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National Institute for Public Health and the Environment,
Bilthoven, the Netherlands
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Reasons for establishing OMCL-network

• Sharing expertise and work

• Meet demands by European regulations
– OCABR since 1993
– CAP since 1995

• Raise quality standard



2

4European OMCL Network  | Peter jongen | Budapest, 4 October 2004

OMCL - network

• Official Medicines Control Laboratory:
independent analytical controls of (Hum/Vet)
medicinal products

Through:

• Building mutual confidence

• Harmonised working procedures

• Exchange of experience and test results

Achieve harmonisation of analytical supervision
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OMCL network

2 levels:

• General: PhEur convention

and observer states

• EU and EEA
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Building a Network

• Coordinator: EDQM,

division IV

OMCL’s:

• Pharmaceuticals

• Biologicals

• Human

• Veterinary
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OMCL’s: diversity of organisational structures

• OMCL is (part of) standing alone State Institution (independent
from other Institutions regulating medicines)

• OMCL part of State Agency, Ministry, etc: part of a wider
Public Organisation which is also regulating medicines

• OMCL independent, subcontracted for testing by competent
authority
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OMCL-network Activities of the General
European OMCL Network  (GEON) 1

• Co-ordinated by EDQM

• OMCL network: advisors and testing

• QA activities, Mutual joint visit/audit programme

• Proficiency testing scheme

• Educational programmes

• Applied analytical research and regulatory
development
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OMCL-network Activities of the General
European OMCL Network  (GEON) 2

• Market surveillance studies
– Study protocol by project leader(s)
– Common test sample and reference material
– National sampling and control
– Central evaluation and feedback to participant
– Protocol may provide basis for future monograph
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+ Surveillance Activities for the EU-EEA
restricted network

• CA-batch release of Vaccines and Blood products
– Harmonised procedures and testing requirements
– Released by single national authority, mutual recognition

• CAP testing
– Harmonised study and sampling plan by EDQM
– OMCL Results reported to EDQM, consolidated test report

by EDQM send to EMEA

• Testing of MRP products
– Trial phase
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Supervising the quality of medicines in EU
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Directive 2004/27/EC,
amending Directive 2001/83/EC

Article 111

“The competent authority of the member state
concerned shall ensure, by means of
repeated inspections, and, where
appropriate, by asking an Official Medicines
Control Laboratory or a laboratory
designated for that purpose to carry out
tests on samples, that the legal
requirements governing medicinal products
are complied with …”




