
                                                                                     ISO 13485 - Certified Lead Implementer

What Modules are covered?

Module 1 - Introduction to ISO 13485 and Regulatory Framework

• Overview of ISO 13485:2016 requirements and structure

• Medical device regulatory landscape (FDA, EU MDR, MDSAP, etc.)

• Relationship between ISO 13485 and applicable regulations

• Roles and responsibilities of a Lead Implementer

Module 2 - Quality Management System (QMS) Planning and Documentation

• QMS scope, quality policy, and quality objectives

• Process-based approach and quality manual development

• Document and record control requirements

• QMS implementation planning and project management

Module 3 - Risk Management and Design & Development Controls

• Risk-based thinking and ISO 14971 integration

• Design and development planning, inputs, outputs, and reviews

• Design verification, validation, and change control

• Usability engineering and product lifecycle considerations

Module 4 - Operational Controls and Supplier Management

• Production and service provision controls

• Supplier evaluation, selection, and monitoring

• Purchasing controls and outsourcing management

• Traceability, identification, and preservation of product

Module 5 - Measurement, Analysis, and Improvement

• Monitoring and measurement of processes and products

• Nonconformity management and corrective & preventive actions (CAPA)

• Complaint handling and post-market surveillance

• Data analysis and continual improvement techniques

Module 6 - Internal Audits, Management Review, and Certification Preparation

• Internal audit planning, execution, and reporting

• Management review inputs and outputs

• Handling regulatory inspections and certification audits

• Maintaining compliance and continual QMS effectiveness

 

  

       

ISO 13485 Certified Lead Implementer is a professional credential that demonstrates in-depth 
knowledge and practical competence in planning, implementing, managing, and maintaining a Quality 
Management System (QMS) for medical devices in accordance with ISO 13485:2016. This certification 
confirms that the individual understands regulatory requirements applicable to medical device 
organizations and can translate the standard’s clauses into effective, compliant processes that support 
product safety, performance, and regulatory approval.

A Certified Lead Implementer is qualified to lead the full implementation lifecycle of an ISO 13485 QMS, 
including gap analysis, risk-based process design, documentation development, internal coordination, 
and readiness for certification audits. The role emphasizes integration of quality management with 
regulatory expectations such as risk management, design and development controls, supplier 
management, traceability, and post-market surveillance. Certified professionals are also skilled in 
training teams, managing change, and ensuring alignment between quality objectives and business 
goals.

This certification is particularly valuable for quality managers, regulatory affairs professionals, 
consultants, and leaders within medical device, IVD, and related life-science organizations. It signals 
credibility to regulators, notified bodies, customers, and stakeholders by demonstrating the ability to
 implement a compliant and effective ISO 13485 system that supports continual improvement and 
global market access.

Target Audience

• Quality Managers and Quality Assurance professionals in medical device and IVD organizations
• Regulatory Affairs professionals responsible for compliance with global medical device regulations
• Consultants and advisors supporting ISO 13485 implementation and certification projects
• Medical device manufacturers, including startups and established organizations
• Professionals involved in QMS development, implementation, and maintenance
• Internal auditors and compliance officers seeking advanced implementation expertise
• Project managers leading quality or regulatory compliance initiatives
• Professionals preparing organizations for ISO 13485 certification or regulatory inspections
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