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Digital pathology has been widely discussed since
several years in Societies of Surgical Pathologists.
Recently, it's use has been widely increased in additional
fields such as in academia for educational purposes, but
also in non-clinical drug development research. In 2017,
the FDA approved the first Whole Slide Imaging System
(WSI) for digital pathology that allows the interpretation
of digital surgical pathology slides prepared from
biopsied tissue. Its non-binding guidance details with the
technical performance assessment of digital pathology
of WSI devices. Today, accreditation agencies are
actively working to establish comprehensive policies
that ensure proper validation towards a global use. The
validation of digital pathology systems in the regulated
nonclinical environments remains challenging for many
R&D facilities due to lack of knowledge, but also due to
inefficient multidisciplinary interactions. The Society
of Toxicological Pathologists (STP) published a few
position papers on the compliance of Pathology Image
Data (21CfrParts 58 and 11) and its current applications,
but many topics in relation to WSI are not yet published.
Prospective users need to acquire digital knowledge,
but also new skills in order to identify best paths of
success. Intra-institutional and inter-institutional
collaborations are entering an exciting discipline with
far-reaching beneficial effects. This presentation will
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guide you efficiently towards the paths of success
and Summarizes the history and development of WSI;
Gives practical overview of the technology (hardware
and software); Current WSI status; Describes digital
workflows Identifies common pitfalls; Best practices
and Regulatory and validation considerations.
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