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6.1 Actions to address risks and opportunities 

Clause 6: Planning 

  

REQUIREMENT 

6.1.1 When planning for the QMS,  

• Issues (4.1) and relevant interested parties’ 

requirements (4.2) are considered, and 

• risks and opportunities are determined and 

addressed.  



Risk in ISO 9001 

 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 

Risk in the context of ISO 9001 relates to the 

uncertainty in achieving the following: 
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REQUIREMENT 

6.1.2 The organization SHALL plan:  

• Actions to address these risks and  

     opportunities and 

• How to integrate and implement the actions  

     into QMS processes and to evaluate the  

     effectiveness of these actions.  

Actions taken to address risks and opportunities shall 

be proportionate to the potential impact on the 

conformity of products and services 
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REQUIREMENT 

Options to address risks: 

Avoid  

risk 

Taking risk 

to pursue 

an 

opportunity 

Eliminating  

the risk  

source 

Changing the 

likelihood or 

consequences 

Sharing or 

retaining 

risk by 

informed 

decision 

Share, Avoid, Reduce, Accept, (Transfer) 
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REQUIREMENT 

Opportunities can lead to: 

ADOPTION of new practice 

OPENING of new market 

BUILDING partnerships 

USING new technology 

ADDRESSING new customers 

LAUNCHING of new product 



Categorizing Risk 

• Political  or Reputational 

Risk     

•  Financial Risk  

• Service Delivery or 

Operational Risk  

• People / HR Risk 

• Information/Knowledge 

Risk 

• Strategic / Policy Risk 

• Stakeholder Satisfaction 

/ Public Perception Risk 

 

• Legal / Compliance 
Risk 

• Technology Risk 

• Governance / 
Organizational Risk 

• Privacy Risk 

• Security Risk 

• Equity Risk 

• Safety Risk 

 

Source: Corinne Berinstein 



Types of Operational Risks 

Enterprise risk  

   related to the 

operation of a 

business, execution 

strategy, systemic 

issues, material 

issues, etc.  
Project risk  

    related to the 

planning and delivery 

of a product or service 

and not being able to 

meet project ‘triple 

constraints’ – 

scope/quality, 

schedule, cost 

including technology 

others. 



Types of Operational Risks 

Process risk  

    relating directly to 

planning and delivery 

of a product or service 

and not being able to 

meet 1) stability, 2) 

capability, 3) 

improvement; inability 

to achieve consistent 

outcomes 

 



4.2 Understanding the needs and expectations of 

interested parties 

Clause 4: Context of the Organization 

HOW TO 

 ADDRESS 

1. Identify what the risks and 

opportunities are in your 

organization – depending on 

context 

2. Analyze and prioritize the risks 

and opportunities in your 

organization – what is 

acceptable/unacceptable? 

3. Plan actions to address the risks 

– how can I avoid or eliminate 

the risk?/mitigate the risk? 

4. Implement the plan – take action 

5. Check the effectiveness of the 

actions – does it work? 

6. Learn from experience – 

continual improvement 

SWOT ANALYSIS 

PESTLE 

ANALYSIS 

RISK AND 

OPPORTUNITY 

REGISTER 

6.1 Actions to address risks and opportunities 
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How to state a risk 

Sample risk statement: 

Decrease of suppliers due to 

delay in payment 

• State the possible situation that can 

be encountered (CAUSE) 

• State the effect/unfavorable condition 

resulting  from the situation (EFFECT) 



RISKS AND OPPORTUNTIES 



SAMPLE RISK REGISTER 

“Risk Based Thinking” Model for ISO 
9001:2015 Bob Deysher 



SAMPLE RISK REGISTER 
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REQUIREMENT 

6.2.1 The organization SHALL establish quality objectives at 

relevant functions, levels and processes needed for the QMS 

Quality Objectives 

SHALL be: 

• consistent with the 

quality policy; 

• measurable; 

• take into account 

applicable 

requirements; 
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REQUIREMENT 

Quality Objectives  

SHALL be: 

• relevant to conformity of 

products and services and 

to enhance customer 

satisfaction; and 

• monitored, communicated, 

and updated as 

appropriate. 

 

NOTE: The organization 

SHALL maintain documented 

information on the quality 

objectives.  
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REQUIREMENT 

• What will be done; 

• What resources will be required; 

• Who will be responsible; 

• When it will be completed; and, 

• How the results will be evaluated. 

6.2.2 When planning how to achieve quality objectives  

         the organization SHALL determine: 



4.2 Understanding the needs and expectations of 

interested parties 

Clause 4: Context of the Organization 

HOW TO 

 ADDRESS 

1. Identify performance 

targets 

2. Plan for the 

achievement of the set 

targets 

3. Learn from experience 

– continual 

improvement 

SPMS 

QUALITY 

OBJECTIVES 

QUALITY PLAN 

6.2 Quality objectives and planning to achieve them 
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How to establish Quality Objectives 

• Identify objectives to improve or reduce 

something should specify the ideal level 

against an established baseline; 

• Identify objectives to eliminate something 

should be achieved by a specified date; 

• Identify objectives to 

maintain something should 

specify the existing level of 

performance. 



To increase customer satisfaction rating by 10% 

of the previous rate by end of 2018 

To eliminate use of manual document 

distribution by  3rd 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 3rd Quarter of 2018 

Clause 5 

Sample Quality Objectives Statements 



6.3 Planning of Changes 
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REQUIREMENT 

The changes SHALL be carried out in a planned manner. 

Consider: 

• Purpose of the changes and their 

potential consequences; 

• Integrity of the QMS; 

• Availability of resources; and, 

• Allocation or reallocation of 

responsibilities and authorities 

 



1. Change in the scope of the Quality Management system 

2. Policy change 

3. 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..) 

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

8. Changes in Requirements (customer requirements, code 

requirements, Legal requirements, QMS requirements 

etc., 

Sample of Changes to the QMS 



4.2 Understanding the needs and expectations of 

interested parties 

Clause 4: Context of the Organization 

HOW TO 

 ADDRESS 

1. Identify the 

proposed change 

2. Identify the 

consequences 

3. Identify resource 

needs 

4. Identify responsible  

CHANGE  

MANAGEMENT 

PLAN 

CHANGE 

MANAGEMENT 

PROCESS 

6.3 Planning of Changes 
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Sample of Change Management Process 
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