Practical information for participants
1. HISTORY OF THE TRAINING

In March 2010, the Medicines Evaluation Board in the Netherlands and the Danish Medicines Agency organized a training for Quality assessors in The Hague, the Netherlands. The training focused on current issues in quality assessment and a risk based approach to quality assessment and minimization of duplication of work. 
In May 2011, a follow up training was organised by the Austrian Agency for Health and Food Safety (AGES) and German agency BfArM in Vienna to encourage confidence in the work of the European network of quality assessors, with the same aim - to minimize and/or eliminate duplication of work and to get an overview of on-going projects on quality assessment within Europe. 
It was concluded that the effort to unify European quality assessors in order to be more effective and efficient in their assessment work should continue and the State Institute for Drug Control in Prague has been asked to organise this event, which was accepted.
The follow-up Prague training will be held from 19th to 20th April 2012. 

The aim of Prague training remains the same with focus on risk based approach towards assessment, minimization of duplication of work within Europe and also alignment of requirements around Europe. Since the biggest part of assessor´s work is assessment of generic medicines this year training will be focused also on issues related to assessment of generics and in vivo- in vitro correlation, and properties of drug substance that can influence this correlation.

2. PARTICIPATION 
Participation is upon invitation only. The invitation letters shall be addressed to the members of the Quality Working Party. Two participants may register per each Member State. 

If you wish to nominate more than two participants representing your country, please send these supplementary nominations to the same e-mail and within the same deadline and indicate that those nominations are supplementary. The organisers will decide on these according to the number of assessors nominated by other national competent authorities.

Nominations for the training shall be addressed to praguetraining@sukl.cz until the end of February 2012. Nomination of each assessor shall include:

· Name: 
· Position:

· Name of the authority: 
· Field of competence: human/veterinary

· Contact details:
3. MEETING VENUE 
The training will be held at the Crowne Plaza Prague Castle Hotel.

The Crowne Plaza Prague Castle Hotel is a charming building nestled in the grounds of the UNESCO protected site of Strahov Monastery. It is perfectly placed within the intimate ground of Prague Castle. The Crowne Plaza Prague Castle Hotel occupies a heritage building dating back to the 16th century.
Strahovska 128
Prague 1, 118 00 

Czech Republic
Hotel Front Desk: +420-226-080000

http://www.cpcastle.com/


4. ACCOMMODATION

With respect to the official programme of the event, SUKL has booked rooms at the Crowne Plaza Prague Castle hotel, where also the meetings will be held. 
Participants are requested to arrange their accommodation directly with the hotel. To do so they shall complete a booking form attached to the invitation and send it to the hotel e-mail address indicated in the form not later than on 5th March 2012. After this date the booking will be confirmed upon availability. 
The rooms have been booked for two nights from 18th to 19th April 2012. Special prices have been negotiated, ranging from 114 EUR for a Single Superior Room up to 144 EUR. 

Please note that SUKL will not be able to cover accommodation costs. Participants must also pay for any additional services when checking out of the hotel. 

5. TRANSPORTATION

No transportation will be organised or costs covered by SUKL. The participants are advised to use either public transport or a taxi. Duration of the transportation shall take up to 30 minutes when using taxi or 45 minutes when using public transport from the Prague airport.

Please follow detailed instructions on transportation to/from the hotel under the following link: http://www.cpcastle.com/en/transportation .
6. PROGRAMME

Upon your arrival a welcome drink will be served on 18th of April from 7 pm to 10 pm at the hotel Restaurant Senses.

The training will take place in the Congress Hall.
Coffee breaks and lunches will be organised in compliance with the programme at the meeting venue. Coffee, tea and refreshments will be served in the foyer in front of the Congress Hall, lunch will be served at the hotel Restaurant Senses.
The participants are also invited to a social event scheduled for the evening on 19th of April. 
7. INTERPRETATION
In accordance with the traditional practice at this event, the working language will be English – no interpretation provided. 

8. CONTACTS

In case of any questions relating to the meeting please send us an email to praguetraining@sukl.cz or contact us via phone: Mrs. Blanka Hirschlerova +420 272 185 205 and Ms. Lenka Balazova +420 272 185 203. 
