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Post-Market Surveillance of Invasive Medical
Devices: Sterile Suction Catheter, Tracheostomy Set
and Catgut Suture

YU-JU LIN, MEI-LING YEH, SHU-CHING WENG, WEI-HAO CHANG,
KUAN-SUNG HUANG, YU-CHI HOU, JIA-CHUAN HSU,
YI-CHEN YANG, YA-MIN KAO AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

Post Market surveillance is necessary to maximize safety and to prevent the risk of secondary
infection from improperly sterilized medical devices. In this study, we monitored three medical devices,
categorized as invasive: the suction catheter sets, tracheostomy tubes, and catgut sutures, in order to
ensure the standard of sterility. All three invasive medical devices are frequently used by physicians in
hospitals. Catgut sutures are not only used during operations, but also duing point embedding therapy in
aesthetic medicine. Local health authorities randomly collected 48 suction catheter sets, 35 tracheostomy
tubes, and 69 catgut sutures from hospitals, pharmacies, factories, and agents in Taiwan from January to
June of 2014. Sterility tests were conducted in accordance to the procedures of the direct transfer method,
as described in the seventh edition of the Chinese Pharmacopoeia. The results showed that 3 suction
catheter set samples (6.25%) were bacteria contaminated. Among the 3 failed samples, two were made
in China, and one was made in Taiwan. After analyzing all of the samples with the sterility test, and 86
samples (32 suction catheter sets, 25 tracheostomy tubes and 29 catgut sutures) failed to meet the labeling
requirement of the Pharmaceutical Affairs Law. The results of this report have been sent to local health
authorities, and the suppliers and manufactures who provided invalid medical devices were penalized.
This repot reflects the current status of post market surveillance and vigilance of medical devices and
other related products, while providing future strategies to reduce the rate of disqualifying sterile medical

devices.

Key words: suction catheter, tracheostomy tube, catgut suture, sterility test





