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Retrospective analysis on 1 315 cases of severe adverse drug reaction reports
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Abstract : [Objective] In clinical medication, the incidence of serious adverse drug reaction (SADR) is relatively low, but it poses
great risks to the health and safety of patients and warrants serious attention from medical workers. This study analyzes the patterns
and characteristics of SADR at the Army 73rd Group Military Hospital of People’s Liberation Army of China. providing reference for
the rational clinical use of drugs. Medical workers can reduce the occurrence of SADR by increasing their ability to identify high-risk
factors and implementing necessary medication monitoring. [ Methods] A retrospective analysis method was conducted on 1 315
SADR reports collected in our hospital from January 2013 to January 2022. We performed statistical analysis on the gender, age,
distribution of drug administration routes causing SADR. pharmaceutical dosage forms, time distribution of SADR occurrence after
medication, system-organ damages, clinical manifestations involved in SADR.SADR outcome statistics,and drug categories involved
in SADR in the SADR reports. [ Results] In the 1 315 cases of SADR reports, the male to female ratio was 1. 16 : 1, with slightly
more males affected. The number of cases with SADR increased with age, with patients over 60 years old representing the highest
proportion of SADR, accounting for 39. 85% of cases. Among the 9 different administration routes, the top 3 causes of SADR were
intravenous infusion (75, 51%) ,oral administration (10. 04%) ,and pump injection (5. 32%). However, the cases of SADR caused by
arterial administration, nasal feeding, and topical administration were rare, accounting for less than 1. 00% of cases. Among the 8
different dosage forms, injection causes the most SADR, accounting for 89. 05%. Solution, emulsion, suspension, patch, and powders
accumulatedly account for 1. 00%. SADR occurred mostly between 1 h to 2 weeks (with the highest incidence within 1 h to 1 d),

while rapid reactions and reactions occurring several months later were relatively rare. The 1 315 cases of SADR affected 13 system-
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organ damages, with a total of 1 783 clinical manifestations. The main system-organ damages affected by SADR was the
gastrointestinal system, accounting for 38. 53% of cases. Vomiting and nausea were the primary clinical manifestations of the
gastrointestinal system. Next was the blood system, accounting for 32. 81% , with bone marrow suppression being the main clinical
manifestation. Systemic damage occurred in 7. 46% of cases,mainly manifesting as pain and allergic shock. The proportion of SADR
caused by anti-tumor drugs was the highest in the category of drugs,accounting for 67. 98%. The anti-tumor drugs that cause SADR
were mainly platinum and plant-based anti-tumor drugs and their derivatives. The highest number of SADR cases by single variety
were caused by cisplatin (112 cases) ,and docetaxel (102 cases). Among the 1 315 cases of SADR, 133 cases were caused by anti-
infective drugs,of which 127 cases were caused by antibiotics,accounting for 95. 49%. The antibiotics that cause SADR were mainly
compound preparations of B-lactams and B-lactamase inhibitors (22. 05%) and quinolones (20. 47%). [Conclusions] In summary, the
occurrence of SADR is influenced by various factors such as the patient’s age,administration route,drug dosage form,and drug type.
The resultant caused by SADR is very harmful,and medical workers should closely monitor patient’s medication situation during the
medication process to ensure safety. Emphasis should be placed on pharmacovigilance, especially in monitoring high-risk special
populations such as the elderly patients, and on high-risk drugs like anti-tumor drugs and antibiotics. In addition, we should also
enhance the awareness of clinical medical personnel to report SADR actively and accurately to ensure the safety of patient medication.
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Tab.1 Gender and age distribution of SADR patients
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Tab. 2 Distribution of drug administration routes causing SADR
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Tab. 4 Distribution of SADR onset time
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Tab. 3 Distribution of dosage forms causing SADR
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Tab.5 SADR involved organ-system damages and clinical manifestations
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Tab. 7 Types and composition ratios of drugs causing SADR
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Tab. 8 Types and composition ratios of anti-tumor drugs causing SADR
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Tab. 9 The top 10 drugs causing SADR and their clinical manifestations
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Tab. 10 Types and composition ratios of antibiotics causing SADR
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