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Research progress in utilizing whole slide images for histopathology assessment
and peer review of nonclinical toxicology studies
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Abstract: The validation of a fit-for-purpose good laboratory practice (GLP)-compliant whole slide image (WSI) system not only
could be successful deployed for the digital histopathology assessment and peer review of a GLP-compliant toxicology studies, but
also enabled flexibility in accelerated global working. Furthermore, the digitized data of the WSI system might be reused for
advanced artificial intelligence and machine learning image analysis in the future. The paper gave a brief introduction of guidances
of the US Food and Drug Administration (FDA) and the Organization for Economic Co-operation and Development (OECD) on the
use of WSI or digital histopathology in GLP-compliant nonclinical toxicology studies, hardware and software validation, contract
research organization validation of data acquisition and distribution, sponsor validation of the download and viewing of WSI files, as
well as digital histopathology evaluation and peer review of a GLP-compliant rodent inhalation toxicology study using validated
WSI system, in order to provide some references for utilizing WSI for histopathology assessment and peer review of nonclinical
toxicology studies and accelerating the process of toxicological pathology in line with advanced countries worldwide of China.
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