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Analysis of Quality Status of Free Prostate Specific Antigen Test Kit

Wang Yumei”, Liu Yan”, Shao Anliang, Yang Zhaopeng (National Institutes for Food and Drug Control, Beijing
102629, China)

Abstract Objective: To analyze the quality status of tumor marker free prostate specific antigen (f-PSA) test
kit. Methods: Accuracy, linearity, limit of detection and repeatability of 22 batches of f-PSA test kits from 15
domestic enterprises and 7 batches of f-PSA test kits from 7 oversea enterprises were analyzed and evaluated
according to enterprise product standards and industry standards. Results: 22 batches of kits were within validity
period and 7 batches of kits were close to the expiry date in this sampling inspection. 20 of 22 batches of kits
within validity period and 6 of 7 batches of kits closed to the expiry date met the requirements according to the
enterprise product standards. 21 of 22 batches of kits within validity period met the provisions of the industry
standards according to the average potency evaluation accuracy of the calibrators. 14 of 22 batches of kits within
validity period met the provisions of the industry standards according to the potency evaluation accuracy of each
calibrator. The performance of 15 domestic kits and 7 imported kits within validity period was compared and the
statistical results showed that there was no significant difference between domestic and imported kits (P=0.05).
Conclusion: The overall quality of f-PSA test kits in the market is good and there is no significant difference in

quality risk between domestic and imported kits, while there still exist some problems in terms of quality standards
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and quality.
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