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Sterility Surveillance of Artificial Tears in Taiwan

YI-PIN CHEN, HUEY-JEN DUH, WEI-HAO CHANG, KUAN-SUNG HUANG,
SHU-CHING WENG, LI-LING HUANG, JIA-CHUAN HSU, MEI-CHIH LIN,
SU-HSIANG TSENG, AND DER-YUAN WANG

Division of Research & Analysis, TFDA, MOHW

ABSTRACT

Artificial tears are used to provide moisture and relieve symptoms of eye dryness. Using artificial
tears contaminated with bacteria increases risk of severe infections that could lead to blindness and even
death. In 2023, the U.S. Centers for Disease Control and Prevention (CDC) issued an outbreak notice
regarding a cluster infection related to contaminated artificial tears. In order to ensure the medication
safety, this study aimed to investigate the sterility of artificial tears. Twenty-seven randomly selected
samples were collected by local health authorities from factories and distributors in 2023. The sterility test
was conducted according to the membrane filtration method as described in the ninth edition of Taiwan
Pharmacopeia. The results showed that all of the samples were qualified for the sterility test and this

meets the criteria for public health and medication safety.

Key words: artificial tears, sterility



