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Course Overview:

The ISO 13485 Lead Implementer course is a practical corporate training program designed to help professionals
establish, implement, manage, monitor, and continually improve a Medical Devices Quality Management System

MDQMS based on ISO 13485. This ISO 13485 Lead Implementer Training focuses on the complete
implementation lifecycle, from understanding ISO 13485 requirements and medical device regulatory expectations

to developing documentation, controls, risk-based processes, internal audit readiness, and certification audit
preparation. The PECB course agenda positions the program across five days, covering MDQMS initiation,
implementation planning, operational deployment, monitoring and improvement, and the certification exam.

Participants in this ISO 13485 Lead Implementer Course will gain applied knowledge in Medical Device Quality
Management, ISO 13485 QMS Implementation, ISO 13485 Compliance Training, documentation control, product

realization, supplier control, risk management, CAPA, internal controls, and audit preparation. The course is
especially valuable for organizations operating in regulated medical device environments, where quality,

traceability, risk control, regulatory compliance, and customer safety are critical. ISO 13485 is focused on
organizations involved in one or more stages of the medical device life cycle and can also apply to suppliers and

external parties that provide products or services to such organizations.

This ISO 13485 Lead Implementer Certification Course also aligns with the PECB exam competency domains,
including MDQMS principles, planning, implementation, performance evaluation, continual improvement, and

preparation for a certification audit.

 

Target Audience:

Quality Managers and Quality Assurance Professionals
Medical Device Compliance Managers

Regulatory Affairs Managers and Specialists
ISO 13485 Implementation Project Managers

MDQMS Implementation Team Members
Medical Device Manufacturing Managers

Quality Control and Validation Professionals
Internal Auditors and Audit Program Coordinators

Consultants involved in Medical Device Quality Management
Professionals responsible for ISO 13485 Certification Training and compliance readiness

Healthcare technology and medical device professionals seeking ISO 13485 Medical Devices Quality
Management Training



 

Targeted Organizational Departments:

Quality Assurance and Quality Control Departments
Regulatory Affairs and Compliance Departments

Medical Device Manufacturing and Operations
Research, Design, and Product Development

Risk Management and Internal Controls
Supplier Quality Management and Procurement

Documentation Control and Records Management
Validation, Calibration, and Metrology Teams

Internal Audit and Corporate Governance
Post-Market Surveillance and Complaint Handling

Training, Competency, and Employee Awareness Teams
Senior Management involved in ISO 13485 Quality Management System decisions

 

Targeted Industries:

Medical device manufacturing
Medical technology and healthcare equipment companies

In vitro diagnostic device organizations
Pharmaceutical and life sciences companies involved with medical devices

Healthcare technology and digital health device providers
Medical device packaging, sterilization, and distribution companies

Component suppliers and outsourced service providers for medical device companies
Calibration, testing, inspection, and validation service providers

Hospitals and healthcare organizations managing regulated medical equipment
Regulatory consulting, certification preparation, and quality advisory firms

 



Course Offerings:

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

Interpret ISO 13485 requirements and apply them to a Medical Devices Quality Management System.
Lead ISO 13485 QMS Implementation projects from initiation to operational deployment.

Define MDQMS scope, quality policy, quality objectives, roles, responsibilities, and governance structure.
Conduct gap analysis and develop an ISO 13485 Implementation Course roadmap.

Build and maintain documented information, including procedures, records, medical device files, and quality
manuals.

Apply Medical Device Risk Management principles across product realization, supplier control, production,
and post-market processes.

Design ISO 13485 Internal Controls for document management, operational control, nonconformities,
CAPA, and supplier performance.

Establish monitoring, measurement, analysis, and evaluation processes for MDQMS performance.
Plan internal audits and prepare the organization for ISO 13485 certification audit readiness.

Support ISO 13485 Implementation for Regulatory Compliance across medical device manufacturing,
design, distribution, and service processes.

Prepare for the PECB Certified ISO 13485 Lead Implementer exam domains and competency expectations.

 

Training Methodology:

The ISO 13485 Lead Implementer Training Course uses a structured, application-based methodology that
combines technical explanation, guided discussion, practical exercises, case scenarios, and exam-oriented review.

The course begins by building a clear understanding of ISO 13485 principles, Medical Devices Quality
Management System requirements, regulatory expectations, and the relationship between ISO 13485 and ISO

9001. The training then moves into implementation planning, where participants practice defining MDQMS scope,
quality objectives, gap analysis outputs, implementation responsibilities, and risk-based priorities.

Throughout the program, participants work with examples of implementation plans, document control structures,
process maps, risk registers, audit checklists, CAPA workflows, supplier evaluation criteria, and management

review inputs. The methodology reflects the practical focus of ISO 13485 Medical Devices Training by linking each
clause to real medical device business processes such as design and development, purchasing, production,

traceability, customer communication, complaint handling, and regulatory reporting. The NQA implementation guide
emphasizes process-based thinking, risk-based audits, product realization, resource management, and

measurement, analysis, and improvement, which are incorporated into the course flow.

The final stage focuses on certification audit preparation and exam readiness, using domain-based review, sample
question discussion, and applied scenarios aligned with the PECB competency domains. Tools are not provided as
deliverables; however, participants are exposed to practical insights and examples of relevant tools, templates, and

checklists used in ISO 13485 QMS Implementation.

 



Course Toolbox:

ISO 13485 implementation roadmap examples
MDQMS gap analysis structure

ISO 13485 clause-to-process mapping examples
Quality policy and quality objectives examples

MDQMS scope definition examples
Risk-based process control examples

Documented information and record control examples
Medical device file and technical documentation structure examples

Supplier qualification and purchasing control examples
Product realization process flow examples

Internal audit checklist insights
Management review agenda examples

Nonconformity and CAPA workflow examples
Certification audit readiness checklist insights

PECB exam domain review guide
Sample exam-style discussion questions

Note:The course introduces insights and examples of tools relevant to ISO 13485 implementation. Tools, software, 
 templates, or proprietary documents are not provided unless separately agreed or requested.

 

Course Agenda:

Day 1: Introduction to ISO 13485 and Initiation of a MDQMS

Topic 1:Course objectives, ISO 13485 Lead Implementer structure, and MDQMS implementation pathway 
Topic 2:ISO 13485 Quality Management System principles for medical device organizations 
Topic 3:Medical device regulatory framework, customer requirements, and compliance obligations 
Topic 4:ISO 13485 terminology, medical device life cycle, and quality management concepts 
Topic 5:Initiating a Medical Devices Quality Management System implementation project 
Topic 6:Understanding ISO 13485, ISO 9001 relationship, process approach, and regulatory focus 

Reflection & Review:Review of ISO 13485 Medical Devices Training foundations, MDQMS principles, and 
 exam Domain 1 alignment

 



Day 2: Plan the Implementation of a MDQMS

Topic 1:Understanding the organization, interested parties, regulatory context, and quality objectives 
Topic 2:Conducting ISO 13485 gap analysis and evaluating the existing management system 
Topic 3:Defining MDQMS scope, boundaries, applicability, and implementation priorities 
Topic 4:Establishing quality policy, quality objectives, roles, responsibilities, and management commitment 
Topic 5:Planning resources, competence, infrastructure, work environment, and contamination controls 
Topic 6:Developing the ISO 13485 QMS Implementation project plan and risk-based implementation 

 roadmap
Reflection & Review:Review of planning outputs, gap analysis results, MDQMS scope, and exam Domain 3 

 alignment

 

Day 3: Implementation of a MDQMS

Topic 1:Defining the document management process, records control, and documented information lifecycle

Topic 2:Designing ISO 13485 Internal Controls for procedures, operational risks, and process effectiveness 
Topic 3:Product realization controls: customer requirements, design and development, purchasing, and 

 production
Topic 4:Supplier controls, outsourced processes, purchasing information, verification, and quality 

 agreements
Topic 5:Medical Device Risk Management, traceability, software validation, monitoring equipment, and 

 process validation
Topic 6:Communication plan, training and awareness plan, and operational transition of the MDQMS 

Reflection & Review:Review of ISO 13485 Implementation for Regulatory Compliance and exam Domain 4 
 alignment

 

Day 4: MDQMS Monitoring, Measurement, Continuous Improvement and Certification Audit
Preparation

Topic 1:Monitoring, measurement, analysis, and evaluation of MDQMS performance 
Topic 2:Internal audit planning, audit frequency, audit evidence, and risk-based audit approach 
Topic 3:Management review inputs, outputs, quality objectives, and performance decision-making 
Topic 4:Control of nonconforming product, complaint handling, corrective action, preventive action, and 
 CAPA

Topic 5:Continual improvement of a Medical Device Quality Management System Course environment 
Topic 6:Preparing for Stage 1 and Stage 2 ISO 13485 certification audits and audit follow-up actions 

Reflection & Review:Review of monitoring, improvement, certification audit readiness, and exam Domains 
 5, 6, and 7 alignment

 



Day 5: Certification Exam Preparation and Exam

Topic 1:Review of PECB Certified ISO 13485 Lead Implementer exam structure and competency domains 
Topic 2:Domain 1 and Domain 2 review: MDQMS principles, ISO 13485 requirements, and quality 

 management concepts
Topic 3:Domain 3 and Domain 4 review: planning and implementing a MDQMS based on ISO 13485 
Topic 4:Domain 5 and Domain 6 review: performance evaluation, monitoring, measurement, and continual 

 improvement
Topic 5:Domain 7 review: certification audit preparation, audit evidence, Stage 1, Stage 2, and follow-up 

 readiness
Topic 6:Exam-taking guidance, scenario-based question practice, and final clarification session 

Reflection & Review:Final review of ISO 13485 Lead Implementer Certification Course outcomes and 
 certification exam readiness

 

FAQ:

What specific qualifications or prerequisites are needed for participants before enrolling in the
course?

Participants should have a basic understanding of quality management principles, medical device operations,
regulatory requirements, or ISO management system concepts. Prior experience in quality assurance, regulatory

affairs, medical device manufacturing, internal auditing, compliance, risk management, or process improvement is
recommended. The syllabus notes that participants typically benefit from having a good understanding of quality

management principles and the medical device industry.

How long is each day's session, and is there a total number of hours required for the entire
course?

Each day's session is generally structured to last around 4-5 hours, with breaks and interactive activities included.
The total course duration spans five days, approximately 20-25 hours of instruction.

Is ISO 13485 Lead Implementer the same as ISO 13485 Lead Auditor?

No. ISO 13485 Lead Implementer focuses on establishing, implementing, managing, maintaining, monitoring, and
improving a Medical Devices Quality Management System. ISO 13485 Lead Auditor focuses more on auditing an

existing MDQMS against ISO 13485 requirements. This course is aligned with the PECB Certified ISO 13485 Lead
Implementer exam, which evaluates implementation, monitoring, continual improvement, and certification audit

preparation competencies.

 



How This Course is Different from Other ISO 13485 Lead Implementer Courses:

This ISO 13485 Lead Implementer course stands out because it is not limited to explaining ISO 13485 clauses; it
translates the standard into a practical implementation pathway for real medical device organizations. The course

connects ISO 13485 Requirements Training with implementation planning, operational controls, documentation,
risk management, product realization, supplier control, internal audit readiness, management review, CAPA, and
certification audit preparation. Instead of treating ISO 13485 as a theoretical quality standard, the course focuses

on how an organization can build and maintain a working Medical Devices Quality Management System that
supports safe, effective, and compliant medical devices.

The course is also structured around the official PECB Lead Implementer journey. It reflects the five-day agenda
covering MDQMS initiation, planning, implementation, monitoring and improvement, and certification exam

preparation. It also integrates the seven PECB exam domains, including MDQMS principles, implementation
planning, implementation execution, performance evaluation, continual improvement, and certification audit

readiness.

Another differentiator is the strong workplace application focus. Participants explore practical examples of ISO
13485 QMS Implementation, Medical Device Regulatory Compliance, ISO 13485 Internal Controls, Medical Device

Risk Management, documented information, supplier controls, traceability, product realization, and nonconformity
treatment. This makes the course highly relevant for medical device companies preparing for implementation, audit

readiness, regulatory alignment, or improvement of an existing ISO 13485 Quality Management System.



فئات الدورات التدريبية

دورات إدارة الجودة وتطوير العملياتالدورات التدريبية في مجال البيئة والاستدامة

دورات إدارة و تطوير الموارد البشريةدورات إدارة و تحليل البيانات ودورات علم البيانات

دورات الاتصال الجماهيري و السياسات والعلاقات العامةدورات الأمن السيبراني ودورات تقنية المعلومات

دورات التسويق وإدارة علاقات العملاء وإدارة المبيعاتدورات التدريب القانوني والمشتريات والتعاقدات

دورات السكرتارية و إدارة المكاتبدورات الحوكمة وإدارة المخاطر والامتثال

دورات الصيانة ودورات المجالات الهندسية المتنوعةدورات الصحة والسلامة والأمن المهني

دورات المهارات الشخصية وتطوير الذاتدورات المحاسبة و  التمويل و دورات الإدارة المالية

دورات معتمدة من قبل هيئات دوليةدورات في مجالات القيادة والإدارة

دورات مكتب إدارة المشاريع وإدارة المشاريع الرشيقة
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