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Reflections on the Medication Safety for Progesterone Injection Events
WEI Zhen', SUN Jun®(1.Jiangsu Pharmaceutical Association, Nanjing 210002, China;2.Jiangsu Center for ADR
Monitoring, Nanjing 210002, China)

ABSTRACT OBIJECTIVE: To discuss the safety problems of the rational use of progesterone. METHODS: The occurrence, de-
velopment and disposal of Progesterone injection events in 2015 in Zhejiang were analyzed, and related problems were discussed as
clinical drug use and drug use monitoring. RESULTS: The rapid and manageable disposal (within 15 d) of the event demonstrated
the role of ADR monitoring in discovering, reporting, assessing and controlling drug safety hazard at early stages. It also revealed
problems such as the legitimacy of off-label drug use, the safety of oil injections for intramuscular injection and the insufficiency of
information disclosure. CONCLUSIONS: Off-label drug use needs legislative protection for all interest parties. Intramuscular injec-
tions using soybean oil as adjuvant needs reassessment for their quality standard and safety from the aspect of risk-benefit. Informa-
tion disclosure is beneficial for ADR monitoring.
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