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CURRICULUM

G Innovation and Development in Diagnostics 5 chapters - 30 classes 20 marks

1 Foundations of In Vitro Diagnostics: Principles and Technologies * 4 Quality Assurance and Risk Management in Diagnostics

1.1 Explore the Historical Development of In Vitro Diagnostics

1.2 Analyze Core Principles of Diagnostic Technologies

1.3 Examine Types of In Vitro Diagnostic Devices and Their Functions
1.4 Investigate Regulatory Frameworks Governing In Vitro Diagnostics
1.5 Assess Emerging Technologies in Diagnostic Development

1.6 Design a Conceptual Model for an Innovative Diagnostic Device

¢ 2 Regulatory Frameworks and Standards in Diagnostics
Development

2.1 Explore the Key Regulatory Bodies Influencing Diagnostics
Development

2.2 Analyze ISO 18113 Standards and Their Role in In Vitro Diagnostics
2.3 Identify Essential Compliance Requirements for Diagnostic Devices
2.4 Evaluate the Impact of Regulatory Changes on Innovation in Diagnostics

2.5 Apply Risk Management Principles in the Development of Diagnostic
Devices

2.6 Develop a Framework for Meeting Regulatory and Quality Standards

« 3 Innovation in Diagnostic Test Development: Trends and
Challenges

3.1 Explore Current Trends in Diagnostic Test Innovations

3.2 Analyze Challenges in Diagnostic Test Development

3.3 Identify Key Regulatory Considerations for Diagnostic Devices
3.4 Evaluate Technological Advancements in Diagnostic Testing
3.5 Discuss Case Studies of Successful Diagnostic Innovations
3.6 Propose Strategies for Overcoming Barriers to Innovation

4.1 Understand the Principles of Quality Assurance in Diagnostics

4.2 |dentify Key Risks in Diagnostic Development Processes

4.3 Assess Compliance with ISO 18113 Standards in Diagnostics

4.4 Develop a Risk Management Plan for Diagnostic Devices

4.5 Implement Quality Control Measures in Diagnostic Testing

4.6 Evaluate the Impact of Quality Assurance on Diagnostic Innovation

< 5 Future Directions: Emerging Technologies and Their Impact on
Diagnostics

5.1 Explore Innovations in Diagnostic Technologies

5.2 Analyze the Role of Artificial Intelligence in Diagnostics

5.3 Evaluate the Impact of Wearable Devices on Patient Monitoring

5.4 Investigate the Future of Genomic Testing in Diagnostics

5.5 Assess Challenges and Opportunities of Telemedicine in Diagnostics

5.6 Design a Proposal for Implementing Emerging Technologies in
Healthcare



a ISO Standards Overview

* 1 Understanding ISO Standards and Their Importance in In Vitro
Diagnostics — 6 classes

1.1 Define ISO Standards and Their Purpose in Diagnostics

1.2 Explore the History and Development of ISO Standards

1.3 Identify Key ISO Standards Relevant to In Vitro Diagnostics
1.4 Discuss the Benefits of ISO Compliance for Medical Devices
1.5 Analyze Case Studies of ISO Standards in Action

1.6 Develop a Strategy for Implementing ISO Standards in Your
Organization

¢ 2 Overview of ISO 18113: Scope and Purpose — 6 classes
2.1 Define the Scope of ISO 18113 in Medical Devices
2.2 Explain the Purpose of ISO 18113 for User Information
2.3 Identify Key Components of ISO 18113 Standards
2.4 Discuss the Importance of Compliance with ISO 18113
2.5 Evaluate the Implications of ISO 18113 on Product Development
2.6 Apply 1ISO 18113 Principles to Case Studies in Diagnostics

* 3 Key Requirements of ISO 18113 for Information Provided by
Manufacturers — 6 classes

3.1 Identify Key Principles of ISO 18113
3.2 Analyze Manufacturer Responsibilities Under ISO 18113

3.3 Evaluate the Information Requirements for In Vitro Diagnostic Devices

3.4 Distinguish Between Technical and User Information Specifications
3.5 Apply Best Practices for Compliance Documentation
3.6 Assess Real-world Case Studies of ISO 18113 Implementation

e Quality Assurance Systems

* 1 Fundamentals of Quality Assurance in In Vitro Diagnostics — 6

classes

1.1 Define Quality Assurance in In Vitro Diagnostics

1.2 Identify Key Regulations and Standards for Quality Assurance

1.3 Explain the Role of Quality Control in Diagnostic Testing

1.4 Analyze Quality Assurance Processes in Diagnostic Laboratories
1.5 Assess Risk Management Strategies in In Vitro Diagnostics

1.6 Implement Continuous Improvement Practices in Quality Assurance

* 21S0 18113 Standards: Overview and Requirements — 6 classes

2.1 Understand ISO 18113 Standards and Their Importance

2.2 Identify Key Requirements of ISO 18113 for In Vitro Diagnostics

2.3 Explore Quality Assurance Principles within ISO 18113

2.4 Analyze the Impact of ISO 18113 on Regulatory Compliance

2.5 Assess Implementation Strategies for ISO 18113 in Medical Devices
2.6 Evaluate Case Studies of ISO 18113 in Practice

< 3 Implementing Quality Management Systems in Biotechnology — 6

classes
3.1 Understand the Principles of Quality Management Systems in
Biotechnology
3.2 Identify Key Components of ISO 18113 for In Vitro Devices

3.3 Assess the Importance of Standard Operating Procedures in Quality
Assurance

3.4 Evaluate Risk Management Strategies in Biotechnology Quality Systems
3.5 Implement Continuous Improvement Practices in Quality Management

3.6 Apply Audit Techniques to Ensure Compliance with Quality Standards

5 chapters - 30 classes 65 marks

* 4 Implementation Strategies for ISO 18113 Compliance — 6 classes

4.1 Understand the Key Principles of ISO 18113

4.2 Assess Current Practices Against ISO 18113 Requirements
4.3 Develop a Compliance Roadmap for ISO 18113

4.4 \dentify Stakeholders and Assign Responsibilities

4.5 Implement Training Programs for Staff on ISO Standards
4.6 Evaluate and Monitor Compliance Processes for ISO 18113

< 5 Evaluating the Impact of ISO 18113 on Market Access and Quality
Assurance — 6 classes

5.1 Analyze the Key Principles of ISO 18113 for Market Access

5.2 Examine the Role of ISO 18113 in Quality Assurance Practices

5.3 Assess the Benefits of ISO 18113 Compliance for In Vitro Diagnostics
5.4 Identify Challenges in Implementing ISO 18113 Standards

5.5 Develop Strategies for Effective Integration of ISO 18113 in Business
Operations

5.6 Evaluate Case Studies on ISO 18113 Impact on Market Success

5 chapters - 30 classes 65 marks

* 4 Quality Control Procedures for In Vitro Diagnostic Devices — 6

classes

4.1 Define Quality Control in In Vitro Diagnostic Devices

4.2 Identify Key Components of Quality Control Procedures

4.3 Analyze Common Quality Control Methods Used in Diagnostics
4.4 Implement Standard Operating Procedures for Quality Control
4.5 Evaluate the Effectiveness of Quality Control Practices

4.6 Develop a Quality Control Plan for In Vitro Diagnostic Devices

* 5 Continuous Improvement and Risk Management in Quality
Assurance — 6 classes

5.1 Identify Key Elements of Continuous Improvement in Quality Assurance
5.2 Analyze the Role of Risk Management in Quality Assurance Systems
5.3 Evaluate Continuous Improvement Processes in In Vitro Diagnostics
5.4 Develop Strategies for Effective Risk Assessment and Mitigation

5.5 Implement Tools for Monitoring Quality Assurance Improvements

5.6 Create a Continuous Improvement Action Plan for Diagnostic Devices



° Regulatory Compliance

¢ 1 Understanding ISO 18113 and Its Importance in Regulatory
Compliance — 6 classes

1.1 Define ISO 18113 and Its Core Concepts

1.2 Explore the Significance of In Vitro Diagnostic Medical Devices
1.3 Analyze the Key Requirements of ISO 18113

1.4 Assess the Role of ISO 18113 in Regulatory Compliance

1.5 Identify Common Challenges in Implementing 1ISO 18113

1.6 Develop Strategies for Ensuring Compliance with 1ISO 18113

* 2 Key Components of ISO 18113: Documentation and Information

Requirements — 6 classes

2.1 Identify Key Documentation Requirements for ISO 18113
2.2 Analyze the Role of Technical Files in Compliance

2.3 Compare Information Requirements Across Different Regulatory
Frameworks

2.4 Examine Risk Management Documentation in IVD Devices
2.5 Develop a Compliance Checklist for Medical Device Documentation
2.6 Implement Best Practices for Maintaining Regulatory Documentation

* 3 Risk Management and Quality Control in Alignment with ISO
18113 — 6 classes

3.1 Understand Risk Management Principles in ISO 18113

3.2 Identify Key Quality Control Measures for In Vitro Diagnostic Devices

3.3 Analyze the Relationship Between Risk Management and Quality
Control

3.4 Evaluate Compliance Strategies for ISO 18113 Requirements
3.5 Develop a Risk Assessment Framework for Diagnostic Devices
3.6 Implement Quality Control Plans Aligned with ISO Standards

e Risk Management in Biotechnology

¢ 1 Foundations of Risk Management in Biotechnology — 6 classes

1.1 Define Key Concepts in Risk Management for Biotechnology

1.2 Identify Common Risks Associated with In Vitro Diagnostic Devices
1.3 Analyze Regulatory Frameworks Governing Risk Management

1.4 Evaluate Risk Assessment Methodologies in Biotechnology

1.5 Develop Risk Mitigation Strategies for Medical Devices

1.6 Implement Continuous Improvement Practices in Risk Management

« 2 Identifying Risks in Biotechnology Development — 6 classes

2.1 Analyze the Importance of Risk Management in Biotechnology

2.2 Identify Common Risks in Biotechnology Development Processes
2.3 Evaluate Regulatory Requirements for Risk Assessment in Biotech
2.4 Develop Risk Identification Strategies for Biotech Projects

2.5 Create a Risk Register for In Vitro Diagnostic Medical Devices

2.6 Apply Risk Mitigation Techniques in Biotech Development Scenarios

* 3 Risk Assessment Methodologies for In Vitro Diagnostics — 6
classes

3.1 Identify key risk factors in in vitro diagnostics

3.2 Analyze various risk assessment methodologies

3.3 Evaluate the impact of regulatory standards on risk management

3.4 Compare qualitative and quantitative risk assessment techniques

3.5 Develop a risk assessment framework for a specific diagnostic device
3.6 Implement risk mitigation strategies in laboratory settings

5 chapters - 30 classes 105 marks

* 4 Regulatory Pathways and Approval Processes for In Vitro
Diagnostics — 6 classes

4.1 Understand Regulatory Frameworks for In Vitro Diagnostics

4.2 |dentify Key Regulatory Bodies and Their Roles

4.3 Explore Pre-Market Approval Processes for In Vitro Diagnostics
4.4 Analyze Different Regulatory Pathways for Market Entry

4.5 Review Post-Market Surveillance and Compliance Requirements
4.6 Apply Knowledge of Regulations to Develop a Approval Strategy

« 5 Training, Implementation, and Continuous Improvement
Strategies — 6 classes

5.1 Identify Key Components of Effective Training Strategies

5.2 Develop Training Modules for ISO 18113 Compliance

5.3 Implement Leadership Approaches in Training Delivery

5.4 Evaluate Training Effectiveness Using Performance Metrics

5.5 Design Continuous Improvement Plans for Compliance Training

5.6 Integrate Feedback Mechanisms for Ongoing Training Enhancement

5 chapters - 30 classes 85 marks

< 4 Implementing Risk Control Measures in Biotechnology — 6 classes

4.1 Identify Key Risks in Biotechnology Processes

4.2 Assess the Impact of Risk Factors on Product Safety

4.3 Develop Risk Control Strategies for Diagnostic Devices

4.4 Implement Effective Monitoring Procedures for Risk Management
4.5 Evaluate the Effectiveness of Risk Control Measures

4.6 Communicate Risk Management Strategies to Stakeholders

< 5 Monitoring and Reviewing Risk Management Practices — 6 classes

5.1 Identify Key Risk Monitoring Metrics in Biotechnology

5.2 Establish Procedures for Regular Risk Reviews

5.3 Analyze Historical Data to Assess Risk Trends

5.4 Develop a Risk Monitoring Schedule for Medical Devices

5.5 Evaluate Effectiveness of Current Risk Management Practices
5.6 Implement Improvements Based on Risk Review Findings



5 chapters - 30 classes 45 marks

a Strategic Leadership in Health Sector

* 1 Understanding ISO Standards in Health Sector Leadership — 6 * 4 Innovation Management and Change Leadership in Biotech — 6

classes classes

1.1 Explore the Fundamentals of ISO 18113 Standards

1.2 Identify the Key Components of In Vitro Diagnostic Devices

1.3 Analyze the Role of Leadership in Implementing ISO Standards

1.4 Assess the Impact of ISO 18113 on Healthcare Quality Management
1.5 Develop Strategies for Compliance with ISO Standards in Leadership
1.6 Apply ISO 18113 Principles to Real-World Health Sector Scenarios

4.1 Analyse the Role of Innovation in Biotech Industry Leadership

4.2 Explore Change Management Theories Relevant to Biotech

4.3 Identify Key Drivers of Change in Healthcare Innovation

4.4 Develop Strategies for Fostering a Culture of Innovation

4.5 Evaluate Case Studies of Successful Change Leadership in Biotech
4.6 Design a Plan to Implement Innovative Practices in Health Sector

Organizations

« 2 Strategic Leadership Concepts in Biotechnology — 6 classes
2.1 Define Strategic Leadership in Biotechnology < 5 Ethics and Strategic Decision-Making in Health Leadership — 6
2.2 Explore Key Concepts of Innovation in Health Sector classes

2.3 Analyze the Role of Ethics in Biotechnology Leadership 5.1 Analyze Ethical Frameworks in Health Leadership

2.4 Evaluate Leadership Models Relevant to Healthcare 5.2 Evaluate the Role of Ethics in Strategic Decision-Making

2.5 Apply Strategic Leadership Principles to Case Studies 5.3 Identify Common Ethical Dilemmas in Health Sector Leadership
2.6 Develop a Personal Leadership Action Plan for Biotechnology 5.4 Develop a Decision-Making Model Incorporating Ethical Principles
5.5 Apply Ethical Decision-Making Tools to Case Studies in Health
* 3 Regulatory Environment and Compliance in Health Leadership — 5.6 Reflect on Personal Leadership Values and Ethical Commitments
6 classes

3.1 Identify Key Regulatory Frameworks Affecting Health Leadership

3.2 Analyze the Role of ISO 18113 in In Vitro Diagnostic Devices

3.3 Evaluate Compliance Requirements for Health Sector Organizations

3.4 Discuss the Impacts of Non-Compliance on Healthcare Delivery

3.5 Develop a Compliance Strategy for Health Leadership

3.6 Implement Best Practices for Regulatory Adherence in Health Services
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