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The Current Status and Future Prospect for the
Post-Marketing Pharmaceutical Products Quality
Surveillance and Recalling

PO-WEN YANG, KE-HSIN CHEN, HSUEH-YUNG TAI AND LI-LING LIU

Division of Medicinal Products, FDA

ABSTRACT

Post-marketing pharmaceutical products quality surveillance and recalling is designed for the
assurance of the drug safety and quality control for the general public. For example, passive surveillance
system includes drug defects reporting system and manufacturer obligatory reporting system; active
surveillance system comprises quality surveillance, alert monitoring and manufacture site inspection by
government. These systems can effectively provide unusual signal detection which will allow government
to promptly perform an inspection and take any needed actions. The drug recalling regulations were
improved in 2012, and currently are in compliance with the PIC/S regulations. This research involves
discussion related to the recalled pharmaceutical products from quality surveillance system back in 2013.
In total of 72 recalled cases, 38 cases are from passive surveillance system and 34 cases are from active
surveillance. These data highlight the importance of reporting system, while the passive surveillance
is equivalent to the active surveillance. In those recalling cases of passive surveillance, 9 cases of the
oral medication are deterioration, 6 cases of the oral medication and 5 cases of the steroid-contained
topical medication are not compliance with the specification. In the near future, the integration of passive
surveillance system and active surveillance system will be reinforced and the drug recalling regulations

will be improved progressively.

Key words: drug recall ~ post-marketing pharmaceutical products quality surveillance



