GLP Compliance

21 CFR Part 11 The GLP Compliance Software Module is an option
and Digital Pathology within Aperio’s Spectrum™ Plus digital pathology
management software that provides all the software
functionality required to be compliant with 21 CFR 11
and its international equivalents. It provides security and
data auditing from the scanner to the database so that
organizations have a full record of scanning,

annotations, and data analysis.

GLP ON-siTE VALIDATION SERVICE (IQ/O0Q/PQ)
In addition to the features in the software, we offer an on-site validation
service to ensure that both the hardware and software are installed (IQ),
operating (0Q), and performing (PQ) correctly. This service includes an
Aperio-trained compliance professional who runs an extensive series of
tests onsite, as well as complete system tests and scalability testing.
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Aperio’s Data Audit version of Spectrum Plus is designed to facilitate
compliance with 21 CFR Part 11, “Electronic Records; Electronic
Signatures.” The Tech Notes below show a snapshot of which features
of Spectrum Plus comply with Part 11, as well as how you can develop
a compliant solution for your company.
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Please contact us for more information w :
aperio

regarding United States FDA 21 CFR Part 11,

European Union Annex 11, and Japanese 21 bringing digital pathology to life
CFR Part 11 Equivalent compliance

information at 866.478.4111.




