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QUALITY OF MEDICINESIN A GLOBALISED WORLD: DREAM AND REALITY

14-15 OCTOBER 2010, PRAGUE, CZECH REPUBLIC

Nearly 250 delegates and experts from 32 coungrégisered in Prague on 14 -15 October 2010 to distheschallenges
and opportunities stemming from the globalisatiorthie trade in medicines. The two-day conferencgamused by the
European Directorate for the Quality of MedicinesH&althCare (EDQM), to mark the launch of the 7tlitign of the
European Pharmacopoeia, was opened by Dr LeoS Helgaster for Health in the Czech Republic, whgeessed his
country’s support to the invaluable work of the Bd@ protecting public health.

Regulators from around the world, including the dp@gan Commission, the EU Heads of Medicines Agendiee

European Medicines Agency, the US Food and Drug iAgtnation and Japan’s National Institute for Hedbciences,
provided insights during the plenary session orctiwlenges and the opportunities for collaboratioa globalised market
for medicines. The World Health Organization (WH@harmacopoeias (US, Japan, China, India and Braad key

industry associations were invited to present thieiws.

“Providing safe, effective and good quality medésnis a global concern. One of our major goal® iprbtect patients
against illegal, falsified or substandard medicjheaid Dr Susanne Keitel, Director of the EDQMTt i important that we
work together to promote the quality of medicineaiglobalised world.” In this context the leadimde of the European
Pharmacopoeia was unanimously acknowledged byatiipants.

Interactive workshops were organised to stimulédeu$sion and debate around five specific themes:

- the characterisation of biological molecules:tipgrants felt that the European Pharmacopoeia gy@phs are ‘fit-for-

purpose’, but proposed that further consideratiemiven to the specificity of monographs, the staidisation of methods
and the speed of revision process;

- the impact of new technologies on the Europearihcopoeia: while experience of industry and r@gus is currently
still limited in this field, it is expected thatdhnew ICH quality paradigm will soon have consegesnfor marketing
authorisation applications. The work the Europeharacopoeia Commission has initiated to suppertrtiplementation
of these new concepts was highly welcomed by ppatits and further fields of activity were proposed

- the control of impurities: new analytical techadiddevelopments, such as fast liquid chromatografi) and new

stationary phases, liquid chromatography-mass spaetry (LC-MS) techniques and nuclear magnetiomaace (NMR),

will be applied by the European Pharmacopoeia ttebeharacterise and control the quality of sulsta. Additionally,

these techniques will be helpful in combating dedieit medicines;

- the application of 3R principles: numerous iritias and achievements were recognised, even ifltiel harmonisation
of requirements for animal testing has yet to ladised due to differing regional ethical positiomsth Europe being more
advanced in this field than others. The need ferghoritisation of the work programme, as wellgsbal collaboration
and communication were highlighted.

- the need for changes in the European Pharmacopb&iavorkshop was designed to collect feed-backnfparticipants
on whether or not they consider that the EuropdaniRacopoeia is equipped to confront the challemgé¢he future. The
conclusion was a resounding “yes”, combined with treed for continuous adaptation to regulatoryhrieal and

scientific developments.

“This conference will help us to assess the diffies, to better understand the issues ariddntify the direction we need
to take,” said Dr Keitel. The outcome of the distass will be taken into account by the EuropeaarPlacopoeia
Commission in future decisions on policy and worgrammes.

In her concluding remarks, the Chair of the Europleharmacopeia Commission, Dr Marianne Ek, spokenbwn hopes
and aspirations for the new mandate of the Comansand invited the audience to re-unite in 2018waluate progress
and whether new needs have emerged that wouldreelyuiher optimisation of the European Pharmaci@poe
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Note for the editor: The EDQM is a leading organisation that protecttblip health by enabling development, supporting
implementation, and monitoring the application aflity standards for safe medicines and their saée Our standards are recognised
as a scientific benchmark world-wide. The Europeharmacopeia is legally-binding in European Mengtates. Similarly, the EDQM
develops guidance and standards in the areas ad Ilansfusion, organ transplantations and consteth issues.

A political organisation set up in 1949, the Council of Europe works to promote democracy and human rights
continent-wide. It also develops common responses to social, cultural and legal challengesin its 47 member states.




