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Annex 2 to GEON Terms of Reference:
Factors for determining OMCL status within the GEON

1. Introduction

The definition of an Official Medicines Control Latatory (OMCL) is laid down iAnnex 1
of document “Terms of Reference for the GEON of @wuncil of Europe”. Conditions of
Membership to the GEON are outlined in sectionsnd 4 of the Terms of Reference
document.

The current document further clarifies the condisiacunder which a control laboratory can
reach the “Network OMCL status”. This applies tbdeatories, which are officially mandated

OMCLs by their national Competent Authority. Thetema for reaching the status of

membership of the OMCL Network for an individuahtwl laboratory are required to be met
by both the current members of the Network as aglby new candidates. The intention of
this document is to define a common basis of utaeding of the status of an OMCL within

the Network.

It should be emphasised that the document is nplicaple to subcontracting activities,
which are regulated by ISO/IEC 17025.

2. Criteria for “OMCL status within the Network”

The National Competent Authority must be assureadl #dhaboratory which acts as its OMCL
should fulfill the following criteria to enable thaboratory full access to the OMCL Network
and thus to confirm its status as OMCL within thetWork:

e The control laboratory should be organised in swachway, which confirms
independence regarding the testing and controleafiomal products.

« Scientific judgement and conclusions on resultscomtrol activities need to be
independent.

e The control activities of the laboratory should fgblicly funded. Where fees for
official activities are received these arrangemeatisuld be organised such that the
payments do not affect the independence of therdddny.

* Any possible conflicts of interest should be clgastated and assessed and where
necessary a register of interests should be prépare

* The member state for which the control laboraterpeérforming testing shall have
implemented the Ph.Eur. as a common standard inn#tenal rules governing
medicinal products.

* The Competent Authority should provide the contadloratories within the OMCL
Network with a clear mandate as to their respohi$ds and duties; in this context
some Competent Authorities may wish to retain witthe regulatory organisation
certain specific duties.

* Any testing activities, which are subcontractedudtide clearly defined and subject
to technical, impartiality and confidentiality agreents (in line with the requirements
of ISO/IEC 17025) and where appropriate approvethbyelevant authority.

* Implementation of the ISO/IEC 17025 standard iatreh to OMCL activities.
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If the control laboratory is not directly linked the Competent Authority in the
organisational structure, the activities of theolabory should have a significant
component related to the activities outlined intisexc5 of the Terms of Reference for
the GEON and in Annex 1 with respect to their owerall scope of activity. This
does not imply that the laboratory must carry dubfthe activities listed in both
documents; it means only that within their own lathory and adapted to the market
volume of medicines on the respective national etarkontrol activity related to
GEON is a substantial element with respect to ghloéential activities.
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