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Abstract

Comparative analysis for vigilance system of medical devices

Papawarin Praepipatmongkol ,Phornchanok Kupsatheanwong
Project advisor : Farsai Chanjaruporn, Cha-oncin Sooksriwong, Sineenart Krichanchai
*Department of Pharmacy, Faculty of Pharmacy, Mahidol University

Keyword : Medical devices, Vigilance, Adverse event report

Nowadays, medical devices have involved both in the medical profession and
daily life. Easier access, illegal sale and over-claim advertisement could result in safety
problems. Therefore, appropriate regulatory approach and vigilance system is crucial.
This study aims to explore and compare the vigilance system for medical devices in
the United State of America, European Union member countries, Canada, Australia,
Japan and Thailand in order to suggest suitable improvement for Thailand’s system.
The results revealed that the vigilance system, as a whole, in each country was similar.
Differences were found in detailed operations. The most explicit roles of consumers
were found in the USA’s regulation. The highest number of adverse event reports for
medical devices was found in Japan. These adverse event reports could be very
beneficial in developing more appropriate vigilance measures in accordance with the
current situations.  Hence, applying the USA’s and Japan’s system as well as
emphasizing more on increasing consumers’ role and collecting adverse event statistics
could be an appropriate mean to improve Thailand’s vigilance system. This would lead

to safer use of medical devices at last.



