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G Compliance and Regulatory Frameworks 0 chapters 65 marks

a Continuous Improvement in Safety Practices 0 chapters 65 marks



e Introduction to ISO 60601 Standards 10 chapters - 60 classes 85 marks

* 1 Understanding the Structure of ISO 60601 Standards — 6 classes * 3 Risk Management Principles in ISO 60601 — 6 classes
1.1 Identify Key Components of ISO 60601 Standards 3.1 Identify Key Risk Management Principles in ISO 60601
1.2 Explain the Purpose and Importance of ISO 60601 3.2 Analyze the Role of Risk Management in Medical Device Safety
1.3 Describe the Structure and Classification of ISO 60601 3.3 Evaluate Risk Assessment Techniques for Medical Electrical Equipment
1.4 Analyze the Relationship Between ISO 60601 and Medical Device 3.4 Develop a Risk Management Plan According to ISO 60601 Standards
Safety 3.5 Apply Risk Control Measures to Mitigate Medical Equipment Hazards
1.5 Interpret Specific Sections and Clauses of ISO 60601 Standards 3.6 Review Compliance and Continuous Improvement in Risk Management

1.6 Apply ISO 60601 Standards in Effective Risk Management Strategies
4 Essential Compliance Documentation and Procedures — 6 classes

« 1 Overview of ISO 60601 Standards and Scope — 6 classes 4.1 1dentify Key 1SO 60601 Compliance Requirements

1.1 Define ISO 60601 Standards and Their Importance 4.2 Interpret Essential Documents for ISO 60601 Compliance
1.2 Identify Key Components of ISO 60601 Scope 4.3 Develop Compliance Checklists for Medical Equipment
1.3 Explore Historical Context and Development of ISO 60601 4.4 Implement Procedures for Documentation Management
1.4 Discuss Applicability to Medical Electrical Equipment 4.5 Evaluate Compliance Documentation Processes

1.5 Examine Compliance Requirements for ISO 60601 4.6 Create a Plan for Continuous Compliance Improvement

1.6 Analyze Real-World Examples of ISO 60601 Implementation
« 4 Essential Safety Requirements for Medical Electrical Equipment
* 2 Fundamental Safety and Essential Performance Requirements — __ 6 classes

6 classes 4.1 Identify Key Components of ISO 60601 Standards

2.1 Understand the Importance of Fundamental Safety in Medical
Equipment

2.2 Define Essential Performance and Its Significance in ISO 60601

2.3 Identify Key Safety Requirements for Medical Electrical Equipment

2.4 Analyze Risk Management in the Context of ISO 60601 Standards

2.5 Evaluate Compliance with Fundamental Safety and Essential
Performance Criteria

2.6 Apply the ISO 60601 Standards to Real-World Medical Scenarios

* 2 Key Terminology and Concepts in ISO 60601 — 6 classes

2.1 Define Key Terminology in ISO 60601 Standards

2.2 Explain the Scope and Purpose of ISO 60601

2.3 Identify Key Requirements for Medical Electrical Equipment Safety
2.4 Discuss Risk Management Principles in ISO 60601

2.5 Analyze the Roles of Compliance and Conformity Assessment

2.6 Apply Key Concepts to Real-World Medical Device Scenarios

« 3 Classification and Testing of Medical Electrical Equipment — 6

classes

3.1 Identify Key Classifications of Medical Electrical Equipment

3.2 Explain the Importance of ISO 60601 Standards in Safety

3.3 Describe Testing Methods for Medical Electrical Equipment

3.4 Analyze Compliance Requirements for Different Classifications

3.5 Evaluate Risk Management Processes in Medical Equipment Testing
3.6 Apply ISO 60601 Standards in Case Study Scenarios

° Leadership in Equipment Safety Management

4.2 Explain Essential Safety Requirements for Medical Equipment

4.3 Analyze Risk Management Principles in ISO 60601

4.4 Assess Compliance with Electrical Safety Standards

4.5 Evaluate Testing and Validation Processes for Medical Devices

4.6 Implement Best Practices for Safety in Medical Electrical Equipment

* 5 Future Trends and Updates in ISO 60601 Standards — 6 classes

5.1 Explore Emerging Trends in Medical Electrical Equipment Safety

5.2 Analyze Recent Updates to ISO 60601 Standards

5.3 Assess the Impact of Technological Advancements on ISO 60601

5.4 |dentify Key Stakeholders Influencing Future Standards

5.5 Evaluate Compliance Strategies for Anticipated Changes

5.6 Develop Action Plans for Implementing Upcoming ISO 60601 Updates

* 5 Implementation and Compliance Strategies for ISO 60601 — 6
classes

5.1 Understand Key Components of ISO 60601 Standards

5.2 Analyze Compliance Requirements for Medical Electrical Equipment

5.3 Identify Stakeholders in ISO 60601 Implementation

5.4 Develop Risk Management Strategies for Compliance

5.5 Create a Compliance Assessment Checklist

5.6 Implement Continuous Improvement Practices for ISO 60601

0 chapters 65 marks



e Risk Management and Patient Safety 10 chapters - 30 classes 85 marks

1 Understanding the ISO 60601 Standards and Their Importance in * 3 Implementing Risk Management Processes

Risk Management — 6 classes i i i i
« 4 Evaluating the Effectiveness of Risk Management Strategies
1.1 Define ISO 60601 Standards and Their Purpose in Medical Equipment

Safety - 4 Patient Safety Strategies and Practices
1.2 Identify Key Components of ISO 60601 Relevant to Risk Management
1.3 Analyze the Impact of ISO 60601 on Patient Safety Outcomes
1.4 Evaluate Risk Management Strategies Aligned with ISO 60601

Compliance

* 5 Continuous Improvement and the Role of Leadership in Patient
Safety

« 5 Evaluating Risk Management Outcomes in Clinical Settings
1.5 Implement Best Practices for Ensuring Compliance with ISO 60601

Standards

1.6 Develop a Risk Assessment Framework Incorporating ISO 60601
Guidelines

* 1 Understanding ISO 60601: Framework and Principles — 6 classes
1.1 Explore the 1ISO 60601 Framework and Its Importance in Medical
Equipment
1.2 Identify Key Principles of Safety and Effectiveness in Medical Electrical
Equipment
1.3 Analyze Risk Management Concepts within the ISO 60601 Standards

1.4 Assess Patient Safety Implications Linked to Non-compliance with ISO
60601

1.5 Implement Risk Assessment Techniques for Compliance with ISO 60601

1.6 Develop an Action Plan for Enhancing Patient Safety through 1ISO 60601
Implementation

« 2 Identifying and Analyzing Risks Associated with Medical
Electrical Equipment — 6 classes

2.1 Define Medical Electrical Equipment and Its Significance in Healthcare

2.2 Identify Common Risks Associated with Medical Electrical Equipment

2.3 Analyze Risk Factors Impacting Patient Safety with Medical Devices

2.4 Evaluate Existing Safety Standards and Guidelines for Medical
Equipment

2.5 Implement Risk Assessment Techniques for Medical Electrical
Equipment

2.6 Develop a Risk Mitigation Plan for Enhancing Patient Safety

« 2 Risk Management Fundamentals in Healthcare — 6 classes
2.1 Identify Key Concepts in Risk Management
2.2 Analyze Risk Assessment Approaches in Healthcare
2.3 Explore Patient Safety Practices and Protocols
2.4 Evaluate the Role of Leadership in Risk Management
2.5 Apply Risk Management Strategies to Case Studies
2.6 Develop a Comprehensive Risk Management Plan

« 3 Developing Risk Control Measures for Medical Devices — 6 classes

3.1 Identify Common Risks in Medical Devices

3.2 Analyze Risk Factors Affecting Patient Safety

3.3 Develop Risk Control Strategies for Medical Equipment
3.4 Assess the Effectiveness of Risk Control Measures

3.5 Implement Risk Control Measures in Clinical Practice
3.6 Review and Update Risk Management Processes

a Safety Design Principles 0 chapters 65 marks
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