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B 10 16 84.4 585.7 10.9
C 10 18 86.2 540.0 9.8
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Investigation of the Safety and Efficacy of Foley
Catheter in Taiwan

CHUN-JEN CHIEN, WEN-YI CHAO, SHOU-CHIEH HUANG,
SU-HSIANG TSENG, DER-YUAN WANG AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

In order to assure the quality of the Foley catheter in Taiwan market, a survey focused on the
strength, connector security, balloon security, flow rate, and kink stability was conducted in 2017. There
were 6 silicon balloon retention type Foley catheters collected from authorized medical device dealers.
The strength, connector security and balloon security tests were carried out in accordance with EN 1616.
The flow rate and kink stability tests were conducted in accordance to ASTM F623. The results showed
that all samples met the strength, connector security, and balloon security test requirements, as well
for their flow rate fulfilled the regulatory requirement (above 100 cm’/min). The kink stability tested
was between 9.7 - 11.1%. These results will be forwarded to the competent authorities as regulatory

references.

Key words: foley catheter, strength, connector security, balloon security, flow rate, kink stability



