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OECD Training course for GLP
Inspectors 1 Japan 28-21 Oct. 2013

A Day 1: basic course
Inspecting the compliance to GLP principles

A Day 2-4 : advanced course
Workshops on IT system
> (GGetting the information to prepare inspection
> Choosing an IT system
> Inspection of a validation report
Workshops on Quality Assurance
> Findings regarding a given situation
> Choosing studies for process based inspections
> How to ensure compliance of QA Unit
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OECD Training course for GLP
Inspectors 1 Japan 28-21 Oct. 2013

A 85 Participants from 27 countries

A Principal representations:
Russia 14 participants
Japan 9 participants
Korea 8 participants
Malaysia 5 participants

A General impression:
Active participation during the workshops
Good inputs / findings
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OECD and GLP

A Russia started a process to become full OECD
membre (not only chemical programme)
- Very ambitious (short) planning 2014-2015
- Support from OECD team for GLP

A Thailand is still provisional adherent to MAD
A Non OECD Members full adherent to MAD:
- South Africa, Singapore, India, Brazil, Argentina

and Malaysia

A 34 OECD Members (not all with GLP programme)

SPAQA Round Table 2013 / GLP Monitoring authorities



Joint GCP 1 GLP inspections

Current situation:

A Two joint inspections were conducted by GCP and
GLP Swissmedic inspectors.

A Separate inspection reports were issued.
A A third inspection is planned for beginning of 2014.

A Based on the results of these joint inspections, the
next steps will be decided.
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OECD discussion forum

2011: Discussion Group formed
A government and industry representatives

opportunity to highlight areas of GLP compliance that were a
cause for concern

A

A inconstancies in the way international inspectorates interpret
the OECD Principles of GLP and impact on their operations

A

concerns they have about the application of GLP to emerging
technologies and identify why the current principles are likely to
be difficult to apply to the new methodologies/technologies
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OECD discussion forum

2012: grouping of responses to a common theme, to be
addressed by sub-groups:

A Quality Assurance
A Test Item
A IT technology
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OECD discussion forum

Status 2013:

A For the remaining 118 comments
Questionso (FAQ) document, dr a

A Final review by the Working Group

A Will be posted on the password-protected website for the
Industry Discussion Group.
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OECD discussion forum

Status 2013:

A Draft document on QA issues: Members agreed to the
proposed responses and that the comments and responses be
added as a Q&A document to the public website following Joint
Meeting declassification review.

A Draft document on Test Item issues: Members were invited to
provide comments on the draft document by the end of June.

A Draft document on IT-related issues: Members were invited to
provide comments on the draft document by the end of June.
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O

Switzerland - Interpretations

A Revision based on interpretations 2007, SPAQA
Q&A 2003-2012, EU 2005-2012, OECD 2008-2012

A Discussion in 5 inspector workshops
A Will be updated regularly

A Legal status of interpretations:
official recommendations according to OGLP art. 4
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U Q& A session round table |

A Goal: to provide answers to questions of general
Interest

A If a question is referring to a specific situation in a
TF, it is difficult to give an answer that is useful for
others.

A The authorities must have the freedom to not
answer a question if it is not of general interest or
already answered in existing documents (SPAQA,
Interpretations)

SPAQA Round Table 2013 / GLP Monitoring authorities 12



U Q& A session round table Il

A If you disagree with inspection findings, you have
the following opportunities to discuss or react:

A Closing conference

A Comments to draft report

A Direct communication to GLPMA
A Appeal
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¥  Woist der Zusammenhang?

Erfahrungen von On-site Evaluation Visits
Christoph Moor




U  On-site Evaluation Visit OEV

A Ziel, gegenseitiges Vertrauen zu schaffen
A in die Daten von Priifungen

A in die Arbeit der zustandigen
Uberwachungsbehorde

A Organisation: Working Group on GLP der OECD
A Ein Besuch alle zehn Jahre, von zwei Inspektoren

A Lander sollen sich nicht gegenseitig besuchen
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On-site Evaluation Visit OEV

Inspektoren aus verschiedenen Regionen:

a) Australia/New Zealand

b) Japan/Korea

C) Singapore

d) Israel

e) Europe (EU)

f) Europe Non-EU (Norway/Switzerland)
g) South Africa

h) North America (Canada, US)
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On-site Evaluation Visit OEV
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) On-site Evaluation Visit OEV

Sonntag

Montag

Mittwoch |Donnerstag |Freitag

Besprechung

der

Grundlagen

Kontrolle

Besprechung

von

der Befunde

Dokumenten
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On-site Evaluation Visit OEV

A Berichterstattung in standardisierter Form an die
Working Group on GLP der OECD

A Bericht weist auf allfallige Differenzen zu OECD-
Vorgaben hin
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OEV fur Kandidatenlander

OEV fur Kandidatenlander erfolgt praktisch gleich:

Mrei Inspektoren (statt zwei)
A/ertretung des OECD-Sekretariates

Mericht an die WG on GLP, dann
AEmpfehlung an OECD-Gremien

AEinladung zur Teilnahme am MAD-System

AGilt nur fur das evaluierte GLP-Programm
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Eigene Erfahrungen

2010: US EPA, Washington
mit Tschechien

2011: Standards Malaysia, Kuala Lumpur
mit UK, Japan
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US EPA

A Etabliertes Programm
A Gesetzliche Grundlagen anspruchsvoll

e
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US EPA

A Jungster Inspektor mit > 100 GLP-Inspektionen

A Inspektion basierte auf zwei eingereichte Priifungen,
umfasste die ganze Prufeinrichtung
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Standards Malaysia

A Junges Programm (2008)
A Keine gesetzlichen Grundlagen
A OECD-Dokumente als Basis
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O

Standards Malaysia

A Junges Programm

A Keine gesetzlichen Grundlagen
A OECD-Dokumente als Basis

A Erfahrungen mit ISO-Audits

A gutes Handbuch
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