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Sterility Testing of Urinary Catheters in Taiwan :
A Survey Report

MEI-LING YEH, YU-JU LIN, SHU-CHING WENG, WEI-HAO CHANG,
YI-CHEN YANG, DER-YUAN WANG, HWEI-FANG CHENG
AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

Sterile catheters are commonly used during surgery and for long-term bedridden patients. However,
if catheters are not sterilized completely, they may cause infection. From January to June in 2013. 80
random samples were collected by the local health authorities from hospitals, pharmacies, factories and
agents in Taiwan. The sterility test was conducted in accordance to the direct transfer method as described
in the Chinese Pharmacopoeia VII. The results showed that 13 samples (16.25%) were disqualified and
bacteria and/or fungi were isolated. Among the 13 samples , 21.7%, 14.3% and 14.0% were made in
Taiwan, China and other countries, respectively. The disqualified rate of the samples collected from 22
medical centers was 13%.The result of this report has been sent to local health authorities to enforce
the penalties to the suppliers who provided substandard samples. Based on risk management principles,
random GMP inspection will also be implemented with domestic manufactures. Moreover, the TFDA
has also introduced a program to strengthen the capacity of manufacturers to properly sterilize medical
devices in the year of 2013.This report not only provides the current status of the relevant products to the
medical institutions and health authorities, but also the strategies to reduce the rate of disqualification of
sterile medical devices.

Key words: urinary catheter, sterility test



