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MEDICAL DEVICES  4.0 

Course location: Bergamo 

Educational institution: ITS  

2000 hours (including 836 internships, reorientation of skills 160 hours) 

Description of a specialty:  

The Senior Specialist for the production of biomedical devices – Industry 4.0 

Profile: 

A Senior Specialist for the production of biomedical devices – Industry 4.0 operates in the design, 

development and manufacturing of medical devices such as devices and kits for diagnosis, therapy and 

rehabilitation; she/he provides skills in the stages related to the planning and organization of production 

processes, and is engaged in checking the correct functioning of the final product that will be offered to the 

market; cares about the proper functioning of medical devices and their effective use throughout their life 

process, even after-sales services support. 

She/he carries out tests and technical assistance interventions also with innovative 4.0 methodologies. 

The Senior Specialist for the production of biomedical devices can contribute to the application of regulatory 

standards as well as in terms of ensuring the quality and safety of devices. 
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Senior Specialist in MEDICAL DEVICES 4.0 
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 Name of a Discipline  Hours 

TECHINAL ENGLISH 32 

PHYSICS 32 

BIOLOGY AND BIOCHEMISTRY 32 

ELECTRONICS 32 

MECHANICS 32 

 Total realignment hours 160 
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Name of a Discipline Hours 

ETHICS AND SOFT SKILLS DEVELOPMENT   

BUSINESS COMUNICATION SKILLS & WIN-WIN NEGOTIATION 30 

TEAM BUILDING AND LEADERSHIP  16 

CREATIVITY AND DESIGN THINKING 24 

  

BUSINESS AND HEALTH ORGANIZATION  

BUSINESS ORGANIZATION AND HEALTH SYSTEM 24 

MARKETING AND SALES IN THE BIOMEDICAL SECTOR 30 

WORKPLACE SAFETY AND QUALITY SYSTEM 24 

PROJECT MANAGEMENT 20 

  

PRODUCTS AND PROCESSES, MATERIALS, PROCESSING TECHNIQUES  

DESIGN FOR MANUFACTURING AND ASSEMBLY COST ESTIMATE METHODS 24 

GENERAL CHEMISTRY 30 

MATERIALS SCIENCE AND INSTRUMENTAL ANALYSIS 30 

BIOMEDICAL PROCESSES AND PRODUCTS  46 

TECHNOLOGIES FOR THE TRANSFORMATION AND PROCESSING OF PLASTICS  24 

STATISTICAL SAMPLING AND FUNDAMENTALS ON TESTING APPLIED TO PRODUCTION PROCESSES 24 

STERILIZATION AND CONTROLS 24 

PROCESS EVALUATION TECHNIQUES AND  FAILURE MODE AND EFFECT ANALYSIS 24 

PRODUCTION MANAGEMENT AND LEAN PRODUCTION  24 

  

MEDICAL DEVICE MANUFACTURING TECHNOLOGIES  

ELECTRONICS AND MECHANICS APPLIED TO MEDICAL DEVICES 32 

MECHANICAL AND ELECTRONIC MEASUREMENT, MEASURING INSTRUMENTS AND SENSORS, INTERNET OF THINGS 32 

3D PRINTING LABORATORY 32 

DRAWING WITH 2D/3D CAD SYSTEMS 32 

READING AND INTERPRETATION OF TECHNICAL DRAWING AND MEASURING INSTRUMENTS 32 

  

QUALITY AND REGULATORY SYSTEMS: SYSTEM AND PRODUCT CERTIFICATIONS    

CE MARKING AND REGULATORY 24 

QUALITY MANAGEMENT SYSTEM AND MAIN SECTOR-SPECIFIC REGULATIONS 26 

NEW MEDICAL DEVICES REGULATION 24 

PLANT SAFETY  12 

  

ICT, ROBOTICS AND AUTOMATION  

ELECTRONIC CALCULATORS AND PROGRAMMING LANGUAGES 40 

NETWORK ARCHITECTURES AND CLOUD COMPUTING 32 

BIG DATA AND CYBERSECURITY 32 

INTERCONNECTION OF MACHINES IN THE VARIOUS PRODUCTION PHASES 32 

INDUSTRIAL ROBOTICS AND ROBOT PROGRAMMING LABORATORY 32 

  

BIOMEDICAL TECHNOLOGIES AND CLINICAL APPLICATIONS  

PRINCIPLES OF FUNCTIONAL ANATOMY, PHYSIOLOGY, PATHOLOGY AND APPLICATION OF MEDICAL DEVICES 70 

DIAGNOSTIC IMAGING 48 

ELECTROPHYSIOLOGY 30 

LAB ANALYSIS 28 

TELEMEDICINE SYSTEMS 24 

REHABILITATION AND THERAPY 24 

MAINTENANCE TROUBLESHOOTING IN THE HOSPITAL ENVIRONMENT 48 

INSTRUMENTATION AND METHODOLOGY OF EXPERIMENTAL RESEARCH IN THE BIOMEDICAL FIELDAND 26 

COMPUTER SYSTEMS IN THE HOSPITAL ENVIRONMENT 24 

Total 1.164 

 TRAINING 836 

 Total hours 2.000 


