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[ Abstract] Objective: To analyze the occurrence and characteristics of adverse drug reactions ( ADR) of targeted anti-
tumor drugs, so as to provide evidence for safe clinical medication. Methods: We actively monitored information such as
gender, age, drug types, ADR-involved organs/systems, and outcomes of patients with ADR induced by targeted anti-tumor
drugs in our hospital from January 2018 to December 2020 through the China Hospital Pharmacovigilance System ( CHPS).
Results: Among the 94 ADR patients, 51 (54.44% ) were male, and 43 (45.56% ) were female, with the average age of
(62.15 £12.17) year; the 60 — 69 age group accounted for the highest proportion [29.79% (28 cases) ]; there was no
significant difference in the age distribution of ADR patients between different genders () =2. 837, P =0.829). 9 kinds of

targeted anti-tumor drugs were involved. The routes of

[ BH] 2021-06-02 [fEEBH] 2021-09-09 administr-ation mainly included oral administration ( tablets)
[EIEH] %58, E-mail :375520148@ qq. com in 42 cases (44. 68% ) and intravenous drip in 52 cases
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(55.32% ) [liquid in 29 cases (30.85% ) and powder in 23 cases (24.47% ) ]. Of the 94 ADR cases, 38 cases (40.
439% ) were caused by gefitinib, followed by rituximab in 22 cases (23.40% ) and bortezomib in 18 cases (19.15% ). ADR

caused by targeted anti-tumor drugs could involve multiple organs/systems at the same time. Among them, digestive damage

[32 cases (23.70% ) ] was the most common, followed by skin and its appendages [ 21 cases (15.56% ) ], and systemic

damage [ 17 cases (12.59% ) ].

Conclusion: ADR caused by targeted anti-tumor drugs in our hospital mainly occur in

males and and the the 60 — 69 age group. The incidences and involved organs/systems vary as types of targeted anti-tumor

drugs differ. Doctors, nurses and clinical pharmacists should pay close attention to the ADR that may occur in the course of

medication, and strive to improve the safety of clinical medication.
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Table 1. Age Distribution of ADR Patients by Gender [N (%) ]

Gender Age (a) Total

20 - 30 - 40 - 50 - 60 - 70 - 80 —
Male 2 (3.92) 4 (7.30) 7 (14.60) 13 (25.49) 16 (31.37) 8 (15.69) 1 (1.96) 51 (100.00)
Female 0 (0.00) 3 (7.62) 7 (15.24) 10 (23.26) 12 (27.91) 9 (20.93) 2 (4.65) 43 (100.00)
Total 2 (2.13) 7 (7.45) 14 (14.89) 23 (24.47) 28 (29.79) 17 (18.09) 3 (3.19) 94 (100.00)

ADR: Adverse drug reactions.
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Table 2. Composition of Targeted Anti-tumor Drugs

(24.47% ) ; Foh 35 AE 8 R BT 20 ADR #5 £ 38 {4
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(23.40% ) FAARAK 18 4(19.15% ) (£2) o

Name of drug Route of administration Form of a drug N Proportion ( %)
Gefitinib Oral administration Tablets 38 40.43

Rituximab Intravenous drip Liquid 22 23.40
Bortezomib Intravenous drip Powder 18 19.15

Cetuximab Intravenous drip Liquid 6 6.38

Tastuzumab Intravenous drip Powder 5 5.32

Apatinib mesylate Oral administration Tablets 2 2.13
Bevacizumab Intravenous drip Liquid 1 1.06

Afatinib maleate Oral administration Tablets 1 1.06

Erlotinib Oral administration Tablets 1 1.06
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Table 3. ADR-Involved Organs/Systems and Their Clinical Manifestations

Involved organ or system N Proportion  Clinical manifestations (N)
(%)

Digestive system 32 23.70 Diarrhea (6), abdominal distension (5), abdominal pain (5), nausea (4), vomiting
(4), poor appetite (3), constipation (3), burning sensation in upper abdomen (1),
flatulence (1)

Skin and its appendages 21 15.56 Rash (9), papules (3), itchy skin (3), oral ulcer (2), facial pigmentation (1), skin
ulcer (1), acne (1), skin damage (1)

Systemic damage 17 12.59 Fever (7), fatigue (4), chills (2), high fever (2), night sweats (1), facial cyanosis
(1)

Hematological system 14 10.37 Myelosuppression (7) , neutropenia (3), leukocytopenia (1), thrombocytopenia (2),
erythropenia (1)
Limb numbness (6 ), headache (3), dizziness (2 ), drowsiness (1), increased

Nervous system 13 9.63 . R
intracranial pressure (1)

Liver 12 8.89 Abnormal liver functions (8), liver function impairment (4)

Respiratory system 10 7.41 Cough (4), expectoration (3), asthma (2), dyspnea (1)

Urinary system 5 3.70 Prominuria (3), frequent urination (1), urgent urination (1)

Musculoskeletal system 4 2.96 Joint pain (2), back pain (1), lower back pain (1)

Circulatory system 3 2.22 Elevated blood pressure (2), bradycardia (1)

Mental disorders 2 1.48 Insomnia (2)

Auditory System 1 0.74 Hearing impairment (1)

Metabolic disorders 1 0.74 Electrolyte disorder (1)

Total 135 100. 00

ADR: Adverse drug reactions.
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