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Safety Evaluation and Risk Management of lohexol Injection
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[Abstract] Objective: To assess overall clinical safety of iohexol injection, analyze the laws
and characteristics of the adverse drug reaction (ADR), and propose advices on the risk management
strategy. Methods: The Chinese and American drug labels of iohexol injection were compared. Beijing
Adverse Drug Reactions Monitoring Network database in recent five years was searched and analyzed
for ADR reports of iohexol injection. The risk management strategy of iohexol injection was established.
Results: Through this assessment, it has been found that there were obvious differences among
Chinese and American drug labels, especially in the sector of ADR information. A total of 212 reports
were collected, and the ADRs occurred more often in senile patients. The ADRs were implicated in some
organs and systems, and the most common ADRs were observed in skin and appendix (57.1%) with
clinical manifestation including rash, urticaria and itching, following by circulation system and digestive
system. The anaphylactic shock and abnormal renal function were the most commonly observed serious
ADRs. Conclusion: lohexol injection is a widely used non-ionic contrast agent with relatively clear ADRs.
The goal of clinical safey of lohexol injection can be achieved by hospital-level administrative intervention
and education for healthcare providers, standardization of operation procedures and collaboration on
monitoring among different departments.
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