TWINNING CLOSING MEETING 
“Further capacity building at the Medicines Authority”
On July 9th, 2008 in Gzira at the Medicines Authority, The Hon. John Dalli Minister for Social Policy, attended a certificate giving ceremony at the Medicines Authority marking the end of a Twinning Light Project between Malta and the Netherlands.  The Twinning Light project was entitled “Further capacity building at the Medicines Authority”. The final beneficiary was the Medicines Authority of Malta.  Other units and departments within the Ministry Social Policy such as the Department of Health Care Services Standards (DHCSS), the Blood Transfusion Unit and The Blood Establishment also benefited from this twinning.  

 
The Launch of the Twinning Light Project in January 2008

The partners involved were the Netherlands Ministry of Health, Welfare and Sport’s National Institute for Public Health and the Environment (RIVM).  RIVM who collaborated with the Netherlands’s Medicines Evaluation Board (MEB). The Health Care Inspectorate is an independent organisation under the Ministry of Health, Welfare and Sport and is responsible for the supervision of the quality and the accessibility of the health care in the Netherlands.  
The project which ended in July 2008, aimed at training personnel to carry out work in the areas of licensing, post-licensing and inspection.  The activities involved were assessment of EU type dossiers. The training particularly focused on the quality module of the dossier (drug substance and drug product) and on the pharmacokinetics of single and prolonged dosage forms; assessment of clinical trial applications which focused on the theory behind the appropriate dosage selection for a clinical trial application and on the risks involved with a first in man clinical trial application, assessment of Herbal and homeopathic products (training focused on the quality part of the dossier for herbal and homeopathic medicines), assessment of the quality dossier of medicinal products (chemicals and biologicals); assessment of blood events (training was given on Blood adverse events, risk assessment and assigning imputability levels) and study visits for inspectorate on GxP.  
The Maltese Project Leader, Dr Patricia Vella Bonanno, Chief Executive Officer of the medicines Authority, opened the ceremony.  The project leader and the Dutch Project Leader, Dr Jan-Willem van der Laan, outlined the state of the art of the Twinning project with a focus on the huge satisfaction which was expressed by the partnership.  The project activities have been developed through training courses/workshops and a study visits which were carried out in the Netherlands at the IGZ (The Hague) and industrial sites.  In the sphere of training on assessment of medicinal products for human use, exercises and practical examples raised much interest in the participants, in particular with reference to how to assess the quality, non-clinical and clinical dossiers of marketing authorization applications for generic medicinal products as well as the authorization of clinical trial applications.  

During the meeting, Hon. John Dalli, The Hon. John Dalli Minister for Social Policy, declared that training contributed to laying the basis for the Medicines Authority to be able to support the local pharmaceutical manufacturing industry by enhancing its technical capability to be able to offer the service of reference member state for European procedures.  The Maltese project leader concluded the meeting by expressing appreciation for the work carried out
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Presentation of certificates to staff members by the Hon John Dalli Minister for Social Policy,
