BSI Akademie
New Medical Devices Training courses in

Switzerland in Zurich
* |SO 13485:2016 Lead Auditor

This course teaches the principles and practices of effective quality management system

[18.06.2018115.10.2018 | in German and English |

* MDD to MDR Transition - Zurich and Basel
Learn all about the new requirements and changes
105.03.2018111.06.2018 | in German and English |
| Also in Basel | 04. 06.2018 | 04.06 - 05.06.2018 |

*1SO 13485:2016 Transition and Auditor Refresher
Get to know the latest requirements of the standard since ISO 13485: 2003 and EN 13485: 2012

119.03.2018127.11.2018 | in German |

* Suppliers Auditor 13485:2016 Training Course

By training as a supplier auditor you will learn principles and dealing with
auditing based on the international standard ISO 19011
123.03.2018124.08.2018 | in English |

* MDSAP Fundamentals and Readiness Training
This course will prepare you to host a MDSAP audit and allow you to determine if your own internal QMS

processes are consistent with the requirements of the MDSAP audit mode for the jurisdictions

where your products are marketed
126.03.2018109.07.2018 | in English |

® VDD to IVDR Transition

In this course you will learn all about the changes and requirements of IVDD to IVDR

[23.04.2018 | in English |

*|SO 13485 Introduction

This one day course has been designed to provide an insight in to the use of ISO 13485
107.05.2018116.07.2018 1 26.11.2018 | in German and English |
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Medical Devices — Training courses

We want to offer you the best possible learning experience. With BSI you can learn in a pleasant learning environment

internalize practical knowledge and skills.

Is this the right course for you?

*1SO 13485 Implementing
This seminar course has been designed to provide participants with the knowledge
and process steps to enable them to effectively implement a quality management system
108.05.2018118.07.2018 1 28.11.2018 | in German and English |

* |SO 13485 Internal Auditor
This course is intended for medical device quality professionals aiming to build
on their current knowledge of ISO 13485 and evaluate the effectiveness of
the quality management system in their organization
[10.05.2018120.07.2018 130.11.2018 | in German and English |

* Technical Documentation
This course is designed to support manufactures by confirming current
regulatory requirements of technical documentation
[14.05.2018 | in English |

* Post Market Surveillance
This course is designed to help you identify the requirements of

the European medical device directives, standards and guidance documents
[15.05.2018 | in English |

* Clinical Evaluation
Learn all about the evidence of clinical safety and performance of your product
accordance with the requirements of the European MDD and the AMIDD
[16.05.2018 | in English |

* |SO 14971 Risk Management
Gain an understanding of the impact that ISO 14971:2012 has on
the decision making process when manufacturing medical devices
[17.05.2018 | in English |

* Medizinprodukteberater
In this seminar, we convey the essential requirements, which are made to

medical device consultants and the requirements for establishment of an observation and reporting system
122.08.2018 | in German |

Please give us a call or contact us per e-mail !

¢ Oliver Schaer
SI Phone: +49 (0) 69 2222 89 265
o Email: Oliver.Schaer@bsigroup.com



