
OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 –– 11,11, 2008 2008 

Quest for harmonisation: Quest for harmonisation: 
Differences and similarities in Differences and similarities in 
national programmes for GLP national programmes for GLP 

monitoring.  monitoring.  
A senior inspectorA senior inspector ’’s viewpoint.s viewpoint.

Theo HelderTheo Helder

VWA, Den Haag, The NetherlandsVWA, Den Haag, The Netherlands
theo.helder@vwa.nltheo.helder@vwa.nl



OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 –– 11,11, 2008 2008 

TextText



OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 –– 11,11, 2008 2008 

May 12, 1981:May 12, 1981:

Use Test Guidelines and GLP Use Test Guidelines and GLP 
Principles;Principles;

Accept safety dataAccept safety data



OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 –– 11,11, 2008 2008 



OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 –– 11,11, 2008 2008 

Coniunctis viribusConiunctis viribus

(With combined forces)(With combined forces)
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Strictly governmental MonitoringStrictly governmental Monitoring
AuthoritiesAuthorities::

AustriaAustria, , BelgiumBelgium, Finland, , Finland, GermanyGermany, , 
GreeceGreece, , HungaryHungary, , ItalyItaly, Japan, Korea, , Japan, Korea, 
NetherlandsNetherlands, , SloveniaSlovenia, USA, UK., USA, UK.
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Outsourced to an Accreditation Outsourced to an Accreditation Body:Body:

ArgentinaArgentina, , AustraliaAustralia, Canada, , Canada, IrelandIreland,  ,  
IsraelIsrael, New , New ZealandZealand, , NorwayNorway, , 
Singapore, Singapore, South AfricaSouth Africa..
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Partly governmentalPartly governmental, , partly accreditation partly accreditation 
bodiesbodies: : 

BrazilBrazil, , CzechCzech Rep., Denmark, Rep., Denmark, FranceFrance, , 
Portugal, Portugal, SlovakSlovak Rep., Spain, Rep., Spain, SwedenSweden..
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C(78)127(Final):C(78)127(Final):

It is proposed to examine:It is proposed to examine:
(i)(i)systems of accreditation and/or systems of accreditation and/or 

inspection of laboratories existing or inspection of laboratories existing or 
proposed in each country and by proposed in each country and by 
international organisationsinternational organisations

(ii)(ii)Means of harmonizing such systemsMeans of harmonizing such systems
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The AThe A--wordword
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Mutual Joint Visits have Mutual Joint Visits have 
greatly attributed to greatly attributed to 

harmonised programmesharmonised programmes
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Pecunia non oletPecunia non olet

(Money has no smell)(Money has no smell)
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Omne principium difficileOmne principium difficile

((Every beginning Every beginning is hard)is hard)
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WhatWhat’’s first?s first?
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The certificateThe certificate
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Revised Guide for Compliance Revised Guide for Compliance 
Monitoring Procedures:Monitoring Procedures:
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Revised Guide for Compliance Revised Guide for Compliance 
Monitoring Procedures:Monitoring Procedures:
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TextText

Test item characterizationTest item characterization
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What is the status of the OECD GLP What is the status of the OECD GLP 
Consensus and Advisory Consensus and Advisory 

Documents?Documents?
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6 Questions asked to 44 6 Questions asked to 44 
Monitoring AuthoritiesMonitoring Authorities

22 Answers22 Answers
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••20% feels that Consensus documents 20% feels that Consensus documents 
have slightly higher status than have slightly higher status than 
Advisories since industry was involved.Advisories since industry was involved.

••In one case A&C documents were In one case A&C documents were 
included in aws, in other cases just included in aws, in other cases just 
reference was made to these reference was made to these 
documents.documents.

Status Status 
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In principle they are, at least one In principle they are, at least one 
has to look for equivalent has to look for equivalent 

approach.approach.

Morally binding?Morally binding?
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Yes (50%), otherwise at least Yes (50%), otherwise at least 
equivalent approachequivalent approach

Must they be followed?Must they be followed?
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What reference is used at What reference is used at 
inspections?inspections?

•• GLP Principles only (2)GLP Principles only (2)

••GLP and A&C GLP and A&C docs docs as reference (20)as reference (20)
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ValidityValidity

They are valid; they provide useful They are valid; they provide useful 
and relevant guidance, which is and relevant guidance, which is 
internationally agreed upon.internationally agreed upon.
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Consensus and Advisory Documents Consensus and Advisory Documents 
are not legally binding documentsare not legally binding documents

These documents are endorsed by These documents are endorsed by 
Working Group on GLP and Joint Working Group on GLP and Joint 
Meeting, so there is consensus in Meeting, so there is consensus in 
governments on their content.governments on their content.
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The C and A documents do not only The C and A documents do not only 
offer guidance , but also present the offer guidance , but also present the 
interpretation of the GLP Principles interpretation of the GLP Principles 
internationally agreed upon.internationally agreed upon.

Data developed in accordance with the Data developed in accordance with the 
GLP Principles and de facto applying GLP Principles and de facto applying 
the C and A documents, cannot be the C and A documents, cannot be 
refused on GLP grounds in OECD and refused on GLP grounds in OECD and 
MADMAD--adhering countriesadhering countries



OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 OECD Event, Villa Tuscolana, Frascati (Roma), Italy , April 10 –– 11,11, 2008 2008 

Not one monitoring Authority is Not one monitoring Authority is 
organized and operating in the same organized and operating in the same 

way.way.

For clarity reasons the GLP Working For clarity reasons the GLP Working 
Group should proceed  to further Group should proceed  to further 

harmonisation in inspection practices.harmonisation in inspection practices.
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However, under the current However, under the current 
circumstances, data originating from circumstances, data originating from 

any (Member) country adhering to the any (Member) country adhering to the 
OECD MAD system, will be accepted OECD MAD system, will be accepted 

by all other (Member) countries.by all other (Member) countries.
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