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REQUIREMENT

Clause 6: Planning
6.1 Actions to address risks and opportunities

6.1.1 When planning for the QMS,

Issues (4.1) and relevant Interested parties’
requirements (4.2) are considered, and

orisks and opportunities are determined and
addressed.
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Risk in ISO 9001

Risk in the context of ISO 9001 relates to the
uncertainty in achieving the following:

* Providing confidence in
the organization’s ability to
consistently provide
customers with conforming
& quality goods and
services

= Improving customer
confidence and
satisfaction

= Establishing a proactive

culture of prevention and
Improvement
Poc




REQUIREMENT

Clause 6: Planning
6.1 Actions to address risks and opportunities

6.1.2 The organization SHALL plan:

Actions taken to address risks and opportunities shall
be proportionate to the potential impact on the
conformity of products and services




REQUIREMENT

Clause 6: Planning
6.1 Actions to address risks and opportunities

Options to address risks:

. Sharing or
Taking risk retaining §F Changingthe ¥ . .
Avoid to pursue risk by likelihood or | ] Eliminating
risk an informed | consequence the risk
Opportunlty decision source

)

Share, Avoid, Reduce, Accept, (Transfer)




REQUIREMENT

Clause 6: Planning

6.1 Actions to address risks and opportunities

Opportunities can lead to:

2)

ADOPTION of new practice

S

QEENING of new market

3

\I__/AUNCHING of new product

)

/\ @ILDING partnerships
ADDRESSING new customers

—

S

@ING new technology

PDC




Categorizing Risk

® Political or Reputational @ Legal / Compliance

Risk Risk

#® Financial Risk #® Technology Risk

@ Service Delivery or @ Governance/
Operational Risk Organizational Risk

@ People / HR Risk @ Privacy Risk

® Information/Knowledge d SeCfJ”tYIRISk
RISK # Equity Risk

# Strategic / Policy Risk @ Safety Risk

@ Stakeholder Satisfaction -
[/ Public Perception Risk Source: Corinne Berinstein
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Types of Operational Risks
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Types of Operational Risks




HOW TO /&
ADDRESS \

Clause 6: Planning
6.1 Actions to address

I 1. Identify what the risks and I

opportunities are in your SWOT ANALYSIS
I organization — depending on I

context

|2. Analyze and prioritize the risks I
and opportunities in your

I organization — what is I/
acceptable/unacceptable?

|3. Plan actions to address the risks

I — how can | avoid or eliminate I
the risk?/mitigate the risk?
4. Implement the plan — take action / RISK AND
5. Check the effectiveness of the OPPORTUNITY
actions — does it work?
I 6. Learn from experience — I REGISTER

frleteiny

I continual improvement I éi




How to state a risk

» State the possible situation that can
be encountered (CAUSE)

» State the effect/unfavorable condition
resulting from the situation (EFFECT)

f"j\ Sample risk statement:

Decrease of suppliers due to
K delay in payment
‘




RISKS AND OPPORTUNTIES

Process + Risk + PDCA Model

Act-
Incorporate Plan the process
improvements:>(Extent of planning
as necessary depends on RISK)
INPUTS _ |Do - Carry outthe | OUTPUTS
process g

Check — monitor/measure
process performance

ssa00.4d Jayjo Yiim uolpesayu|

Interaction with other process




SAMPLE RISK REGISTER

Righ Reglater
Projac! Nama:
Prajaci Managar:
[ate:
Risk Frobability | Impaci | Exposure WMiltigation Contingancy
Supyalar does e the Mudium High High - Supplier is providing weekly inlerim reheases, which |- Higher priorily oulstanding isems will be moved in-bouss,
dalvory doadlines wa (rlagrate, bat, and rack, - Lewwar pricrty autatanding isleme will be descapad.
= Suppliar dallvarias ars prlofbzed, so ighas proily |- Progpeass of supploss Inlanm dolvarion will Teed back nlo
Ilesrrve will b recelvad firat, the gn:l|u|:l Elun.
Luslomar doas not provide Low Madium Low - Projac! managar and accounl managar a5 = I tha foadback s not received n a tmaly mannar, fudher
lirmety feedback on Intarim cammunicatirg closedy wih the cuatomer to engure  (customer requests will ba handled in future releases.
releazes that they uniderstand the project's dependency on their |- Idenlify olher sourees for producd feedback.
deliverables « Customar response tima will fead back inta the project plan,
- For aach intarim release bo tha customer, we are
bracking how quickly hey progresa Through inelr
avaluation.
Progect 8 delayed because | Madium Madium Madium  [Froject manager is arranping lo borow slalf from I i ol fastars ara myallably, covelopers wil be assignsd

ol insulficienl es rasowroE

alhar projact lams.,

% oding FRTIR Bown,

Notes,

Qe a rlak rateriizen, | ahould ta mavad 10 your lksuss Tracking l6,

Ariak Is m agsncilic avant thal coukl hnpsan ml soma ol in he fulur,
*insulficlent 1est rapources® ia not @ rish.

‘Froject I8 delsyed bacause af insulicienl lesl resources” |8 & gk,

Mitigation; What we'ne doing bo avoid the risk,

Contingancy: What wa'll da if i happans.

Risk exposure is from the following table:

Probabilit

M

L

M

[mpact
(=

L
L
i |

H

H
M
H
H

“Risk Based Thinking” Model for ISO

9001:2015 Bob Deysher



SAMPLE RISK REGISTER

Unit: USTsP Claveria Campus

Customer (Students)
Process Risk Event Likelihood Consequence (if risk is Consequenc | Risk Factor | Action Plan(s) + Target Responsible
(L) encountered) e Rating (LxCR) Date
(CR)
Admission/ Limited course 3 Low enrolment 3 9 strong advocacy University
Enrolment offering through information Administrative
Reduced income from caravan, print and Academic
tuition and materials, LED Council,
miscellaneous fees billboards, radio Faculty and
plugging (DxGG 104.3) | staff and other
Small facu|‘ty:student + starting 2017 stakeholders
ratio
strengthen mandated
academic programs
through accreditation +
AY 2017-2018 onwards
offering of additional
S&T programs relevant
to needs of the
community + starting
2017
Management of | Poor student 1 Poor academic 1 1 University
Leaming leaming performance Administrative
(MOL) experience and Academic
dueto Council,
unavailability Faculty and
of course staff and other
material and stakeholder
improper
planning
Management of | Unable to 2 Costly procurement of 2 4 Prioritize programming | University




REQUIREMENT

Clause 6: Planning

6.2 Quality objectives and planning to achieve them

6.2.1 The organization SHALL establish quality objectives at
relevant functions, levels and processes needed for the QMS
Quality Objectives

‘ o’ SHALL be;
v R e consistent with the
& quality policy;
e measurable:
l \ e take into account
applicable

requirements;




REQUIREMENT

Clause 6: Planning
6.2 Quality objectives and planning to achieve them

Quality Objectives
SHALL be:

“ ‘ .‘ o » relevant to conformity of
U‘ products and services and

to enhance customer
satisfaction; and

 monitored, communicated,
and updated as

NOTE: The organization appropriate.

SHALL maintain documented
iInformation on the quality
objectives.




REQUIREMENT

Clause 6: Planning

6.2 Quality objectives and planning to achieve them

6.2.2 When planning how to achieve guality objectives
the organization SHALL determine:

* \What will be done:

5 /(: * \What resources will be required;
-\,JHY WHEN
(?) _——* \Who will be responsible;

wo] 1 o]

P
WHAT) (o * When it will be completed; and,

* How the results will be evaluated.




HOW TO &
ADDRESS >

Clause 6: Planning
6.2 Quality objectives and planning to achieve them

I-1. ldentify performance _i

| targets

|2. Plan for the |

| achievement of the set | -
targets |

|3. Learn from experience

| — continual

| Improvement I/‘ QUALITY PLAN




How to establish Quality Objectives

* |dentify objectives to improve or reduce
something should specify the ideal level
against an established baseline;

* |dentify objectives to eliminate something
should be achieved by a specified date;

* |dentify objectives to
maintain something should
specify the existing level of

performance.




Sample Quality Objectives Statements

To increase customer satisfaction rating by 10%
of the previous rate by end of 2018

To eliminate use of manual document
distribution by 3" Qtr. of 2018

To maintain acceptance rate of 99% by end of
2018

To reduce processing time from three (3)
minutes to 1 minute by 39 Quarter of 2018

(2]
Clause
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REQUIREMENT

Clause 6: Planning

6.3 Planning of Changes

The changes SHALL be carried out in a planned manner.

Consider:

* Purpose of the changes and their

potential consequences;

* Integrity of the QMS;

« Availablility of resources; and,

« Allocation or reallocation of
responsibilities and authorities




Sample of Changes to the QMS

=

Change in the scope of the Quality Management system

Policy change

Product change (technology improvement, raw material

change, change in customer requirement etc..)

4. Process change (Quality Improvements and Productivity
Increase)

5. Procedure change (equipment changes, new equipment,
Raw material changes etc..)

6. Change in Employees (new positions, New recruitments,

resignations, Long leave etc..)

Change in Management (Mergers, take-overs etc..)

Changes in Requirements (customer requirements, code

requirements, Legal requirements, QMS requirements

etc.,

W N

0
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HOW TO &
ADDRESS \

Clause 6: Planning

6.3 Planning of Changes

_______ =1
{1. ldentify the | CHANGE
proposed change | MANAGEMENT
2. |dentify the PLAN
| consequences |
| 3. Identify resource |/
| needs |

|4 ldentify responsible |




Sample of Change Management Process

#1: Define
the Change

* Clarify the
need for the

change

* Define the

benefits

* |dentifythe
goals

#2: Prepare
the Change

* |dentify the
impacts

* Communicate
the change

* Anticipate
and mitigate
the risks

#3: Implement
the Change

* Develop the
release plan

* Prepare
sources and

resources

* Rollout
changes

#4: Support
the Change

* Reinforce the
change

* Evaluate and
monitor the
change

* Communicate
the change

results




- END -

Module II: QMS Requirements
Clause 6: Planning




