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Sterility Survey of Surgical Gloves and Sterilized Gauze
and Cotton that were Previously Reported to be defective
in Taiwan

MEI-LING YEH, YI-HSUN LIN, YU-CHI HSIEH, CHENG-YEU KUO,
YI-CHEN YANG, DER-YUAN WANG AND YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

Two kinds of medical devices were covered in this study,namely sterilized gauze , cotton and dressing and
surgical gloves . 19 samples (9 gauzes, 7 cottons, 3 surgical dressings) which have been reported previously
as defective products, were collected by the local authority from factories and agents. 75 surgical gloves were
randomly sampled from hospitals, pharmacies and drugstores in Taiwan. The sterility test was conducted
Edition. The results showed
that 1 gauze sample (11.1%) and 1 cotton sample (14.3%) failed to meet the requirement of the sterility test, and1

according to the direct transfer method as described in the Chinese pharmacopeia 7"

gauze sample (11.1%) and 1 cotton sample (57.0%) failed to meet the requirement of the appearance test. All the
dressing samples met the requirements . The percentage of non-compliance was 10.5%. 4 samples of surgical
gloves (5.3%) failed to meet the requirement of the sterility test. 1 sample failed to meet the requirement of the
appearance test (1.3%). The percentage of non-compliance was 6.7%. This report not only provides an insight
to the current status of the relevant products to the medical institutions and health authorities, but also strongly
suggests the manufacturers to strengthen the quality control of their products to protect public health.

Key words: gauze, cotton, surgical glove, sterility test



