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The Establishment and Verification of Industry Standards for Anti-Tg Ab Assay
kits
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Abstract Objective: To verify the feasibility of the industry Standards for Anti-Tg Ab assay kits. Methods:
The kits of different immunoassay methods were selected for validation in accordance with industry Standards.
Results: The appearance, limit of blank, linearity, accuracy and stability could meet requirements, while
the accuracy of the test results of 1 batch of kits with low concentration is not within the range of £10.0%,
which does not meet the proposed industry standards. In the specific project, 1 batch of kits did not meet
the requirements. Conclusion: The establishment of reasonable industry standards for Anti-Tg Ab assay kits
is helpful to standardize the experimental methods and technical requirements of such kits so as to improve the
product quality, and provide a basis for their supervision.
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