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ISO 10993-10:2021 Biological
evaluation of medical devices

Course outline

Module 1: Introduction to ISO 10993-10:2021

Module 1: Introduction to ISO 10993-10:2021 provides an overview of the ISO 10993-10:2021 standard
for biological evaluation of medical devices. It covers the scope and purpose of the standard, the
requirements for biological evaluation, and the principles of risk management. It also provides an
introduction to the various tests and methods used to assess the safety of medical devices.

Lessons

- Overview of ISO 10993-10:2021

- Biological Evaluation Principles

- Biological Endpoints and Test Methods

+ Risk Assessment and Risk Management

- Regulatory Requirements

- Biological Evaluation Strategies

- Biological Evaluation of Medical Devices

- Biological Evaluation of Combination Products

- Biological Evaluation of Biomaterials

- Biological Evaluation of Drug-Device Combinations

After completing this module, students will be able to:

- Understand the scope and purpose of ISO 10993-10:2021 and its application to medical device
evaluation.

- ldentify the key principles and requirements of ISO 10993-10:2021 and how they relate to the
biological evaluation of medical devices.

- Develop an understanding of the different types of biological tests and how they are used to
evaluate the safety of medical devices.

- Develop the skills to interpret and apply the requirements of ISO 10993-10:2021 to the biological
evaluation of medical devices.

Module 2: Overview of Biological Evaluation

Module 2: Overview of Biological Evaluation module for ISO 10993-10:2021 Biological evaluation of
medical devices course provides an introduction to the biological evaluation of medical devices. It covers
the principles of biological evaluation, the requirements of ISO 10993-10:2021, and the various tests and



methods used to assess the safety of medical devices. It also provides an overview of the regulatory
requirements for biological evaluation and the importance of risk management.

Lessons

« Introduction to Biological Evaluation

+ Overview of ISO 10993-10:2021

- Biological Evaluation Process

- Biological Endpoints

- Biological Risk Assessment

- Biological Testing Strategies

- Biological Test Methods

- Biological Test Results Interpretation

- Biological Evaluation Report

- Regulatory Requirements for Biological Evaluation

After completing this module, students will be able to:

- Understand the purpose and scope of ISO 10993-10:2021

- ldentify the key elements of biological evaluation

- Develop a risk-based approach to biological evaluation

- Utilize the biological evaluation process to assess the safety of medical devices

Module 3: Biological Risk Assessment

Module 3: Biological Risk Assessment module for ISO 10993-10:2021 Biological evaluation of medical
devices course provides an overview of the principles and processes of biological risk assessment. It
covers topics such as the principles of risk assessment, the use of hazard identification and risk
assessment tools, and the application of risk management strategies. The module also provides an
introduction to the ISO 10993-10:2021 standard and its requirements for biological evaluation of medical
devices.

Lessons

« Introduction to Biological Risk Assessment

- Overview of ISO 10993-10:2021

- Biological Risk Assessment Process

+ Risk Identification and Analysis

- Risk Evaluation and Control

- Risk Communication

- Risk Management Strategies

- Regulatory Requirements for Biological Risk Assessment
- Case Studies in Biological Risk Assessment

- Best Practices for Biological Risk Assessment

After completing this module, students will be able to:



- Understand the principles of biological risk assessment and the application of ISO 10993-10:2021.
- Identify potential biological risks associated with medical devices.

- Develop strategies to mitigate biological risks associated with medical devices.

- Evaluate the effectiveness of biological risk mitigation strategies.

Module 4: Biological Testing

Module 4: Biological Testingmodule for ISO 10993-10:2021 Biological evaluation of medical devices
course provides an overview of the biological testing requirements for medical devices as outlined in the
ISO 10993-10:2021 standard. It covers topics such as the selection of appropriate tests, the performance
of tests, and the interpretation of results. It also provides guidance on the use of biological testing to
assess the safety and performance of medical devices.

Lessons

- Overview of Biological Testing Requirements
- Biological Reactivity Tests

- Cytotoxicity Tests

- Intracutaneous Reactivity Tests

- Systemic Toxicity Tests

- Genotoxicity Tests

+ Implantation Tests

- Sensitization Tests

- Irritation and Skin Sensitization Tests

- Hemocompatibility Tests

- Pyrogenicity Tests

- Carcinogenicity Tests

- Reproductive and Developmental Toxicity Tests
- Clinical Performance Tests

- Risk Management and Risk Analysis

After completing this module, students will be able to:

- Understand the principles of biological testing and the requirements of ISO 10993-10:2021.

- ldentify the appropriate biological tests for a given medical device.

- Interpret the results of biological tests and assess the safety of a medical device.

- Develop a biological evaluation plan for a medical device in accordance with ISO 10993-10:2021.

Module 5: Biological Evaluation of Medical Devices

Module 5: Biological Evaluation of Medical Devices is a course designed to provide an overview of the
ISO 10993-10:2021 standard for biological evaluation of medical devices. It covers topics such as the
principles of biological evaluation, the requirements for biological evaluation, and the application of the
standard to medical device design and development. The course also provides an introduction to the
biological safety testing of medical devices, including the use of in vitro and in vivo tests.

Lessons



« Introduction to Biological Evaluation of Medical Devices

- Overview of ISO 10993-10:2021

- Biological Risk Assessment

- Biological Testing Strategies

- Biological Test Methods

- Biological Test Results Interpretation

- Biological Evaluation Reports

- Biological Evaluation of Combination Products

- Biological Evaluation of Nanomaterials

- Biological Evaluation of Biomaterials

- Biological Evaluation of Sterilization Processes

- Biological Evaluation of Reprocessed Medical Devices

- Biological Evaluation of Software-Based Medical Devices
- Biological Evaluation of Medical Device Accessories

- Biological Evaluation of Medical Device Packaging

- Biological Evaluation of Medical Device Labeling

- Biological Evaluation of Medical Device Software

- Biological Evaluation of Medical Device Interactions

- Biological Evaluation of Medical Device Cleaning and Disinfection
- Biological Evaluation of Medical Device Shelf Life

After completing this module, students will be able to:

+ Understand the principles of biological evaluation of medical devices according to ISO 10993-
10:2021.

- ldentify the potential biological risks associated with medical devices.

- Develop a biological evaluation plan for a medical device.

- Evaluate the biological safety of a medical device according to ISO 10993-10:2021.

Module 6: Biological Evaluation of Medical Device Materials

Module 6: Biological Evaluation of Medical Device Materials is a course designed to provide an overview
of the ISO 10993-10:2021 standard for biological evaluation of medical device materials. It covers topics
such as the principles of biological evaluation, the selection of appropriate test methods, and the
interpretation of results. The course also provides guidance on the use of biological evaluation to support
the safety and performance of medical devices.

Lessons

- Introduction to Biological Evaluation of Medical Device Materials
« Overview of ISO 10993-10:2021

- Biological Risk Assessment

- Biological Testing Requirements

- Biological Test Methods

- Biological Test Results Interpretation

- Biological Evaluation Report

- Regulatory Requirements for Biological Evaluation

- Biological Evaluation of Medical Device Materials in Clinical Use



- Biological Evaluation of Medical Device Materials in Non-Clinical Use

- Biological Evaluation of Medical Device Materials in Combination Products

- Biological Evaluation of Medical Device Materials in Combination with Drugs

- Biological Evaluation of Medical Device Materials in Combination with Biologics

- Biological Evaluation of Medical Device Materials in Combination with Diagnostics

- Biological Evaluation of Medical Device Materials in Combination with Devices

- Biological Evaluation of Medical Device Materials in Combination with Food

- Biological Evaluation of Medical Device Materials in Combination with Cosmetics

- Biological Evaluation of Medical Device Materials in Combination with Veterinary Products

- Biological Evaluation of Medical Device Materials in Combination with Dietary Supplements

- Biological Evaluation of Medical Device Materials in Combination with Medical Devices for Home
Use

After completing this module, students will be able to:

- Understand the principles of biological evaluation of medical device materials according to ISO
10993-10:2021.

- Identify the appropriate biological tests for a given medical device material.

- Interpret the results of biological tests and assess the safety of the medical device material.

- Develop a biological evaluation plan for a medical device material.

Module 7: Biological Evaluation of Medical Device Packaging

Module 7: Biological Evaluation of Medical Device Packaging is a course designed to provide an
overview of the requirements of ISO 10993-10:2021 for the biological evaluation of medical device
packaging. It covers topics such as the selection of appropriate test methods, the evaluation of
biocompatibility, and the interpretation of results. The course also provides guidance on the development
of a biological evaluation plan and the implementation of a quality management system.

Lessons

- Overview of ISO 10993-10:2021

- Biological Evaluation of Medical Device Packaging Materials
- Risk Assessment of Medical Device Packaging

- Biological Testing of Medical Device Packaging

- Regulatory Requirements for Medical Device Packaging

- Design Considerations for Medical Device Packaging

- Quality Control and Validation of Medical Device Packaging
- Packaging Design for Sterilization and Distribution

- Packaging Design for Patient Safety

- Packaging Design for Environmental Protection

After completing this module, students will be able to:

+ Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical device
packaging.
- Identify the potential biological risks associated with medical device packaging.



- Develop a biological evaluation plan for medical device packaging.
- Evaluate the biological safety of medical device packaging using appropriate test methods.

Module 8: Biological Evaluation of Medical Device Accessories

Module 8: Biological Evaluation of Medical Device Accessories is a course designed to provide an
overview of the requirements for biological evaluation of medical device accessories according to ISO
10993-10:2021. It covers topics such as the scope of the standard, the requirements for biological
evaluation, and the testing methods used to evaluate the safety of medical device accessories. The
course also provides guidance on how to interpret the results of the biological evaluation and how to use
the results to make decisions about the safety of the medical device accessories.

Lessons

« Introduction to 1ISO 10993-10:2021

- Overview of Biological Evaluation of Medical Device Accessories

- Biological Risk Assessment of Medical Device Accessories

- Biological Testing of Medical Device Accessories

- Biological Evaluation of Medical Device Accessories in Clinical Settings

- Regulatory Requirements for Biological Evaluation of Medical Device Accessories

+ Quality Management System Requirements for Biological Evaluation of Medical Device Accessories
- Risk Management Strategies for Biological Evaluation of Medical Device Accessories

- Design Considerations for Biological Evaluation of Medical Device Accessories

- Case Studies of Biological Evaluation of Medical Device Accessories

After completing this module, students will be able to:

 Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical device
accessories.

- Identify the potential biological risks associated with medical device accessories.

- Develop a biological evaluation plan for medical device accessories.

- Evaluate the biological safety of medical device accessories.

Module 9: Biological Evaluation of Medical Device Software

Module 9: Biological Evaluation of Medical Device Software is a course designed to provide an overview
of the requirements for biological evaluation of medical device software according to the ISO 10993-
10:2021 standard. It covers topics such as the principles of biological evaluation, the requirements for
software validation, and the evaluation of software-related risks. The course also provides guidance on
how to develop a biological evaluation plan and how to interpret the results of the evaluation.

Lessons

« Overview of ISO 10993-10:2021

- Risk Management and Biological Evaluation
- Software Design and Development Process
- Software Validation and Verification



- Software Quality Assurance

- Software Safety and Security

- Software Usability and Accessibility

- Software Documentation and Traceability

- Software Maintenance and Support

- Software Risk Analysis and Mitigation Strategies

- Software Regulatory Requirements

- Software Testing and Evaluation

- Software Risk Management and Control

- Software Risk Communication and Reporting

- Software Risk Management and Control in Clinical Settings

- Software Risk Management and Control in Manufacturing Settings
- Software Risk Management and Control in Research Settings

- Software Risk Management and Control in Regulatory Settings

- Software Risk Management and Control in Post-Market Surveillance
- Software Risk Management and Control in Product Development

After completing this module, students will be able to:

- Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical device
software.

- Identify the potential biological risks associated with medical device software.

- Develop a biological evaluation plan for medical device software.

- Evaluate the biological safety of medical device software.

Module 10: Biological Evaluation of Medical Device Combinations

Module 10: Biological Evaluation of Medical Device Combinations is a course designed to provide an
overview of the requirements for biological evaluation of medical device combinations as outlined in ISO
10993-10:2021. This module will cover topics such as the principles of biological evaluation, the selection
of appropriate tests, and the interpretation of results. Additionally, the module will provide guidance on
the design of studies to assess the safety and performance of medical device combinations.

Lessons

- Overview of ISO 10993-10:2021

- Biological Evaluation of Medical Device Combinations

- Risk Assessment of Medical Device Combinations

- Regulatory Requirements for Medical Device Combinations

- Testing Strategies for Medical Device Combinations

- Biological Safety Testing of Medical Device Combinations

- Clinical Evaluation of Medical Device Combinations

- Post-Market Surveillance of Medical Device Combinations

- Case Studies of Medical Device Combinations

- Challenges and Opportunities in Medical Device Combinations

After completing this module, students will be able to:



« Understand the requirements of ISO 10993-10:2021 for the biological evaluation of medical device
combinations.

- Identify the potential biological risks associated with medical device combinations.

- Develop a biological evaluation plan for medical device combinations.

- Evaluate the biological safety of medical device combinations.

Module 11: Biological Evaluation of Medical Device Cleaning and
Sterilization

Module 11 of the ISO 10993-10:2021 Biological Evaluation of Medical Devices course covers the
evaluation of medical device cleaning and sterilization processes. It provides an overview of the
principles and methods used to assess the safety and efficacy of cleaning and sterilization processes,
including the use of biological indicators, chemical indicators, and physical indicators. It also covers the
requirements for validating and verifying the effectiveness of the cleaning and sterilization processes.

Lessons

- Overview of ISO 10993-10:2021

- Biological Evaluation of Medical Device Cleaning and Sterilization Processes
+ Risk Assessment of Cleaning and Sterilization Processes

- Biological Evaluation of Cleaning and Sterilization Agents

- Biological Evaluation of Cleaning and Sterilization Equipment

- Biological Evaluation of Cleaning and Sterilization Validation

- Biological Evaluation of Cleaning and Sterilization Verification

- Biological Evaluation of Cleaning and Sterilization Monitoring

Biological Evaluation of Cleaning and Sterilization Records
- Biological Evaluation of Cleaning and Sterilization Documentation
- Biological Evaluation of Cleaning and Sterilization Regulatory Requirements

Biological Evaluation of Cleaning and Sterilization Quality Control
- Biological Evaluation of Cleaning and Sterilization Troubleshooting
- Biological Evaluation of Cleaning and Sterilization Auditing

Biological Evaluation of Cleaning and Sterilization Training

After completing this module, students will be able to:

- Understand the principles of biological evaluation of medical device cleaning and sterilization.

- Identify the potential biological risks associated with medical device cleaning and sterilization.

- Develop strategies to mitigate biological risks associated with medical device cleaning and
sterilization.

- Evaluate the effectiveness of medical device cleaning and sterilization processes.

Module 12: Biological Evaluation of Medical Device Labeling

Module 12: Biological Evaluation of Medical Device Labeling is a course designed to provide an overview
of the requirements for labeling medical devices according to the ISO 10993-10:2021 standard. It covers
topics such as the purpose of labeling, the types of labeling, and the requirements for labeling medical
devices. It also provides guidance on how to evaluate the labeling of medical devices for compliance with
the standard.



Lessons

- Overview of ISO 10993-10:2021

- Biological Evaluation of Medical Device Labeling Requirements

- Risk Assessment and Risk Management

- Biological Evaluation of Medical Device Labeling Materials

- Biological Evaluation of Medical Device Labeling Processes

- Biological Evaluation of Medical Device Labeling Quality Control

- Biological Evaluation of Medical Device Labeling Validation

- Biological Evaluation of Medical Device Labeling Regulatory Requirements
- Biological Evaluation of Medical Device Labeling Documentation

- Biological Evaluation of Medical Device Labeling Testing

- Biological Evaluation of Medical Device Labeling Reporting

- Biological Evaluation of Medical Device Labeling Post-Market Surveillance

After completing this module, students will be able to:

- Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical device
labeling.

- Identify the potential biological risks associated with medical device labeling.

- Develop a biological evaluation plan for medical device labeling.

- Evaluate the biological safety of medical device labeling in accordance with ISO 10993-10:2021.

Module 13: Biological Evaluation of Medical Device Reprocessing

Module 13 of the ISO 10993-10:2021 Biological Evaluation of Medical Devices course covers the
biological evaluation of medical device reprocessing. It provides an overview of the principles and
requirements for evaluating the safety of reprocessed medical devices, including the evaluation of
bioburden, cleaning, disinfection, and sterilization processes. It also covers the requirements for
validating reprocessing processes and the requirements for labeling reprocessed medical devices.

Lessons

+ Overview of ISO 10993-10:2021

- Biological Evaluation of Medical Device Reprocessing

- Risk Assessment of Reprocessed Medical Devices

- Regulatory Requirements for Reprocessing

+ Quality Control and Quality Assurance of Reprocessed Medical Devices
- Validation of Reprocessing Processes

+ Microbial Contamination of Reprocessed Medical Devices

- Chemical Contamination of Reprocessed Medical Devices

- Biological Safety Testing of Reprocessed Medical Devices

- Packaging and Labeling of Reprocessed Medical Devices

- Documentation and Record Keeping for Reprocessed Medical Devices
- Risk Management of Reprocessed Medical Devices

- Case Studies of Reprocessed Medical Devices



After completing this module, students will be able to:

- Understand the principles of biological evaluation of medical device reprocessing according to ISO
10993-10:2021.

- Identify the potential biological risks associated with reprocessing medical devices.

- Develop strategies to mitigate the biological risks associated with reprocessing medical devices.

- Evaluate the effectiveness of reprocessing medical devices in terms of biological safety.

Module 14: Biological Evaluation of Medical Device Shelf Life

This Module 14: Biological Evaluation of Medical Device Shelf Life module for ISO 10993-10:2021
Biological Evaluation of Medical Devices course provides an overview of the requirements for shelf life
testing of medical devices. It covers the principles of shelf life testing, the selection of appropriate test
methods, and the evaluation of the results. It also provides guidance on the documentation and reporting
of shelf life testing results.

Lessons

« Overview of ISO 10993-10:2021

- Understanding the Requirements of ISO 10993-10:2021
- Shelf Life Estimation and Validation

- Biological Evaluation of Shelf Life

- Risk Assessment for Shelf Life

- Regulatory Requirements for Shelf Life

+ Quality Control and Monitoring of Shelf Life

- Case Studies on Shelf Life Evaluation

- Best Practices for Shelf Life Evaluation

- Challenges and Solutions for Shelf Life Evaluation

After completing this module, students will be able to:

- Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical device shelf
life.

- Develop a shelf life evaluation plan for a medical device.

- ldentify the appropriate biological tests to assess the shelf life of a medical device.

- Analyze the results of the biological tests to determine the shelf life of a medical device.

Module 15: Biological Evaluation of Medical Device Clinical
Performance

Module 15 of the ISO 10993-10:2021 Biological Evaluation of Medical Devices course covers the
evaluation of medical device clinical performance. It provides an overview of the principles and methods
used to assess the safety and efficacy of medical devices in clinical settings, including the use of clinical
trials, post-market surveillance, and other methods. It also covers the regulatory requirements for clinical
evaluation and the ethical considerations associated with clinical trials.

Lessons



 Overview of ISO 10993-10:2021

- Biological Risk Assessment

- Biological Evaluation Strategies

- Biological Endpoints

- Biological Test Methods

- Biological Test Results Interpretation

- Biological Test Report Writing

- Biological Evaluation of Medical Device Clinical Performance

- Clinical Performance Evaluation of Medical Devices

Clinical Performance Evaluation of Medical Devices in the Context of ISO 10993-10:2021
- Clinical Performance Evaluation of Medical Devices in the Context of Regulatory Requirements

- Clinical Performance Evaluation of Medical Devices in the Context of Risk Management

Clinical Performance Evaluation of Medical Devices in the Context of Quality Management
- Clinical Performance Evaluation of Medical Devices in the Context of Post-Market Surveillance
- Clinical Performance Evaluation of Medical Devices in the Context of Clinical Trials

After completing this module, students will be able to:

- Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical devices.
- ldentify the potential biological risks associated with medical devices.

- Develop a biological evaluation plan for a medical device.

- Evaluate the clinical performance of a medical device in terms of its biological safety.

Module 16: Biological Evaluation of Medical Device Post-Market
Surveillance

Module 16 of the ISO 10993-10:2021 Biological Evaluation of Medical Devices course covers the post-
market surveillance of medical devices. It provides an overview of the requirements for post-market
surveillance, including the need for risk management, the importance of monitoring and reporting, and the
need for corrective and preventive action. It also covers the requirements for biological evaluation of
medical devices post-market surveillance, including the need for biological safety testing and the
evaluation of potential biological risks.

Lessons

+ Overview of ISO 10993-10:2021

+ Risk Assessment and Risk Management

- Post-Market Surveillance Requirements

- Biological Evaluation of Medical Devices

- Biological Evaluation of Medical Devices in Clinical Settings
- Biological Evaluation of Medical Devices in Non-Clinical Settings
- Biological Evaluation of Medical Devices in Manufacturing

- Biological Evaluation of Medical Devices in Packaging

- Biological Evaluation of Medical Devices in Transportation

- Biological Evaluation of Medical Devices in Storage

- Biological Evaluation of Medical Devices in Disposal

- Biological Evaluation of Medical Devices in Reprocessing

- Biological Evaluation of Medical Devices in Maintenance



- Biological Evaluation of Medical Devices in Labeling

- Biological Evaluation of Medical Devices in Quality Control

- Biological Evaluation of Medical Devices in Regulatory Compliance

- Biological Evaluation of Medical Devices in Post-Market Surveillance
- Biological Evaluation of Medical Devices in Risk Management

- Biological Evaluation of Medical Devices in Risk Communication

- Biological Evaluation of Medical Devices in Risk Mitigation

After completing this module, students will be able to:

- Understand the requirements of ISO 10993-10:2021 for post-market surveillance of medical
devices.

- Develop and implement a post-market surveillance plan for a medical device.

- Analyze and interpret post-market surveillance data to identify potential safety and performance
issues.

- Develop strategies to mitigate risks associated with post-market surveillance of medical devices.

Module 17: Biological Evaluation of Medical Device Regulatory
Requirements

Module 17 of the ISO 10993-10:2021 Biological Evaluation of Medical Devices course provides an
overview of the regulatory requirements for the biological evaluation of medical devices. It covers topics
such as the scope of the regulations, the requirements for biological safety testing, and the requirements
for labeling and packaging. It also provides an overview of the risk management process and the
requirements for post-market surveillance.

Lessons

- Overview of ISO 10993-10:2021

- Biological Evaluation Planning

- Biological Risk Assessment

- Selection of Test Methods

- Biological Evaluation of Extractables and Leachables
- Biological Evaluation of Materials

- Biological Evaluation of Devices

- Biological Evaluation of Combination Products

Biological Evaluation of Sterilization Processes
- Biological Evaluation of Reprocessed Devices
- Biological Evaluation of Software

Biological Evaluation of Labeling
- Biological Evaluation of Packaging
- Biological Evaluation of Clinical Performance

Biological Evaluation of Post-Market Surveillance
- Biological Evaluation of Quality Management System
- Biological Evaluation of Regulatory Requirements

After completing this module, students will be able to:



- Understand the regulatory requirements for biological evaluation of medical devices.

- Identify the potential biological risks associated with medical devices.

- Develop a biological evaluation plan for medical devices.

- Evaluate the biological safety of medical devices in accordance with ISO 10993-10:2021.

Module 18: Biological Evaluation of Medical Device Quality
Management System

Module 18: Biological Evaluation of Medical Device Quality Management Systemmodule for ISO 10993-
10:2021 Biological evaluation of medical devices course provides an overview of the requirements for a
quality management system for medical devices, as well as the biological evaluation requirements for
medical devices as outlined in ISO 10993-10:2021. This module covers topics such as risk management,
design control, process control, and validation. It also provides an overview of the biological evaluation
process, including the selection of appropriate test methods and the interpretation of results.

Lessons

- Introduction to 1ISO 10993-10:2021

- Overview of Biological Evaluation Requirements

- Risk Assessment and Hazard Identification

- Biological Evaluation Planning

- Selection of Test Methods

- Biological Evaluation Testing

- Interpretation of Test Results

- Biological Evaluation Report

+ Quality Management System Requirements

- Regulatory Requirements for Biological Evaluation
- Case Studies in Biological Evaluation

- Troubleshooting Biological Evaluation Issues

- Best Practices for Biological Evaluation

- Challenges and Opportunities in Biological Evaluation
- Emerging Technologies in Biological Evaluation

- Ethical Considerations in Biological Evaluation

- Future Directions in Biological Evaluation

« Summary and Conclusion

After completing this module, students will be able to:

- Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical devices.

- Develop a Quality Management System (QMS) to ensure compliance with the requirements of ISO
10993-10:2021.

- ldentify potential biological risks associated with medical devices and develop strategies to mitigate
them.

- Develop a plan for monitoring and evaluating the performance of the QMS to ensure compliance
with ISO 10993-10:2021.

Module 19: Biological Evaluation of Medical Device Risk



Management

Module 19: Biological Evaluation of Medical Device Risk Management is a course designed to provide an
overview of the ISO 10993-10:2021 standard for biological evaluation of medical devices. It covers topics
such as risk management, biological safety, and biocompatibility testing. The course also provides an
introduction to the principles of risk management and the application of risk management to medical
device design and development.

Lessons

« Introduction to 1SO 10993-10:2021

- Overview of Biological Evaluation of Medical Device Risk Management

- Biological Evaluation of Medical Device Risk Management Process

- Biological Evaluation of Medical Device Risk Management Strategies

- Biological Evaluation of Medical Device Risk Management Tools

- Biological Evaluation of Medical Device Risk Management Documentation
- Biological Evaluation of Medical Device Risk Management Regulations

- Biological Evaluation of Medical Device Risk Management Standards

- Biological Evaluation of Medical Device Risk Management Techniques

- Biological Evaluation of Medical Device Risk Management Best Practices
- Biological Evaluation of Medical Device Risk Management Challenges

- Biological Evaluation of Medical Device Risk Management Case Studies

- Biological Evaluation of Medical Device Risk Management Auditing

- Biological Evaluation of Medical Device Risk Management Reporting

- Biological Evaluation of Medical Device Risk Management Training

- Biological Evaluation of Medical Device Risk Management Software

- Biological Evaluation of Medical Device Risk Management Implementation
- Biological Evaluation of Medical Device Risk Management Communication
- Biological Evaluation of Medical Device Risk Management Monitoring

- Biological Evaluation of Medical Device Risk Management Troubleshooting

After completing this module, students will be able to:

- Understand the principles of biological evaluation of medical devices and the requirements of ISO
10993-10:2021.

- ldentify the potential biological risks associated with medical devices and develop strategies to
mitigate them.

- Develop a biological evaluation plan for a medical device, including the selection of appropriate
tests and evaluation criteria.

- Interpret the results of biological evaluation tests and assess the safety of a medical device.

Module 20: Biological Evaluation of Medical Device Documentation

This Module 20: Biological Evaluation of Medical Device Documentation module for ISO 10993-10:2021
Biological evaluation of medical devices course provides an overview of the requirements for medical
device documentation related to biological evaluation. It covers topics such as the purpose of biological
evaluation, the types of documentation required, and the evaluation process. It also provides guidance on
how to interpret the results of the evaluation and how to document the findings.



Lessons

- Overview of ISO 10993-10:2021

- Biological Risk Assessment

- Biological Evaluation Plans

- Biological Evaluation Strategies

- Biological Evaluation Testing

- Biological Evaluation Reports

- Biological Evaluation of Medical Device Documentation

- Biological Evaluation of Medical Device Packaging

- Biological Evaluation of Medical Device Labeling

- Biological Evaluation of Medical Device Software

- Biological Evaluation of Medical Device Accessories

- Biological Evaluation of Medical Device Combinations

- Biological Evaluation of Medical Device Interactions

- Biological Evaluation of Medical Device Cleaning and Sterilization
- Biological Evaluation of Medical Device Reprocessing

- Biological Evaluation of Medical Device Shelf Life

- Biological Evaluation of Medical Device Storage Conditions

- Biological Evaluation of Medical Device Transportation Conditions
- Biological Evaluation of Medical Device Maintenance

- Biological Evaluation of Medical Device Disposal

After completing this module, students will be able to:

+ Understand the requirements of ISO 10993-10:2021 for biological evaluation of medical devices.
- Identify the appropriate biological tests for a given medical device.

- Interpret the results of biological tests and evaluate the safety of a medical device.

- Develop a biological evaluation plan for a medical device.
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