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Causes and countermeasures of adverse reactions/events caused by
Progesterone Injection from perspective of pharmacovigilance

XIA Xudong
Henan Drug Reevaluation Center, Zhengzhou 450004, China

Abstract: Objective To investigate the causes of adverse drug reactions/adverse drug events (ADR/ADE) caused by Progesterone
Injection from the perspective of pharmacovigilance, and to put forward suggestions on safe drug use and risk management.
Methods National Adverse Drug Reaction Monitoring System (https://www.adrs.org.cn) were used to search for adverse reaction
reports related to the administrative region of Henan Province from January 2010 to December 2022 (based on the time of adverse
drug reactions). The drug Progesterone Injection was suspected, and the reporting unit was a medical institution. ADR/ADE related
to Progesterone Injection were screened. In the Chinese Academic Journal Full Text Database (CNKI), VIP Biomedical Database

"non

(VIP), and Wanfang Data, a combination search was conducted using keywords such as "progesterone injection", "cause", "adverse
reactions", "adverse events", and "risks". The search cycle was from January 2000 to December 2022, excluding non-safety and
duplicate literature, and searching for Progesterone Injection ADR/ADE. Based on the characteristics of ADR/ADE caused by
Progesterone Injection, the risk sources of ADR/ADE caused by Progesterone Injection were analyzed, and control measures was
explored and suggestions was proposed. Results The results showed that 263 cases of ADR/ADE related to Progesterone Injection
were reported through the Henan Province Drug Adverse Reaction Spontaneous Reporting System, involving 454 ADR/ADE

manifestations. The more ADR/ADE cases, the more damage manifestations were redness and swelling at the injection site,
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induration, pain, panniculitis, erythema, rash, etc. A literature search yielded 23 safety literature related to Progesterone Injection,
and a total of 125 ADR/ADE reports were extracted, involving 147 ADR/ADE manifestations. The most frequent ADR/ADE cases

were injection site panniculitis, induration, pain, rash, etc. The causes of damage to the medication site caused by Progesterone

Injection may be related to factors such as unreasonable drug use, excipients, and defects in the instructions. Conclusion It is

suggested to improve the quality standard of Progesterone Injection, improve the level of rational drug use, revise and perfect the

drug instructions, and finally protect the drug safety of patients.
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