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OECD& I ZE M A 3F 4L (OECD public website)

Series on Principles of Good ~ OECD Principles of GLP
Laboratory Practice and « No 1: OECD Principles on Good Laboratory Practice - Available
Compl iance Monitoring in French, Spanish and German

GLP Consensus and Advisory Documents

Consensus documents are guidance documents for the application of GLP that
stemmed from ‘tonsensus workshops’ traditionally held in earlier years of the
programme on particular issues regarding the application of GLP. These types of
‘tonsensus workshops’ are no longer held.

Advisory Documents are guidance documents for the application of GLE, formulated
on a consensus-based approach and include a public consultation prior to the
publication. Several documents have been updated as consensus documents or
replaced by Advisory Documents through updated practices of the Working Party on
GLP

» No 5: Compliance of Laboratory Suppliers with GLP Principles (revised in 1999)
- Available in French, Spanish and German

» No 6: The Application of the GLP Principles to Field Studies (revised in 1999) -
Available in French, Spanish and German

« No 7: The Application of the GLP Principles to Short Term Studies (revised in

H L BETBICE, ST AHLES

Y5k

https://www.oecd.org/en/topics/sub—issues/testing—of-chemicals/good-laboratory—practice—and—compliance—monitoring.html
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HAT U ANE No.17 KK

(3.11. Archiving& Y 3 #2)

Where problems with long—term access to data are envisaged
or when computerised systems have to be retired, procedures
for ensuring continued readability of the data should be
established. This may, for example, include producing hard
copy printouts or converting data to a different format or
transferring data to another system. If migration of data
including conversion to a different data format or printing is
relevant, the requirements of this guidance for data migration
should be met.
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HAF 2 A ENo.17 Supplement 1

5.3.1. Risk assessment and selection of the cloud—
based services

3.c. (**) For SaaS$, as the test facility has generally no
access to the software itself in case of release event,
Impacts on data integrity and data availability should
be carefully considered by end user when anticipating
the business continuity plan, the disaster recovery
plan and the exit strategy of the GLP test facility.
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