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The course aims: expanding knowledge of students to comprehensive overview
of obtainment and characterization of modern medical devices (I, Il, Il class)
especially with a therapeutic, diagnostic, and monitoring purposes. Course
modules will cover the fundamental scientific and legal basis principles
associated with designing, obtaining, and evaluating novel medical devices,
especially dedicated to direct contact with human body. The course will also
provide the students with necessary background for understanding standard
characterization techniques used during biological evaluation of medical devices
as well as risk management.

Lectures content: Definition of medical devices, classification of medical devices (1, II,
Il class, associated risks/ Characterization of various medical devices types/ Modern
methods of novel biomaterials design, synthesis and modification (polymeric, metallic,
composite)/Standard methods for characterization of materials and medical devices
which are expected to have direct or indirect contact with a patient (non-active, active,
non-implantable, implantable)/Modern methods of diagnostic and monitoring medical
devices design, production and evaluation.

Literature: [1] Official Journal of the European Union, Regulation (EU) 2017/745 of the European Parliament
[2] Recent advances in regenerative biomaterials, Dinglingge Cao, Jiandong Ding, Regenerative Biomaterials, 9,

2022

[3] ISO 10993- Biological evaluation of medical devices
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