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COURSE INTRODUCTION / OVERVIEW:

This course provides a comprehensive and strategic approach to implementing an 1ISO 9001 Quality Management System
(QMS). It moves beyond a simple checklist for certification, positioning the QMS as a powerful framework for driving
operational excellence, customer satisfaction, and sustainable business growth. Participants will explore the core
principles of quality management as championed by pioneers like W. Edwards Deming, whose work, particularly in his
book "Out of the Crisis," transformed modern manufacturing and service industries. This training delves into the practical
application of the standard's requirements, emphasizing the process approach, risk-based thinking, and the critical role of
leadership in fostering a culture of continual improvement. At BIG BEN Training Center, we have designed this program to
equip professionals with the skills to not only build a compliant QMS but to integrate it seamlessly with their
organization's strategic objectives. The curriculum covers everything from initial planning and documentation to
conducting effective internal audits and leveraging performance data for meaningful change, ensuring the QMS becomes a

dynamic asset rather than a static requirement.

TARGET AUDIENCE / THIS TRAINING COURSE IS SUITABLE FOR:

Quality Managers and Directors.

e Internal and Lead Auditors.

e Operations and Production Managers.

e Process Improvement Specialists.

e Compliance and Regulatory Officers.

e Project Managers and Engineers.

e Senior Management and Business Leaders.

e Consultants specializing in quality management systems.

e Anyone involved in the planning, implementing, or maintaining of an ISO 9001 QMS.
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TARGET SECTORS AND INDUSTRIES:

e Manufacturing and Engineering.

Healthcare and Pharmaceutical.

Information Technology and Software Development.

Construction and Infrastructure.

Aerospace and Automotive.

Professional and Consulting Services.

Government agencies and public sector organizations.

Logistics and Supply Chain Management.

TARGET ORGANIZATIONS DEPARTMENTS:

Quality Assurance and Quality Control.

e Operations and Production.

e Engineering and Product Development.

e Compliance and Legal.

e Procurement and Supplier Management.

e Strategic Planning and Business Development.
e Customer Service and Support.

e Human Resources and Training.
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COURSE OFFERINGS:

By the end of this course, the participants will have able to:

e Interpret the requirements of ISO 9001:2015 within a strategic business context.

e Develop a robust implementation plan for a QMS tailored to their organization's needs.

o Integrate risk-based thinking into core organizational processes and decision-making.

e Master the process approach to design, document, and manage an effective QMS.

e Establish meaningful quality objectives and performance indicators aligned with strategic goals.
e Plan and conduct effective internal audits to verify conformity and drive improvement.

e Facilitate productive management reviews that lead to actionable outcomes.

e Champion a culture of continual improvement throughout the organization.

e Manage QMS documentation efficiently and effectively.

e Prepare an organization for a successful third-party certification audit.

COURSE METHODOLOGY:

The training methodology at BIG BEN Training Center is designed to be highly interactive, engaging, and practical,
ensuring participants can immediately apply their learning in the workplace. We move beyond traditional lectures to
create an immersive, experiential learning environment. The course heavily utilizes real-world case studies of successful
and challenging ISO 9001 implementations across various industries, allowing participants to analyze strategic decisions
and outcomes. A significant portion of the training is dedicated to hands-on workshops and group exercises, such as
process mapping, risk assessment activities, and developing draft quality policies and objectives. Role-playing scenarios,
particularly for internal audit situations and management review meetings, provide a safe space to practice new skills and
receive constructive feedback. Open discussions and Q&A sessions are encouraged to foster a collaborative atmosphere
where participants can share their unique challenges and learn from the experiences of their peers. Our expert instructors
act as facilitators, guiding participants to discover solutions and build confidence in their ability to lead strategic quality

initiatives.
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COURSE AGENDA (COURSE UNITS):

UNIT ONE FOUNDATIONS OF STRATEGIC QUALITY MANAGEMENT

Introduction to ISO 9001 and the ISO 9000 family of standards.

The seven Quality Management Principles as a foundation for performance.
Understanding the High-Level Structure (HLS) and its benefits.

The business case for implementing a QMS beyond certification.

Exploring the strategic link between quality management and organizational goals.
Defining the context of the organization (Clause 4).

Identifying interested parties and their requirements.

Determining the scope of the Quality Management System.

UNIT TWO LEADERSHIP, PLANNING, AND RISK-BASED THINKING

The critical role of top management in QMS success (Clause 5).

Developing a customer-focused quality policy.

Defining and communicating organizational roles, responsibilities, and authorities.
Strategic planning for the QMS (Clause 6).

Integrating risk-based thinking into the QMS.

Actions to address risks and opportunities.

Setting SMART quality objectives and planning to achieve them.

Managing and planning for organizational change.
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UNIT THREE QMS SUPPORT AND OPERATIONAL CONTROL

e Resource management for the QMS (Clause 7).

e Ensuring personnel competence, awareness, and training.

e Establishing effective internal and external communication processes.
e Principles of creating and controlling documented information.

e Operational planning and control (Clause 8).

e Managing requirements for products and services.

e Design and development controls and best practices.

e Control of externally provided processes, products, and services.

e Production and service provision controls.

UNIT FOUR PERFORMANCE EVALUATION AND INTERNAL AUDITING

e Monitoring, measurement, analysis, and evaluation (Clause 9).

e Determining what to measure and how to analyze the results.

e Techniques for measuring and enhancing customer satisfaction.
e Planning and establishing an internal audit program.

e The principles of auditing and the audit process.

e Conducting an internal audit from planning to reporting.

e Preparing for and conducting an effective management review.

e Using management review outputs to drive strategic decisions.

UNIT FIVE CONTINUAL IMPROVEMENT AND QMS SUSTAINABILITY

e Understanding the requirements for improvement (Clause 10).
e Managing nonconformity and the corrective action process.

e Root cause analysis tools and techniques.

¢ Implementing effective and sustainable corrective actions.

o Strategies for fostering a culture of continual improvement.

e Integrating the QMS with other management systems.

e Preparing for the third-party certification audit.

e Sustaining and enhancing the QMS post-certification for long-term value.
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FAQ:

QUALIFICATIONS REQUIRED FOR REGISTERING TO THIS COURSE?

There are no requirements.

HOWwW LONG IS EACH DAILY SESSION, AND WHAT IS THE TOTAL NUMBER OF TRAINING
HOURS FOR THE COURSE?

This training course spans five days, with daily sessions ranging between 4 to 5 hours, including breaks and interactive

activities, bringing the total duration to 20 - 25 training hours.

SOMETHING TO THINK ABOUT:

Beyond compliance, how can the principles of ISO 9001 be leveraged to foster a pervasive culture of innovation within an

organization?

WHAT UNIQUE QUALITIES DOES THIS COURSE OFFER COMPARED TO
OTHER COURSES?

This course distinguishes itself by focusing on the strategic integration of ISO 9001, treating it not as a standalone
compliance task but as a central nervous system for organizational excellence. While many courses provide a clause-by-
clause overview of the standard, our curriculum emphasizes the "why" behind the "what," enabling participants to
architect a QMS that is deeply aligned with their company's specific strategic objectives, market challenges, and growth
ambitions. We place a significant emphasis on risk-based thinking as a proactive tool for foresight and opportunity
management, rather than just a reactive requirement. The program is built around practical application, moving beyond
theory to equip leaders with the ability to use the QMS framework to drive tangible improvements in efficiency, customer
loyalty, and profitability. Furthermore, our focus on leadership's role in cultivating a quality culture ensures that the
principles learned are embedded into the organization's DNA, creating a sustainable system that evolves with the business

and consistently delivers value long after any certificate is achieved.

www.bigben-training.com




