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Audit Method for Validation Report for Macromolecule Bioanalytical Method in
Nonclinical Laboratory Studies

Wang Li, Wang Yong , Yang Changxiong (Innostar Bio-tech Nantong Co., Ltd., Nantong 226133, China)

Abstract Objective: To master the methods and principles of report audit of macromolecule bioanalytical
method validation in order to ensure scientificity, compliance and integrity of the validation report. Methods:
The complete validation report of bioanalytical method and the original records were divided into three parts:
original records, data and data processing and validation report. Aftert the three parts had been comprehensively
and systematically reviewed, the audit results were analyzed and summarized. Results and Conclusion: Through
systematic audit, the audit methods and the key points are mastered and the audit efficiency and quality of the
validation report for macromolecule bioanalytical method are improved so as to meet the requirements of SOPs,
domestic and foreign laws and regulations and promote the proceeding of drug R&D and application.
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