USE-ME-D: professional training course
USER PROFILE
Speaking about usability in the use of medical devices, we talk about the human-machine interaction, or human-software interaction, and consequently we talk about a device’s human interface. Human and machine are the real actors in the human factor engineering (HR engineering), so it is essential to understand their characteristics and focus the attention of the entire engineering process on these two protagonists. 
The machine, although it may be complex, has a technical description provided and supplied by the manufacturer, and therefore available. The humans, instead, for their peculiarity, can have extremely different characteristics, from the physical point of view (height, physical size, strength, stamina, dexterity, coordination), sensorial point of view (visive, auditory, tactile sensitivity, which are abilities often attributable to age) and cognitive point of view (language skills, known terminology and level of education, memory, emotional state) in addition to their state of health, willingness, motivation and ability to learn and adapt to a new medical device. The human referred to can be both the person who receives the clinical benefit from the use of the medical device, i.e. the patient, and the person who interacts, handling and operating, with the medical device. in this last case we talk about user. the user could be the patient, a cleaner, a member of the maintenance service or a person creating the clinical benefit, i.e. a clinician, a nurse etc.
In the usability study of medical devices, therefore, the first thing to do in the HF engineering process is to define, understand, analyze and describe the characteristics of the primary user of the medical device, that is, the user for whom the intended use of the device is though, defining in that way the user profile. a user profile ( as defined in IEC 62366-1:2015, 3.29 ) typically describes and summarizes the characteristics of a single distinct user group, definable if users share characteristics (mental, cultural, physical and demographic traits in addiction to expertise and type of interaction with the particular medical device) likely to influence usability.
User profiles provide designers with information that they can use to shape a medical device’s user interface such that it facilitates effective medical device use for the people who are intended to use it. indeed, user profiles helps in evaluating the general knowledge of the user on the particular medical device and on similar types of medical device, in evaluating his / her learning ability, his / her learning style and his / her whole personality and way of operating in order to design a device safe by design. 
The term safe by design therefore indicates the fact that for different users, the human-machine interface and sometimes the shape of the same medical device, could be different and “custom made”, meaning that the design of the medical device is though and developed on the user profile and needs, since there are different information and ergonomic needs of the particular user on the particular medical device. For example, specifying that some users are adults or neonatal suggests a shape of the medical device more intuitive and “funny” for neonatal users, without altering the intended use of the device.

[bookmark: _GoBack]Therefore, manufacturers should learn as much as practical about a medical device’s prospective users as an optimal user interface is one that meets users’ needs and usability engineering-related user research is essential to develop safe, usable, and satisfying medical devices.
