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Sterility Surveillance of Peritoneal Dialysis Catheters
and Hemodialysis Catheters in Taiwan

YU-CHI HOU, SHU-CHING WENG, WEI-HAO CHANG, JIA-CHUAN HSU,
YI-CHEN YANG, YA-MIN KAO AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

Peritoneal dialysis catheters and hemodialysis catheters are sterile medical devices used in patients
with renal failure. As the catheters are in direct contact with the patients’ blood or body fluids, poor
sterilization or improper storage can cause infection. Post-market surveillance of the sterility of such
devices is required to ensure safety and reduce the risk of infection. In this study, we inspected the
sterility of peritoneal dialysis catheters and hemodialysis catheters in the market. From January to June
2015, 28 samples (17 peritoneal dialysis catheters and 11 hemodialysis catheters) were collected by the
local health authorities from hospitals, pharmacies, factories, and agents in Taiwan. Sterility tests were
conducted using the direct transfer method or the membrane filtration method as described in the seventh
edition of the Chinese Pharmacopoeia. The results showed that all the samples complied with the sterility
regulations. However, 9 samples (6 peritoneal dialysis catheters and 3 hemodialysis catheters) had
labeling mistakes, such as the product names, manufacturers’ names and addresses, were different from
those stated in the licenses, the manufacturers were made to recall the affected products and make the

relevant corrections.

Key words: peritoneal dialysis catheters, hemodialysis catheters, sterility test





