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Analysis of adverse drug reactions of mitotane in 31 patients
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Abstract: Objective  To analyze the characteristics of adverse drug
reactions ( ADRs) caused by mitotane in patients with adrenocortical
carcinoma. Methods From June 2019 to June 2021 the patients with
adrenocortical carcinoma who received mitotane in Peking Union Medical
College Hospital were under pharmaceutical care focusing on monitoring
mitotane — related ADRs. The gender age daily dosage administration
frequency cumulative dose organ or system involvement and outcome
of adverse drug reactions of patients were statistically analyzed. Results

Among 43 ACC patients with mitotane 31 patients developed mitotane
—related ADRs after taking the drug and the ADRs incidence rate was
72.09%  of which more female than male most of whom were 31 — 60
years old. The concentration of mitotane in 3 patients with severe ADRs
all exceeded the treatment range. ADRs involved multiple systems and
organs most often occurred in the digestion system and nervous system.
Besides most ADRs were improved after symptomatic treatment dose
reduction or discontinuation. Conclusion Mitotane has many ADRs
with a high incidence. The adverse reactions caused by mitotane should
be monitored regularly. The dosage should be adjusted through blood
concentration monitoring and appropriate treatment measures should be
given to ensure the safety of patients’ medication.
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Table 3 System — organ class involved in ADR and clinical manifestations
System — organ class Clinical manifestation Value(n %)
Digestive system Anorexia( 12) nausea( 20) vomiting( 13) diarrhea( 11) 24(77.42)
Nervous system Depression( 4) dizziness or vertigo( 14) mental disorder or weakness( 9) 14(45. 16)
Liver Increased liver enzyme 13(41.94)
Endocrine system Male breast development(7) hypothyroidism(2) decreased free testosterone in male( 2) 9(29.03)
Skin Rash( 5) 5(16.13)
Locomotor system Motor and coordination dysfunction( 5) 5(16.13)
Metabolic system Hypercholesterolemia( 2) hypertriglyceridemia( 1) 2(6.45)
Hemic and lymphatic system Leukopenia( 1) 1(3.23)
Other Macular lesions( 1) hemorrhagic cystitis( 1) fever( 1) 3(9.68)

. A case of ADR may involve several different ADRs and the statistics are based on the number of patients
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