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Quality Aspects for Medical Devices, Quality System and
Certification Process

Fabio Geremia (CTP Tecnologie di Processo SpA, Milan, Italy)

1. Introduction

Medical devices are nowadays every time more and more important in the healthcare industry and
the related processes for worldwide regulation and certification are a topic of great interest and
actuality.

As represented in Picture 1 here below, Medical Devices world includes an incredibly
wide range of products, this leads to the complexity of the regulatory and certification process and
to the fact that all possible categories of products and stakeholders in the healthcare industry must
be taken into consideration.

Picture 1

With regards to the importance of Medical Devices field in healthcare industry, a recent article
(CountryFocus: Healthcare, Regulatory and Reimbursement Landscape - Italy) estimates that the
pharmaceutical market in Italy in the next five years could decrease from 22 billions to 18 billions
of USD (3.3% negative trend), while the medical device market in Italy could grow from 13.2
billions to 16.2 billions of USD (4.2% positive trend).
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