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Workshop on drug policy, new pharmaceutical procedures in EC, 

Hall “Maxima” (St. Ekaterina - University Hospital), Penzo Slaveikov Str. 52 
Sofia, 18 - 19 April, 2007

Chairman: Burkhard Sträter, Attorney at Law

18 of April 2007

8.45 Opening 

· Parliament – Health Commission

· Ministry of Health - Minister/Vice-minister

· Medical University (Sofia) -  Prof. V. Ovcharov, rector

· Faculty of Public Health (MU-Sofia) - Prof. Z. Vodenicharov, dean

· Faculty of Pharmacy (MU-Sofia) - Prof. St. Nicolov, dean

· Bulgarian Drug Agency 

New European pharmaceutical Legislation in 2005 
9.00 
General Principles - Major changes in the

         
pharmaceutical legislation in 2005:
· The New Decentralised Procedure – global marketing authorization;

-
Introduction of the European reference drug product;

· Implementation of the decree “Sunset”;
· Procedures for transparency.

Dr. S. Keitel, BfArM
9.45   
Experience in the implementation of the new European pharmaceutical legislation - in data exclusivity and transparency rules.

B. Sträter, Attorney at Law

10.15 
Challenges and advantages in the pharmaceutical legislation 2005 for generics.     

 
Dr. T. Benisheva, Faculty of Public Health
10.45-11.15 Coffee Break 

EU Marketing Authorisation (MRP+DP+CMD/h/)

11.15 
Industry regulatory perspectives - Challenges for generics in the new European environment.

Dr. Th. Faust, Hexal AG
12.00 
Presentation and discussion of the Guideline 


“Potential risk to public health” concerning medicines.

Dr. B. Lehmann, BfArM
Discussion

13.00 – 14.00 LUNCH

14.00 
CMD(h) Procedures and challenges – one year experience.


Dr. P. Bachmann, BfArM

14.45 
An industry perspective/Challenges for the implementation of the pharmaceutical Review 2005 in Bulgaria. 
Dr. A. Mladenov, Bulgarian pharmaceutical industry

15.10  Ten years European regulatory frame for changing the classification of the medical product (OTC-Switch) for human use. (analysis and Member State examples)

Dr. I. Getov, Dr. G. Petrova, Faculty of Pharmacy
15.30 – 16.00 Coffee Break 
Pharmacovigilance   
16.00  European Legislation - Changes in the Pharmacovigilance system in the Review 2005.

17.30 New Pharmacovigilance obligations in the authorisation procedures:

· The Pharmacovigilance System

· The Risk Management System (ICH E2E)

    
Dr. A. Thiele, BfArM; Dr. B. Borissov,  Prescriptia Ltd
___________________________________________________________________________

19 April, 2007

Clinical Trials 

9.00 
Paediatric Medicines – the European regulatory framework, objective for the Regulation, Committee for clinical trials 

The new Pediatric Regulation - Establishment and Role of the Pediatric Committee

Dr. D. Brasseur, Belgium
10.30 -11.00 Coffee Break 

Directive for clinical trials

11.00 
The EU Clinical Trial Directive – legal background


Dr. B. Lehmann, BfArM

11.30 
The authorization procedure for clinical trials – implementation in Germany


Dr. H. Krafft, PEI

12.30 – 13.30 LUNCH

13.30 
Paediatric Medicines – the European regulatory


frame, objective for the Regulation
· System of Incentives for paediatric research; 

· Extension of Supplementary Protection Certificate, Data exclusivity for Paediatrics Marketing Authorization – PUMA

 RA. B. Sträter, Attorney at Law

· Consequences for drug development
  Dr. K. Rose, Roche, Basel


14.30 
Panel Discussion

· Changes in the EU Pharmaceutical Legislation – chances and challenges for the Pharmaceutical Industry in Bulgaria 

15. 00 
Closing Remarks

