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MODERN TRENDS IN ASSESSING THE QUALITY ASPECTS OF MARKETING AUTHORISATION APPLICATIONS FOR MEDICINAL PRODUCTS IN EUROPE

Dr William Keith Leonard Pugh
The Medicines and Healthcare Products Regulatory Agency (MHRA), London, UK

Keith.Pugh@mhra.gsi.gov.uk
Although the European Union is a recognized economic area, there are actually different regulatory procedures in Europe for the registration of medicinal products, depending upon the type of product and where the product is to be marketed. However, the standards to which submissions, both initial and any subsequent updates, must comply and consequently to which they are assessed against are common for all procedures and are governed by a combination of European legislation and a range of relevant guidelines. These cover both procedural and scientific aspects.

The presentation will briefly review the available procedures and key organisations involved in the European procedures. However, it will primarily focus on the assessment of the Quality aspects of Marketing Authorisation dossiers, including their maintenance. Particular attention will be given to common problems with submissions and any current trends and issues. In addition, progress with the implementation of ICH Q8 (Pharmaceutical Development), Q9 (Quality Risk Management) and Q10 (Quality Systems) initiatives in Europe will be covered, as well as forthcoming changes to the legislation dealing with the handling of changes to currently authorised Marketing Authorisations (Variations), which will introduce significant changes.
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