowledge

Attitude

Attitude

knowledge


