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Surveillance on the Sterile Quality of Sterile Gloves
in Taiwan, 2019
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ABSTRACT

Sterile gloves are used in medical institutions to perform surgical operations, wound treatment and
other procedures to quarantine microorganisms from the hands of medical staff to prevent patient wound
contamination. If the gloves are not completely sterilized and contaminated by microbes, it may cause
wound infection, inflammation and other symptoms. Therefore, it is necessary to monitor the sterility
of the gloves. This project targeted at the medical gloves with outer package labeled with “sterile “or
“sterilized”. From the drug, medical device and cosmetics license inquiry system, we obtained a list of
commercial sterile gloves currently in Taiwan and provided it to the local health bureaus as the sampling
candidates. The sampling was conducted in three stages by the local government health bureaus. In the
first and second stage, the local health authorities randomly took samples in hospitals, pharmacies or
medical device shops in the area under their jurisdiction. In the third stage, the local health authorities
directly obtained samples from gloves manufacturers and importers. Sterility tests were conducted by
using the direct method described in the eighth edition of the Chinese Pharmacopoeia. We had tested 66
samples, of which 1 sample was contaminated with gram positive bacteria (Kocuria rhizophila) (non-
compliance rate of 1.5%). The other 65 samples complied with the sterility requirements. In addition, we
found 8 samples (including 7 licenses) presented label errors, such as Chinese/English product names,
manufacturers’ names and addresses not in compliance with the information of registered license. These
findings has been forwarded to the local health authorities as references while the corrective actions of the

product suppliers and manufacturers were requested.

Key words: sterile gloves, sterility survey



