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l\ Good Laboratory Practice

<

Mvutual Acceptance of Data (MAD)

verview of GLP

» O
» OECD Principles of GLP

Ia Documents

» Overview of MAD

¥ Non-members who adhere fo MAD

» Status of National GLP Compliance Menitoring Programmes which participate in
[T
MAD

» Links fo Natfional Web Sites on GLP

» Test Guidelines Programme

=1
E_Q OECD Council Acts related fo MAD

Guidance Documents for GLP and Compliance Monitoring

Frequently Asked Questions on Technical lssues

>
>
» Draft Guidance Documents for Public Comments
>

General Questions and Answers about OECD GLP and MAD

ENGAGE WITH US

» For more information, please contact: ehs.contact@oecd.org
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» Overview of Council Acts

» Decision concering Mutual Acceptance of Data in the Assessment of
Chemicals — Council Act C(81)30

» Decision-Recommendation on Compliance with Principles of GLP — Council Act

> To receive our Chemical safety and Biosafety news and/or our Biotechnology update, sign up
to MyQECD.
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[1. Background] LR, —&R#k#%

An increasing number of GLP test facilities use cloud applications to accommodate
these requirements. However, the potential impact on GLP compliance should be
considered when using cloud solutions. GLP test facilities have the ultimate
responsibility for GLP compliance to assess risks to data integrity, data quality, data
availability, data retention and data archiving.

[2. Introduction] LAT. —ZBHR#%

This document describes the expectations that GLP Compliance Monitoring
Authorities have of GLP test facilities which use cloud-based solutions.

g

GLP;EEI D THRAET HT—H2 ik XELGEDERBIZVTINERATS
GLPEERIEEXMNIEZ TL\SAM ., CNETGLP T TH AT AEDEE ALK
SNTIHEI 2= AXZEDB ML, GLP T TSI FEFIBTAEIZGLP
ERUBN—EIIZR OB EIE (expectations) #RT —&ETH 5.

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 43 15



[2. Introduction] ELTF. —ERk¥%;

This document is considered a supplement to Document No. 17 (Application of
GLP Principles to Computerised Systems) (OECD, 2016[1]) and should be read
and applied in conjunction with OECD Documents No. 1 (OECD Principles on
Good Laboratory Practice) (OECD, 1997[2]), No. 15 (Establishment and Control
of Archives that Operate in Compliance with the Principles of GLP) (OECD,
2007[3]), No. 5 (Compliance of laboratory suppliers with GLP principles) (OECD,
2002[4]) and No. 22 (GLP Principles and Data Integrity) (OECD, 2021[5]) and

applicable national regulations.

ANEDT—ITHAII9T79FRa EaA—T42T 1l . avEa—43Y
ATLD—RETHAEMND, MILLE-XE(THHBE, No.25) Tl
B, AVEA— 3V AT LIZEATHAAFT UV AXETH AN 1 TDHHIE
ELTHRITITHEELG ST,

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 44



[3. Scope] LATF.—&BHR#E

Cloud services can be internally provided services of the test facility or of
the company the test facility belongs to, or outsourced services by
contracted IT service providers. When contracted, the service can be
provided directly by a cloud service provider or via a vendor. Service
providers may also have sub-contractors for all or part of the service. This
document is applicable to all types of services.
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GLPEFHDFREFEIZDLT

6.3. Electronic archives in cloud solution —&Bik ¥

Inspection of the location of servers used for archiving (e.g. buildings,
rooms and cabinets) to verify the physical security of the hosting
facilities is not always possible, especially if the location is unknown.
However, it is noted that some GLP compliance monitoring
authorities require details on location of a cloud archive for
physical verification, which excludes the use of servers with unknown
location for the hosting of electronic archives.
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