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> 21 CFR 864.3700 (up to date as of 8/10/2026) Whole slide imaging system.
ldentification. The whole slide imaging system is an automated digital slide creation, viewing, and management system intended as an aid to the pathologist to

review and interpret digital images of surgical pathology slides. The system generates digital images that would otherwise be appropriate for manual visualization
by conventional light microscopy.
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FREQUENTLY ASKED QUESTIONS (FAQ) histopathoxlogw:%%@“ %)
FAQXENRNHINTHY

Histopathology ¥4 DT, TN
o Digital Histopathology OECD;‘(E/\G) ]
Technical improvements allow histopathology slides to be digitised as an electronic replica or whole g 7 Li = ? 7 i

slide images (WSI). The life cycle of WSI consists of digitisation of the histology slide by a slide
scanner and transfer or migration of the image to a viewer, which could also be remote from the
location of the digitisation and storage.

1. Is there any objection from the GLP compliance monitoring authorities to implement
digital pathology in GLP studies?

The OECD Principles of GLP do not preclude the use of digitised histopathology slides in GLP studies for
the histopathological assessment of tissue samples. This would include the initial read of tissue slides by the
study pathologist and histopathology peer reviews, either prospectively or retrospectively.
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