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Post-Market Surveillance of Rotavirus Vaccine
in Taiwan

HUI-CHIA CHAN, HUEY-JEN DUH, YAO-CHENG LIN, TING-NI WU,
KUANG-CHUNG CHU, DER-YUAN WANG, YANG-CHIH SHIH,
YI-CHEN YANG AND HWEI-FANG CHENG

Division of Research and Analysis, FDA

ABSTRACT

Vaccines are sensitive to environmental temperature. Potency can be adversely affected if vaccines
are left out too long or exposed to various temperature excursions (out-of-range temperature) that
could have a cumulative negative effect. In order to survey the quality of marketed Rotavirus Vaccine
in Taiwan, a total of 26 samples were collected by the local health authorities from hospitals, clinics
and manufacturers in various counties from January to August, 2013. Samples were analyzed by test
methods specified by manufacturers. The results showed that the potency of all samples met the approved
specification.

Key words: rotavirus vaccine, cold chain



