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Executive Summary

Conducting clinical trials in Europe is not a new concept for global 
pharmaceutical companies, but in which country to hold their 
individual and particular trial can sometimes be the subject of much 
deliberation. Where do the authorities welcome Phase I studies? Where 
is patient recruitment particularly straightforward and yet provides high-
quality data? Which country has fast approval timelines at the local and 
country levels? Where are investigators particularly eager to become 
involved in clinical trials? Where is healthcare wanting and are patients 
readily available to participate in trials? These and other questions are 
part of any deliberation when choosing a particular country or countries 
within Europe to hold a trial.

Europe holds a unique position: it has the advantage of offering not 
only well-established clinical trial markets in countries that have a long 
history of conducting clinical trials but also many promising emerging 
markets that are new to the clinical trial arena. Further, Europe offers 
markets that have yet to introduce the concept of clinical trials into 
their legislative and health care structures. Within this spectrum, a 
majority of European countries fall under the European Union umbrella 
and adhere, with some variation, to its guidelines and legislation 
concerning the conduct of clinical trials.

European Clinical Trial Site Options: An Insider’s Analysis answers 
many of the questions companies may have about holding their clinical 
trials in any country in Europe. In addition, the legislation processes 
in the European Area are discussed, along with comparisons to the 
United States. Russia with some CIS members, although geographically 
only partially within the definition of Europe adopted for this report, 
have been included. A standardized template is used throughout the 
report to describe the advantages, opportunities, background, regulatory 
framework, fees, challenges and other important information associated 
with conducting clinical trial studies in all 44 countries covered in this 
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report.  The information provided has been assembled from discussions 
with clinical trial professionals based in many of these countries and thus 
provides a value-added “insider’s” perspective on the actual situation 
with each country.

Acknowledgements

The author would like to thank the following individuals for their 
contributions to this report.

First of all, to Julie-Ann Kovacevic, my personal assistant at POI, for 
her invaluable input and devoted work as a Contributing Editor of this 
report. 

Sarah Tilly, Medical Writer at Pharm-Olam, provided editing, 
formatting and excellent graphics skills as well as numerous wording 
suggestions.

Lisa Koch of La Jolla Pharmaceuticals provided invaluable input after 
reading the draft text.

Joyce Lynch of Pharm-Olam provided the Glossary and Web Addresses 
Section.

The author would like to express special thanks to Anna A. Anokhina, 
Regulatory Manager MB Quest, LLC, Moscow for her contribution and 
assistance in the completion of the approvals processes in Russia and  
the CIS countries.



Insight Pharma Reports                                                              • www.InsightPharmaReports.com • Reproduction prohibited	 vii

European Clinical Trial Site Options: An Insider’s Analysis

The following people provided insider information related to their 
particular countries of expertise and the author is grateful to each and 
every one of them for all their assistance (listed in alphabetical country 
order):

Belarus: Alexey Zarlibov, MB Quest

Belgium, The Netherlands, France: Jessy Williams, Pharm-Olam Ltd.

Bosnia: Dragoslav Jefic, Pharm-Olam Ltd

Croatia: Igor Bogovic, Pharm-Olam Ltd

Estonia and Latvia: Iveta Zeberga, Pharm-Olam Ltd

Georgia: Zeinab Gugunishvili, MB Quest Ltd

Germany: Bernarde Bau, Pharm-Olam Ltd

Greece and Turkey: Selim N Dagher, MEK Consulting

Hungary: Judit Tarnai, Pharm-Olam Ltd

Italy: Piergiorgio Galletti and Anna Formosa, Pharm-Olam Ltd

Lithuania: Audrone Dagilyte, Pharm-Olam Ltd

Poland: Elzbieta Cichocka, Pharm-Olam, Ltd

Romania: Ramona Nicolescu, Pharm-Olam Ltd

Russia: Ivaneeva Nadezhda, MB Quest

Slovakia: Josef Hlavin, Pharm-Olam Ltd

Spain and Portugal: Sara Castanos, Pharm-Olam Ltd

Switzerland: Krystian Misztela, Pharm-Olam Ltd

Turkey: Sedar Asenaoktar, Kuntum CRO

Ukraine: Vitaly Nevinsky, MB Quest Ltd

United Kingdom: Alison Sampson, Pharm-Olam Ltd



Insight Pharma Reportsviii				           • www.InsightPharmaReports.com • Reproduction prohibited

Executive Summary


