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Introduction of FDA’s Considerations for Use of Histopathology and Its Associated
Methodologies to Support Biomarker Qualification Guidance for Industry

XTIAO Hui-lai
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Abstract: FDA issued Considerations for Use of Histopathology and Its Associated Methodologies to Support Biomarker

Qualification Guidance for Industry in May 2016. The guideline outlined the characteristics of nonclinical biomarker of

histopathology, and explained the scientific standards for the use of histopathological methods in the nonclinical biomarker

qualification. This paper introduces the main contents of the guideline, and it is expected to be helpful to the research and supervision in

our country.
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