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LEADING CHANGE

RISK MANAGEMENT ACCORDING
TO ISO 20387:2018 TRAINING

The ISO 20387 Risk Management Training course is designed to equip
participants with the knowledge and skills necessary to implement effective
risk management practices in the field of biobanking. ISO 20387 specifies
requirements for biobanks to ensure the quality, integrity, and traceability of
biological materials for research and development. A robust risk management
framework is essential for meeting these requirements and maintaining the
highest standards in biobanking operations.

By the end of this training, participants will be well-prepared to integrate robust
risk management practices into their biobanking operations, ensuring compliance
with ISO 20387 standards and the highest standards in biological material
management for research and development.

THE COURSE WILL RUN OVER A PERIOD OF 1 DAY

santie@michemdynamics.co.za

angeline@michemdynamics.co.za

WHO SHOULD ATTEND THIS COURSE:

¢ Technical / Quality managers
* Supervisors
* Quality assurance professionals in healthcare and biobanking

MINIMUM ENTRY REQUIREMENTS:

* Fluency in English writing and reading skills

TUITION:

* Training material included (English)

¢ Certificate of attendance or competence (based on outcome of assessment) will be issued
on successful completion of training.

LEARNING OUTCOMES:

¢ Understand and implement the requirements as set out in ISO 20387:2018 Clause 8.5.
¢ Develop and implement a documented risk management process.

* Conduct an effective risk assessment on your quality management system, processes
and activities.

COURSE OVERVIEW:

* Introduction to risk-based thinking
* Principles of risk management

* Risk management process
Identification of risk

Risk assessment: Likelihood and consequence assessment methodology
Risk mitigation and control measures

Monitoring and review of risk

Documentation and recording of risk and opportunities
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