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Real —world safety evaluation of pyrotinib —based therapy in the treatment of HER2 —positive advanced
breast cancer

ZHU Zhongling,ZHENG Yu, SHI Yehui

(GCP Office, Tianjin Medical University Cancer Institute & Hospital, National Clinical Research Center for Cancer, Tianjin’s Clinical
Research Center for Cancer, Key Laboratory of Cancer Prevention and Therapy , Tianjin 300060, China )

Abstract Objective: To establish a real-world study platform based on big data environment to assess the safety of pyrotinib—based
therapy in the treatment of human epidermal growth factor receptor 2 (HER2 )—positive advanced breast cancer. Methods: A clinical
research big data platform, a disease data repository for breast cancer, and a subject data repository for pyrotinib therapy analysis were
built for real-world studies based on the hospital electronic medical record system. Retrospective analysis was performed on the clinical
information of breast cancer patients treated with pyrotinib from January 2022 to April 2023 at the Breast Cancer Center of Tianjin
Medical University Cancer Institute & Hospital, and the frequency of laboratory adverse events was recorded. Results: A clinical
research big data platform suitable for real-world studies was constructed. The clinical information of the whole life cycle of patients with
breast cancer in the Breast Cancer Center of the hospital has been covered by the breast cancer data repository. Sixty HER2 —positive
breast cancer patients with a median age of 55.5 years (35-76 years) were included in the subject data repository for pyrotinib
therapy analysis. Lymphocytopenia (36.7% ), increased ALT/AST(33.3% ), anemia(31.7% ), leukopenia(23.3% ), low potassium
(18.3%), neutropenia(16.7% ), increased uric acid(16.7% ) ,hyperglycemia(15%), and hypertriglyceridemia(13.3% ) were the most
frequent laboratory adverse events. The majority of the incidence of grade 3 adverse events was hematological toxicity (21.7% ), and
there were no grade 4 adverse events reported.Conclusion: The clinical research big data platform enables real -time collection of
clinical data throughout the patient’s entire life cycle, making it suitable for real-world studies. Lymphocytopenia, increased ALT/AST,
and anemia are the most frequent adverse events of pyrotinib—based treatment regimens, all of which are tolerable.
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Fig.2 Architecture diagram of clinical research big data platform
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Tab.1 Clinical characteristics of 60 patients[n( % )]
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