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1. The major changes in the content of the new version of the ISO-9001:2015. The quality 

management principles. 'PDCA' Cycle.

2. Compatibility of ISO-9001:2015 with other Management System standards.

3. The context of the organization. Scope of the QMS.

4. QMS and its processes.

5. Leadership. [Quality] Policy.

6. Actions to address risks and opportunities. The implementation of the requirements of 

the risk management clauses of ISO 9001:2015. Risk management recommendations.

7. Quality objectives and planning to achieve them. Planning of changes.

8. Control of Resources. Organizational Knowledge. Competence. Awareness. 

Communication.

9. Control of documented information.

10. Operational planning.

11. Customer related processes.

12. Design and development of products and services.

13. Control of externally provided products and services.

14. Production and service provision.

15. Release of products and services.

16. Control of nonconforming process outputs, products and services.

17. Monitoring, measurement, analysis and evaluation.

18. Internal audit.

19. Management review.

20. Improvement. Nonconformity and corrective actions.
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6. Actions to Address Risks and Opportunities (cl.6.1)

3

Plan

Do

Act

Control

* Clauses of ISO 9001:2015

** Clauses of ISO 3100:2009

Plan actions to address risks and 

opportunities (6.1.2.a*)

Project of risk management framework 

(4.3**):

- Context of the organization (4.1**; 

4.3.1**)

- Relations with Policy, Objectives

- Responsibility (risk owner, etc.)

- Resources (personnel, methods, 

procedures, control of information, training)

- Risk management plan

- Internal and external communications; 

reporting mechanism

Evaluate the effectiveness of 

actions to address risks and 

opportunities (6.1.2.b.2*)

Monitoring and analysis of risk 

management framework (4.5**):

- Evaluation of the quality of risk 

management

- Analysis of risk management 

plan implementation

- Review of risk management 

framework and evaluation of its 

effectiveness

Integrate and implement the actions to address risks 

and opportunities into QMS processes (4.4*; 

6.1.2.b.1*)

1. Implementation of risk management framework 

(4.4.1**)

2. Implementation of risk management process (5**):

- Communication and consultation 

- Determination of the situation (context, risk criteria) 

- Risk assessment (identification — risk list, risk source; 

analysis — consequences, likelihood, level of risk; 

evaluation – compare the level of risk  and risk criteria) 

- Risk treatment (Avoiding the risk by deciding not to start 

or continue with the activity that gives rise to the risk. 

Accepting or increasing the risk in order to pursue an 

opportunity. Removing the risk source. Changing the 

likelihood. Changing the consequences. Sharing the risk 

with another party or parties. Retaining the risk by 

informed decision)

- Monitoring and review of risk management process 

• Give assurance that the QMS can achieve its 

intended result(s) (6.1.1.a*)

• Enhance desirable effects (6.1.1.b*)

• Prevent, or reduce, undesired effects (6.1.1.c*)

• Achieve improvement (6.1.1.d*; 4.6**)

*

**
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Resources (cl.7.1)

Internal Resources (cl.7.1.1.а)
External Resources – from the 

suppliers’ perspective (cl.7.1.1.b)

Human 

Resources 
(cl.7.1.2)

Infrastructure
(cl.7.1.3)

Working environment 

for the processes 

execution (cl.7.1.4)

Resources for 

monitoring and 

measurement 
(cl.7.1.5)

Knowledge 

(cl.7.1.6)

• calibrated

• identified

• protected

Buildings and 

Utilities 
(cl.7.1.3.а)

Equipment, 

including hardware 

and software 

(cl.7.1.3.b)

Transportation 
(cl.7.1.3.c)

IT and 

Communication 
(cl.7.1.3.e)

OSH management 

system

(ISO 45001:2015)

Environmental 

Management System

(ISO 14001:2015)

Social responsibility

(SA 8000)

8. Control of Resources
Resource Classification

4

Internal

External

• Intellectual property

• Accumulated 

experience

• Expert experience

• standards

• academia

• conferences

• gathering knowledge 

from customers or 

external providers
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Segregate, 

contain, suspend

provision of 

products and 

services (cl.8.7.1.b)

Production

Release of 

Product

Conforming outputs

Nonconforming outputs 

Identify (8.7.1)

Control (8.7.1)
(mandatory document: nonconformities; 

actions taken, concessions obtained; 
decision makers (8.7.2))

Inform the 
Customer 
(cl.8.7.1.c)

Correction
(cl.8.7.1.a)

ways

Obtain
authorization

(cl.8.7.1.d)

‘As-is’ Use

Acceptance

under 

concession

(with possibility to 
change the 

contract, e.g. 
price)

Return or 
Replacement

Nonconforming product or service, 

identified during utilization

16. Control of nonconforming outputs
(cl.8.7)

C
u
s
to
m
e
r

(s
a
ti
s
fa
c
ti
o
n
)
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Actions to address nonconformity

6

20. Nonconformity and Corrective Action
(cl.10.2)

React
• Correct

• Deal with consequences

Evaluate

• Analyze

• Determine causes

• Determine if similar nonconformities exist or could 
occur

Implement
• Any corrective actions (to 

eliminate causes)

Analyze
• Effectiveness of corrective actions (10.2.1.d)

• Risks actualization (10.2.1.e)

Modify QMS
• If necessary

Retain
Documented 
Information

• with evidence of the nature of 
nonconformities

• with evidence of corrective 
action results

(cl.10.2.1.c)

(cl.10.2.1.f)

(cl.10.2.2)

(cl.10.2.1.a)

(cl.10.2.1.b)

(cl.10.2.1.d,e)
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Purchase the complete 89 Slides Presentation from our site and use it for 

your Staff and Internal Auditor Training needs on the 

new ISO 9001:2015

$219.00 More Info…

Related 

products:

QMS Transition Program 

(to the New Version of ISO 

9001:2015)

Control of Documented 

Information in ISO 

9001:2015 Clauses

Comparative Analysis 

of ISO 9001:2015 vs. 

ISO 9001:2008 
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