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[ Abstract ] Chengdu Women and Children’s Central Hospital started the construction of a pharma-
covigilance system in 2017. In August of that year, 3 venous thrombosis events related to off-label use of
heamocogulase agents occurred consecutively within 1 month, which aroused the vigilance of the hospital
pharmacovigilance department. And these events were designated as the risk signals of pharmacovigilance.
Then the application of heamocogulase agents in the whole hospital was investigated. Intervention measures
including formulation of clinical application standard of heamocogulase agents, strengthening of the prescrip-
tion and medical order management, and strengthening the training of medical staff on the rational use of hea-
mocogulase agents were formulated in connection with the medication risk links, and the pharmacovigilance
system of heamocogulase agents was established. From December 2017 to February 2018 after the imple-
mentation of the intervention, the consumption of heamocogulase agents decreased by 90.8% (from 6 767 to
624) and the incidences of unreasonable medication indication, irrational course of treatment, and unjustified
daily dose decreased significantly, compared with those from June to August 2017 before the intervention.
As of the end of 2019, no more heamocogulase agents-related venous thrombotic events have occurred.
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vigilance;  Safety management
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Tab 1 Clinical application standard of heamocogulase agents in gynecology department of Chengdu Women's and Children’s

Central Hospital
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