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Abstract. Objective

(SAE) occurring at a tertiary hospital clinical trial institution in Hunan

To track and follow up serious adverse event

province, analyze and summarize the occurrence and outcomes of SAEs,
and propose interventions and improvement measures to standardize the
handling of SAE, report them promptly, protect the safety of research
participants, ensure the reliability of clinical trial data, and improve the
level of clinical trials. Methods A total of 528 SAEs related to cancer
drugs were collected from this clinical trial institution from January 2020
to December 2024 and analyzed using SPSS 25. 0 software. Results The
results showed that the main departments where SAEs occurred were
oncology (35.25% ), pulmonology (21.21% ), and hematology (10.04% ).
SAEs were mainly concentrated in phase III clinical trials, accounting for
69.51% of the total SAE cases. The SAE predominantly affected the
respiratory system, hematologic system, and gastrointestinal system, with
grade 3 severity being most common (46.02% ). The outcomes for research
participants were generally favorable, 39.77% fully recovered and 25.00%
improved. Conclusion Clinical trial institutions need to strengthen drug
safety monitoring, promptly evaluate SAE, enhance supervision over SAEs,
and safeguard the rights and safety of research participants.
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Table 1 Cancer type of serious adverse event ( SAE) distribution

Cancer Types Sample size(N) Percentage( % )

Lung Cancer 165 31.25
Solid Tumors 46 8.71
Leukemia 44 8.33
Cervical Cancer 41 7.77
Breast Cancer 37 7.01
Ovarian Cancer 34 6. 44
Squamous Cell Carcinoma 29 5.49
Gastric Cancer 16 3.03
Liver Cancer 15 2.84
Glioblastoma 15 2.84
Urothelial Carcinoma 15 2.84
Colorectal Cancer 14 2. 65
Nasopharyngeal Carcinoma 12 2.27
Lymphoma 11 2.08
Soft Tissue Sarcoma 11 2.08
Prostate Cancer 7 1.33
Pancreatic Cancer 7 1.33
Basal Cell Carcinoma 5 0.95
Renal Clear Cell Carcinoma 2 0.38
Cholangiocarcinoma 1 0.19
Neuroendocrine Carcinoma 1 0.19
Total 528 100. 00

XA R R 2 Ay ik — 2 o B, A8 528 il
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Table 2  Distribution of specialties in which SAE occurs

Department Sample size( N) Percentage( % )
Oncology 186 35.25
Respiratory Medicine 112 21.21
Hematology 53 10. 04
Gynecology 46 8.71
Breast Surgery 33 6.25
Cardiothoracic Surgery 22 4.17
Urology 21 3.98
Gastrointestinal Surgery 14 2. 65
General Surgery 13 2.46
Dermatology 12 2.27
Hepatobiliary and Pancreatic Surgery 7 1.33
Infectious Diseases 2 0.38
Orthopedics 2 0.38
Phase 1 2 0.38
Ear, Nose, and Throat 1 0.19
Nephrology 1 0.19
Cardiology 1 0.19
Total 528 100. 00
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Table 3 SAE distribution

SAE

Sample size( N) Percentage( % )

Decreased platelet count
Death

Respiratory tract infection
Decreased white blood cell count
Decreased neutrophil count
Bone marrow suppression
Intestinal obstruction
Anemia

Viral infection

Fever

Vomiting

Hyperglycemia

Pain

Fracture

Extremity edema

Tumor hemorrhage

Shock

Elevated alanine aminotransferase
Fatigue

Respiratory failure

Other ( <4 cases)

Total

51 9. 66
47 8.90
26 4.92
20 3.79
19 3.60
17 3.22
15 2.84
15 2.84
15 2.84
12 2.27
10 1. 89
9 1.70
9 1.70
7 1.33
6 1. 14
6 1. 14
5 0.95
4 0.76
4 0.76
4 0.76
227 42.99
528 100. 00
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Table 4 High correlation SAE distribution

SAE

sample size(n) Percentage( % )

Respiratory tract infection
Fever

Viral infection

Pain

Intestinal obstruction
Decreased platelet count
Fatigue

Myelosuppression
Vomiting

Abnormal liver function
Dyspnea

Pleural effusion
Decreased white blood cell count
Elevated alanine aminotransferase
Abdominal infection
Diarrhea

Peripheral edema
Bronchitis

Tumor hemorrhage

Other ( <2 cases)

Total

15 11.36
7.58
4.55
4.55
3.79
3.79
3.03
3.03
3.03
2.27
2.27
2.27
1.52
1.52
1.52
1.52
1
1

—_
(=)

.52
.52
1.52
37.88
132 100. 00
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