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Validity of certifications to ISO 9001:2008

« |ISO 9001:2008 certifications will not be valid
after the end of September 2018.

* From March 2017 all initial certifications
under accreditation shall be to ISO

9001:2015.



The main changes

in the new version of ISO 9001:2015

* the adoption of the HLS as set out in Annex
SL of ISO Directives Part One,

e an explicit requirement for risk-based
thinking to support and improve the
understanding and application of the
process approach,

» fewer prescribed requirements,
* less emphasis on documents,
e improved applicability for services,

e a requirement to define the boundaries of the
QMS,

* increased emphasis on organizational context,
e increased leadership requirements,

e greater emphasis on achieving desired
outcomes to improve customer satisfaction.



Organizations using I1ISO 9001:2008 are
recommended to take the following actions:

e identify organizational gaps which need to be
addressed to meet new requirements,

e develop an implementation plan,

e provide appropriate training and awareness for
all parties that have an impact on the
effectiveness of the organization,

e update existing quality management system
(QMS) to meet the revised requirements and
provide verification of effectiveness,

 where applicable, liaise with your certification
body for transition arrangements



Annex SL of ISO Directives Part One

Introduction

1. Scope

2. Normative references

3. Terms and definition

4. Context of the organization

4.1 Understanding the organization and its context

4.2 Understanding the needs and expectations of
interested parties

4.3 Determining the scope of the XXX management
system

4.4 XXX management system

5. Leadership

5.1 Leadership and commitment

5.2 Policy

5.3 Organization roles, responsibilities and authorities



Annex SL of ISO Directives Part One

6. Planning

6.1 Actions to address risks and opportunities

6.2 XXX objectives and planning to achieve
them

7. Support

7.1 Resources

7.2 Competence

7.3 Awareness

7.4 Communication

7.5 Documented information

7.5.1 General

7.5.2 Creating and updating

7.5.3 Control of documented information



Annex SL of ISO Directives Part One

8. Operation
8.1 Operational planning and control

9. Performance evaluation

9.1 Monitoring, measurement, analysis and
evaluation

9.2 Internal audit

9.3 Management review

10. Improvement
10.1 Nonconformity and corrective action
10.2 Continual improvement



ISO/DIS 9001 to ISO 9001:2008 Correlation Matrix

ISO/DIS 9001 ISO 9001:2008
4 Context of the organization |1.0 Scope
4.1 Understanding the 1.1 General
organization and its
context
4.2 Understanding the needs | 1.1 General

and expectations of
interested parties

4.3 Determining the scope of
the quality management
system

1.2 Application
4.2.2 Quality manual (§&1H)

4.4 Quality management
system and its processes

4 Quality management
system
4.1 General requirements




ISO/DIS 9001 ISO 9001:2008

5 Leadership 5 Management responsibility

5.1 Leadership and commitment | 5.1 Management commitment

5.1.1 Leadership and 5.1 Management commitment
commitment for the quality
management system

5.1.2 Customer focus 5.2 Customer focus
5.2 Quality policy 5.3 Quality policy
5.3 Organizational roles, 5.4.2 Quality management

responsibilities and authorities | system planning (AZ&)
5.5.1 Responsibility and
authority

5.5.2 Management
representative (NZX)

6 Planning for the quality 5.4.2 Quality management
management system system planning (#ZzH)




ISO/DIS 9001

ISO 9001:2008

6.1 Actions to address risks
and opportunities

5.4.2 Quality management

system planning (FZEH)

8.5.3 Preventive action ((AX)

6.2 Quality objectives and
planning to achieve them

5.4.1 Quality objectives

6.3 Planning of changes

5.4.2 Quality management
system planning

7 Support

6 Resource management

7.1 Resources

6 Resource management

7.1.1 General

6.1 Provision of resources

7.1.2 People

6.2 Human resources

7.1.3 Infrastructure

6.3 Infrastructure




ISO/DIS 9001

ISO 9001:2008

7.1.4 Environment for the
operation of processes

6.4 Work environment

7.1.5 Monitoring and
measuring resources

7.6 Control of monitoring
and measuring equipment

7.1.6 Organizational New
knowledge
7.2 Competence 6.2.1 General

6.2.2 Competence, training
and awareness

7.3 Awareness

6.2.2 Competence, training
and awareness

7.4 Communication

5.5.3 Internal communication

7.5 Documented information

4.2 Documentation
requirements

7.5.1 General

4.2.1 General
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ISO 9001:2008

7.5.2 Creating and updating

4.2.3 Control of documents
4.2.4 Control of records

7.5.3 Control of
documented Information

4.2.3 Control of documents
4.2.4 Control of records

8 Operation

7 Product realization

8.1 Operational planning
and control

7.1 Planning of product
realization

8.2 Determination of
requirements for products
and services

7.2 Customer-related
processes

8.2.1 Customer
communication

7.2.3 Customer
communication
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ISO 9001:2008

8.2.2 Determination of
requirements related to
products and services

7.2.1 Determination of
requirements related to the
product

8.2.3 Review of
requirements related to the
products and services

7.2.2 Review of
requirements related to the
product

8.3 Design and
development of products
and services

7.3 Design and
development

8.3.1 General

New

8.3.2 Design and
development planning

7.3.1 Design and
development planning

8.3.3 Design and
development Inputs

7.3.2 Design and
development inputs
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ISO 9001:2008

8.3.4 Design and
development controls

7.3.4 Design and
development review

7.3.5 Design and
development verification

7.3.6 Design and
development validation

8.3.5 Design and
development outputs

7.3.3 Design and
development outputs

8.3.6 Design and
development changes

7.3.7 Control of design
and development changes

8.4 Control of externally
provided products and
services

7.4 Purchasing process

8.4.1 General

7.4.1 Purchasing process




ISO/DIS 9001
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8.4.2 Type and extent of
control of external
provision

7.4.1 Purchasing process
7.4.3 Verification of
purchased product

8.4.3 Information for
external providers

7.4.2 Purchasing
information

8.5 Production and
service provision

7.5 Production and
service provision

8.5.1 Control of
production and service
provision

7.5.1 Control of
production and service
provision & 7.5.2

8.5.2 Identification and
traceability

7.5.3 ldentification and
traceability

8.5.3 Property belonging
to customers or external
providers

7.5.4 Customer property
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ISO 9001:2008

8.5.4 Preservation

7.5.5 Preservation of product

8.5.5 Post-delivery activities

7.5.1 Control of production and
service provision (f)

8.5.6 Control of changes

7.3.7 Control of design and
development changes

8.6 Release of products and
services

8.2.4 Monitoring and
measurement of processes

8.7 Control of nonconforming
process outputs, products and
services

8.3 Control of nonconforming
product

9 Performance evaluation

New

9.1 Monitoring, measurement,
analysis and evaluation

8 Measurement, analysis and
improvement




ISO/DIS 9001

ISO 9001:2008

9.1.1 General

8.1 General

9.1.2 Customer satisfaction

8.2.1 Customer satisfaction

9.1.3 Analysis and
evaluation

8.4 Analysis of data & 8.1

9.2 Internal audit

8.2.2 Internal audit

9.3 Management review

5.6 Management review

10 Improvement

8.5 Improvement

10.1 General

8.5.1 Continual improvement

10.2 Nonconformity and
corrective action

8.3 Control of
nonconforming product
8.5.2 Corrective action

10.3 Continual Improvement

8.5.1 Continual
iIimprovement
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Note: Numbers in brackets refer to the clauses in this International Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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| PREDECESSOR ' ' MATTER, | ' MATTER, | Oy
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Possible controls &
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monitor
and measure
performance

Figure 1 — Schematic representation of the elements of a single process
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3.2 FIZ=4HEHZE (interested party) [3.3.7]
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ISO 9001:2015 uses risk-based thinking to
achieve this in the following way:

Clause 4 (Context) the organization is required to
determine the risks which may affect this.

Clause 5 (Leadership) top management are
required to commit to ensuring Clause 4 is followed.

Clause 6 (Planning) the organization is required to
take action to identify risks and opportunities.

Clause 8 (Operation) the organization is required
to implement processes to address risks and
opportunities.

In Clause 9(Performance evaluation) the
organization is required to monitor, measure,
analyse and evaluate the risks and opportunities.

In Clause10(Improvement) the organization is
re(a(uwed to improve by responding to changes in
ris
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How do | do it?

Use a risk-driven approach in your
organizational processes.

Identify what YOUR risks and opportunities
are — it depends on context

Example

If | cross a busy road with many fast-moving
cars the risks are not the same as if the road is
small with very few moving cars. It is also
necessary to consider such things as weather,
visibility, personal mobility and specific personal
objectives.




How do | do it?

Analyse and prioritize your risks and
opportunities

What is acceptable, what is unacceptable?
What advantages or disadvantages are there
to one process over another?

Example

Objective: | need to safely cross a road to reach
a meeting at a given time.

It is UNACCEPTABLE to be injured.
It is UNACCEPTABLE to be late.

The opportunity of reaching my goal more
quickly must be balanced against the likelihood
of injury. It is more important that | reach my
meeting uninjured than it is for me to reach my
meeting on time.




How do | do it?

It may be ACCEPTABLE to delay arriving at the
other side of the road by using a footbridge if the
likelihood of being injured by crossing the road
directly is high.

| analyse the situation. The footbridge is 200
metres away and will add time to my journey.
The weather is good, the visibility is good and |
can see that the road does not have many cars
at this time.

| decide that walking directly across the road
carries an acceptably low level of risk of injury
and an opportunity to reach my meeting on time.



How do | do it?

Plan actions to address the risks

How can | avoid or eliminate the risk?How can |
mitigate risks?
Example: | could eliminate risk of injury by using the
footbridge but | have already decided that the risk involved
In crossing the road is acceptable.

Now I plan how to reduce the likelihood of injury and/or the
effect of injury. | cannot reasonably expect to control the
effect of a car hitting me. | can reduce the probability of
being hit by a car.

| plan to cross at a time when there are no cars moving
near me and so reduce the likelihood of an accident. | also
choose to cross the road at a place where | have good
visibility and can safely stop in the middle to re-assess the
number of moving cars, further reducing the probability of
an accident.



How do | do it?
Implement the plan — take action

Example

| move to the side of the road, check there are
no barriers to crossing and that there is a safe
place in the centre of the moving traffic. | check
there are no cars coming. | cross half of the
road and stop in the central safe place. | assess
the situation again and then cross the second
part of the road.

Check the effectiveness of the actions — does
it work?

Example

| arrive at the other side of the road unharmed

and on time: this plan worked and undesired
outcomes have been avoided.




How do | do it?

Learn from experience — continual
Improvement

Example

| repeat the plan over several days, at different
times and in different weather conditions.

This gives me data to understand that changing
context (time, weather, quantity of cars) directly
affects the effectiveness of the plan and
increases the probability that | will not achieve
my objectives (being on time and avoiding
injury).

Experience teaches me that crossing the road at
certain times of day is very difficult because
there are too many cars.




How do | do it?

* To limit the risk | revise and improve my process
by using the footbridge at these times.

» [ continue to analyse the effectiveness of the
processes and revise them when the context
changes.

[ also continue to consider innovative
opportunities:

(1)can | move the meeting place so that the road
does not have to be crossed?

(2)can | change the time of the meeting so that |
cross the road when it is quiet?

(3)can we meet electronically?
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