Transition from 1SO 9001:2008 to ISO
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1SO9001:2015

25010

Annex SL

NEW HIGH LEVEL STRUCTURE OF CLAUSES
Annex SL is the standard that defines the new
high level structure for all ISO management
systems standards.

ISO 9001:2015

1ISO 14001:2015

ISO 45001:2016 (OHSAS 18001)
1ISO 27001:2013
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ISO 9001:2008
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Introduction

1. Scope

2. Normative References

3. Terms and Definitions

4. Quality Management System
5.
6
7
8

Management Responsibility

. Resource Management
. Product Realization
. Measurement, Analysis and

Improvement

ISO 9001:2015

0.
. Scope
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Introduction

Normative References

. Terms and Definitions

. Context of the Organization
. Leadership

. Planning

. Support

Operations
Performance Evaluations

10.Improvement
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About Risk Definitions ;< a

* Risk: "effect of uncertainty” [ISO 9001:2015]
* Risk: "effect of uncertainty on objectives" [ISO 31000:2009]

Objectives can have different aspects (such as financial, health and

safety, and environmental goals) and can apply at different levels

(such as strategic, organization wide, project, product and process)
[1ISO 31000:2009, I1SO Guide 73:2009
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Definitions ;<ld

An event is: the occurrence of a particular Azall Caglall e de gana Ggan 1 &idall
set of circumstances

A consequence is: the outcome or impact Eaaall o Cilajaa 1 AN o) culail)
of an event.

Likelihood is: used as a general description llaial 4 daly ale pllaiac 14 dlaiaY)
of probability or frequency. (a2l
Probability is: a measure of the chance of | <hasll ¢gas Adlaiay ulie sdlaial) du
occurrence expressed as a number (%100-0) 1 50 O pdnaie juas
between O and 1.

Frequency is: a measure of the number of Sigan G je 2 Gaw a8 ) ulisa 3 ) sl
occurrences per unit of time. el dnaally dhasl)

Source: Risk Management (2004), AS/NZS 4360:2004, 2-5
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Risk Management Process
According to 1ISO31000

. Establishing‘;'the context > —
Risk assessment - Set of tools and
ot Rlskadel;iﬁmon —1 o techniques:
—_— £ - SWOT
(%) . .
o | o e Q -Brainstorming
communicaton | L_I" Riekanabwis  |—{d " and E Checklists
consultation | review ~~ _ -Consequence/
: L ] : = e 3
J B o - o probability matrix
T - HAZOP,
1 - HACCP,
e Risk treatment - -FMEA,
f -SWIFT
-etc
s A B ciagl
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Al A sall Claal o Wy il Jatds

Ao el Cilaal e Ula i of 4ld e ) 5 Jainal) i) (155 <
el Cilaal e olag) JS5 g a8 a5 dldiaall (e jdll audiet

Set of policies and
strategies for

responses



(=3 Cuac Brainstorming ¢
Structured interviews? ¢
Process mapping ¢

Cause and Effect Diagrams ¢
Environment People Materials :\LM\A’ 2-.1‘)& IndUStry benChmarking ‘

NN N J Frasen and®t Jon Jae ()5 Risk assessment workshops ¢

Sl A Geail Incident investigation ¢
oandl) o 38x) Auditing and inspection ¢
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dylasl & 53l :Supporting statistical tools e
Lyl @l d :Control charts ©

20/80 s2cl8 sy )L :Pareto Charts
Alasl) 3,38 Jila5 :Process Capability Analysis *

dalaia 40l ¢ dalaie DL :Structured or semi-structured interviews e

42 48 5l Delphi

8 Jhladl Jidas :Primary hazard analysis *

Jeiill dlee oW lalaal dlais) aastHazard and operability studies (HAZOP)

by sty Hhlaal Juda :Hazard Analysis and Critical Control Points (HACCP)
ia all Jascal

¢ 1 13 48y yka :Structure « What if? » (SWIFT)
453l L) Judas :Root cause analysis ©

Jadll las B Jalas sFailure Mode Effect Analysis
Jadll QY 3 el Judas tFault tree analysis



Techniques can be

Qualitative Quantitative

Semi

quantitative Predictive

Post-action Combination
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Accept

Mitigate

Avoid

Transfer
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Risk treatment

sadd aa Jaladl)

Your project

Avoid Mitigate Transfer Accept
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