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Abstract

Thailand has not yet classified medical device on the risk base as harmonized to
ASEAN Agreement on Medical Device Directive (AMDD).Therefore, the government has high
responsibilities to control the medical devices at the present time. Moreover, the trade
barriers for the low risk medical device companies and the accessing of the consumers
on such devices are also found as the problems. This study was performed to set the low
risk medical device list (excluding in- vitro diagnostic devices, sterile medical devices,
and measuring function devices) by reviewing the information from the AMDD rules, HSA
regulation, European Medical Devices Directive and the USFDA regulation and to survey
the attitudes about such list and the pre-marketing as well as the post-marketing control
of the low risk devices among the health professionals, the entrepreneurs and the related
agencies. This qualitative study was conducted by the in-depth interview, focus group and
brain storming meeting. The results was found that each party agreed to the proposed
low risk medical device list. They proposed the pre-marketing control of such devices by
electronic submission and the post-marketing control by indicating the responsibilities
of the manufacturers or importers such as the adverse event monitoring, complaints’ handling
and safety corrective action. They also suggested the government to have the exact product
sampling plan, the stringent control of device labeling, advertisement and the determination

of the penalty by device risk base.

Keywords : Post-marketing control, Pre-marketing control, Low Risk Medical

Device List
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