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EXECUTIVE SUMMARY 
 

ISO 9001:2015 is an internationally recognized standard that provides a structured framework for 

organizations to establish, implement, maintain, and continually improve a Quality Management 

System (QMS). The primary objective of this standard is to enhance customer satisfaction through the 

consistent delivery of quality products and services. This document outlines each clause and sub-clause 

of the standard, ensuring a thorough understanding of its requirements. 

 

0. INTRODUCTION 
 

ISO 9001:2015 provides a structured approach to quality management by integrating the process 

approach and the Plan-Do-Check-Act (PDCA) cycle. It aims to align quality management with business 

objectives and operational processes. This standard is not intended to be restrictive but rather flexible 

to allow organizations of all types and sizes to adopt its requirements. 

 

1. SCOPE 
 

This clause defines the applicability of the standard. It states that ISO 9001:2015 applies to 

organizations that wish to demonstrate their ability to provide products and services that consistently 

meet customer and regulatory requirements while enhancing customer satisfaction. 

 

2. NORMATIVE REFERENCES 
 

ISO 9001:2015 relies on ISO 9000:2015 for key definitions and terminology. Organizations should refer 

to ISO 9000:2015 for a clear understanding of quality management principles. 
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3. TERMS AND DEFINITIONS 
 

This clause references essential terminology, including process, risk, nonconformity, quality, corrective 

action, effectiveness, and documented information. Understanding these terms is crucial for 

implementing ISO 9001:2015 correctly. 

 

Here are some of the most important terms and definitions. 

 

Top management – An individual or group of individuals who coordinate and control an organization 

at the highest level. In cases when the scope of the management system covers just part of an 

organization, then top management refers to the individuals who direct and control that part of the 

organization. 

 

Organization – A person or group of people who has their own functions with responsibilities, 

authorities, and relationships to achieve the objectives. 

 

Context of the organization – A combination of internal and external factors that can have an effect 

on purpose, objectives, performance, and sustainability of the organization. Internal factors include 

values, culture, knowledge, and performance of the organization. External factors include legal, 

technological, competitive, market, cultural, social, and economic environment. 

 

Interested party (stakeholder) – A person or organization that is involved in or perceives itself to be 

affected by activities and actions taken by the organization. Interested parties can be customers, 

suppliers, contractors, local community, government, etc. 

 

Process – A sequence of activities that use inputs to deliver an intended result. For example, the 

production process has several steps that must be conducted in the appropriate sequence; inputs in 

this process are raw materials, product specifications, and work instructions, while the outputs are the 

product, quality check report, etc. 

  

Procedure – A defined way to execute an activity or a process. Procedures can be documented or not. 

 

Quality – Quality is the difference between a customer’s expectations and the customer’s 

perception of the product or service that he received – the higher the difference, the better perceived 

quality. 

 

Nonconformity – The failure to meet a requirement. 
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Risk – Risk is the “effect of uncertainty on 

objectives,” and an effect is a positive or negative 

deviation from what is expected. For example, the 

company plans to deliver its products to the 

customers, but there is a risk of product 

nonconformity due to a poorly controlled 

production process. 

 

Effectiveness – The level of success in achieving 

or producing a desired result. For example, the 

production process is effective if it is able to 

produce the products 

 

Documented information – Information required 

to be controlled and maintained by an 

organization, and the medium on which it is 

contained. For example, the documented policies, 

procedures, work instructions, and records 

represent documented information. 

 

 

4. CONTEXT OF THE ORGANIZATION 
 

4.1 Understanding the Organization and Its Context 
Organizations must determine internal and external factors that could impact their ability to 

achieve quality objectives. This includes legal, regulatory, technological, economic, and social 

factors, as well as internal strengths and weaknesses. 

 

4.2 Understanding the Needs and Expectations of Interested Parties 
Interested parties, including customers, suppliers, employees, regulatory authorities, and 

shareholders, may have expectations that impact the QMS. Organizations must identify and 

analyze these expectations to ensure compliance. 

 

4.3 Determining the Scope of the Quality Management System 
The scope of the QMS must be clearly defined, considering external and internal issues, 

stakeholder requirements, and the organization’s products and services. 

 

4.4 Quality Management System and Its Processes 
Organizations must establish, implement, maintain, and continually improve their QMS, defining 

processes, inputs, outputs, responsibilities, risks, and necessary resources. 
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5. LEADERSHIP 
 

5.1 Leadership and Commitment 
Top management must demonstrate leadership by ensuring customer focus, integrating the QMS 

into business processes, and fostering continual improvement. 

 

5.2 Quality Policy 
The Quality Policy should reflect the organization’s commitment to quality, compliance with 

requirements, and continual improvement. 

 

5.3 Organizational Roles, Responsibilities, and Authorities 
Roles, responsibilities, and authorities must be clearly assigned to ensure the effective operation of 

the QMS. 

 

 

6. PLANNING 
 

6.1 Actions to Address Risks and Opportunities 
Organizations must identify risks and opportunities that could affect their QMS and take necessary 

actions to mitigate negative impacts and enhance positive outcomes. 

 

6.2 Quality Objectives and Planning to Achieve Them 
Quality objectives must be specific, measurable, achievable, relevant, and time-bound (SMART). 

Plans to achieve these objectives should be established and monitored. 

 

6.3 Planning of Changes 
Changes to the QMS must be planned, controlled, and evaluated to prevent unintended 

consequences. 
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7. SUPPORT 
 

7.1 Resources 
Organizations must determine and provide the necessary resources, including personnel, 

infrastructure, environment, and monitoring and measuring equipment. 

 

7.2 Competence 
Employees must be competent based on education, training, and experience. Training programs 

should be implemented where necessary. 

 

7.3 Awareness 
Employees must be aware of the Quality Policy, objectives, and their role in ensuring QMS 

effectiveness. 

 

7.4 Communication 
A communication strategy must be established to ensure that relevant information is shared 

internally and externally in a structured manner. 

 

7.5 Documented Information 
Organizations must control documented information, including policies, procedures, and records, 

ensuring their availability, security, and proper version control. 
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8. OPERATION 
 

8.1 Operational Planning and Control 
Processes for delivering products and services must be planned, controlled, and monitored to 

ensure conformity with requirements. 

 

8.2 Requirements for Products and Services 
Customer requirements, statutory and regulatory requirements, and the organization's capabilities 

must be considered before accepting orders. 

 

8.3 Design and Development of Products and Services 
Organizations engaged in design and development must implement a structured process, 

including design planning, input and output requirements, and design verification and validation. 

 

8.4 Control of Externally Provided Processes, Products, and Services 
Organizations must evaluate and monitor suppliers and outsourced processes to ensure 

compliance with quality requirements. 

 

8.5 Production and Service Provision 
Organizations must implement controls to ensure that products and services meet customer 

requirements. 

 

8.6 Release of Products and Services 
Before delivering products or services, organizations must ensure that quality requirements are 

met, and approvals are obtained. 

 

8.7 Control of Nonconforming Outputs 
Nonconforming products and services must be identified, documented, and controlled to prevent 

unintended use or delivery. 
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9. PERFORMANCE EVALUATION 
 

9.1 Monitoring, Measurement, Analysis, and Evaluation 
Organizations must determine what needs to be monitored and measured, establish criteria for 

evaluation, and ensure continual assessment of QMS performance. 

 

9.2 Internal Audit 
Internal audits must be conducted periodically to evaluate QMS effectiveness, compliance with ISO 

9001, and operational efficiency. 

 

9.3 Management Review 
Top management must review the QMS periodically to assess its effectiveness, alignment with 

strategic goals, and opportunities for improvement. 

 

 

 

10. MPROVEMENT 
 

10.1 General 
Organizations must strive for continual 

improvement by identifying and implementing 

necessary changes. 

 

10.2 Nonconformity and Corrective 

Action 
When nonconformities occur, organizations 

must take corrective action, analyze root causes, 

and implement solutions to prevent recurrence. 

 

10.3 Continual Improvement 
Organizations must establish mechanisms to 

enhance the suitability, adequacy, and 

effectiveness of the QMS, ensuring long-term 

growth and competitiveness. 

 
 

CONCLUSION 
ISO 9001:2015 provides a structured framework for organizations to enhance quality management, 

ensure compliance, and improve customer satisfaction. 


