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The world of medical devices (MDs) is continuously changing, due to the technological
developments in many different fields that are being leveraged upon by the designers and
manufacturers of MDs.

The recent emergence of nanotechnology allows to address medical problems at the
molecular scale, i.e., where the cellular processing actually takes place. For instance,
nanocarriers can be developed which allow a targeted delivery of drugs, by means of
chemical/physical properties, thereby attaining a selectivity of treatment that is
unprecedented in medical history.

The research in the field of medical devices is then currently oriented towards
exploiting the possibilities of nanotechnology. Besides the R&D stage and the realization of
protoypes of innovative MDs, there are regulatory issues that must not be overlooked: in
the last 20 years, the focus of the medical devices’ regulatory sector in EU has been to
assure satisfactory degrees of safety and performance relative to the given MD. A big issue
that will occur with increasing frequency in the future will be how to assure that the
essential requisites of the MD directives will be satisfied also by the new MDs, containing
nanoparticles, nanosurfaces, ... , whose behaviour may be only poorly characterized at the
chemical/physical/biological level. New challenges for the certification of innovative MDs
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will be given by the necessity of technological improvements in the assessment of material
properties at the nanoscale, together with advancements in the assessment of toxicology
and biocompatibility of nanomaterials.



