
MEDICAL DEVICE REGULATION AND DEVELOPMENT 

Description of the course 

The course will provide the notions needed to understand the basics of regulation and development of 

Medical Devices. The student will be introduced to the regulatory framework governing the Medical Devices, 

their classification, the difference from other healthcare products, the Competent Authorities, and the EU 

certification process. The student will become familiar with the main steps of developing a Medical Device 

and the most important evaluations to be conducted: Biological Evaluation, Risk Analysis, and Clinical 

Evaluation. The course will devote specific attention to Clinical Investigations that have specific 

characteristics making them different from the clinical studies of medicines. Finally, the students will be 

introduced to the knowledge of the professional roles in the companies working in the field of Medical 

Devices. 

Lessons 

The course is based on eight lessons of two hours. The lessons are held in presence. Even if the attendance 

is not mandatory, the complexity of the matter makes very unlikely to succeed at the exams without the 

regular attendance.  

Pre-requisites 

Linguistic: good command of English 

Background: general scientific knowledge in life sciences (cells, tissues, organs, concept of disease), basic 

knowledge about clinical studies, basic knowledge of the Italian and European Institutions. 

Exams 

The exam consists in an interview on the themes treated during  

Outcome 

The student will be able to understand the context of Medical Device world and the activities conducted 

in a company working on Medical Devices.  


