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	Country Information

	1. Country identification and size of population
	 FORMCHECKBOX 
 AT      FORMCHECKBOX 
BE      FORMCHECKBOX 
 BG      FORMCHECKBOX 
 CY      FORMCHECKBOX 
 CZ      FORMCHECKBOX 
 DE      FORMCHECKBOX 
 DK      FORMCHECKBOX 
 EE      FORMCHECKBOX 
 EL      FORMCHECKBOX 
 ES

 FORMCHECKBOX 
 FI       FORMCHECKBOX 
 FR     FORMCHECKBOX 
 HU      FORMCHECKBOX 
 IE        FORMCHECKBOX 
 IS       FORMCHECKBOX 
 IT        FORMCHECKBOX 
 LI        FORMCHECKBOX 
 LT       FORMCHECKBOX 
 LU     FORMCHECKBOX 
 LV

 FORMCHECKBOX 
 MT     FORMCHECKBOX 
NL      FORMCHECKBOX 
 NO      FORMCHECKBOX 
 PL       FORMCHECKBOX 
 PT      FORMCHECKBOX 
RO       FORMCHECKBOX 
SE       FORMCHECKBOX 
 SI       FORMCHECKBOX 
 SK      FORMCHECKBOX 
 UK     
Population size:  10 000 000


	Agency Information

	2. Agency title and contact details
	Name: State Institute for Drug Control


Address: Srobarova 48 100 41 Prague 10 Czech Republic

Phone: +420 272185111
            Fax: +420 271 732 377

E-mail: posta@sukl.cz


	3. Head of Agency contact details 
	Acting Head (from 23/2/2012 until the new Head is appointed) – MD. Jiří Deml
Deputy Director for Regulatory Affairs

Phone: (+420) 272 185 870

jiri.deml@sukl.cz


	4. Regular Representative at HMA Meetings
	Head of Agency

	5. Contact Person for HMA Issues
	Name: Lenka Balážová
Phone: +420 272 185 203  Mobile: +420 725 557 098  Fax: +420 272 739 995
E-mail: lenka.balazova@sukl.cz

	6. Type of agency / entity
	 FORMCHECKBOX 
 Independent body

 FORMCHECKBOX 
 General Directorate. Please specify which Ministry:


 FORMCHECKBOX 
 Other, please specify:      


	7. Date of establishment of the Agency
	Date: 1997


Please provide any complementary information you may consider relevant: 



	8. Areas of competence

 FORMCHECKBOX 
 Human medicinal products   

 FORMCHECKBOX 
 Veterinary medicinal products
 FORMCHECKBOX 
 Medical Devices
 FORMCHECKBOX 
 Cosmetics

 FORMCHECKBOX 
 Others (please specify): tissues and cells, licensing of blood establishments, pricing and reimbursement of pharmaceuticals
	


Information updated on:  29.2.2012
	9. Responsibilities
	Human
	Veterinary
	Medical Devices
	Cosmetics

	
	Pharmacological (incl. chemical and biological/biotech)
	Immunological
	Homeopathic
	Blood products
	Herbals
	Advanced therapies
	Pharmacological
	Immunological
	Homeopathic
	Blood products
	
	

	Authorisation / registration
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Clinical Trials / Investigation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Pharmacovigilance / Vigilance / Surveillance
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Inspection /

Compliance
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Quality Control
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Batch release
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Pricing
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Health Technology Assessment (HTA) / Reimbursement
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Regulatory and scientific advice
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Information to patients
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Information to healthcare professionals
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Advertising control
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Residues monitoring
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Designation and supervision of Notified Bodies
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other (please specify)
	     



Information updated on: 29.2.2012
	Human Resources

	10. Total Number of Employees:   327
    Full Time:  281    Part-Time:  46
   Full-Time equivalence: 310

Outsourced activities: PR, some of IT projects      
 

	11. Identification of Internal Experts
	Total Number: 

	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality           
     FORMCHECKBOX 
 Pre-clinical           
     FORMCHECKBOX 
 Clinical              


 FORMCHECKBOX 
 Species         
     FORMCHECKBOX 
 Inspections        
     FORMCHECKBOX 
 Ecotoxicity        

 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance      
                       

 FORMCHECKBOX 
 Others     Please specify which:      
 

	12. Identification of External Experts (including outsource)
	Total Number:  17,6 FTE

	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality           
     FORMCHECKBOX 
 Pre-clinical           
     FORMCHECKBOX 
 Clinical              


 FORMCHECKBOX 
 Species         
     FORMCHECKBOX 
 Inspections        
     FORMCHECKBOX 
 Ecotoxicity        


 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance      
                       

 FORMCHECKBOX 
 Others     Please specify which:      


	Funding

	13. Funding
	 FORMCHECKBOX 
 Budget (state budget)      % of budget: 7,1    

 FORMCHECKBOX 
 Fees (Industry fees/taxes)% of budget: 92,9


 FORMCHECKBOX 
 Other  Please specify which:      






	14. Total of expenses (Euros)


	2009: 17,5 mill.       

	2010: 15 mill.       

	15. Total of revenues (Euros)
	2009:  12,5 mill.      

	2010: 12,5 mill.         



	Activities

	16. Mission of the organisation:

The Institute has established the following strategic objectives: 

·  It provides services and activities in the sphere of human pharmaceuticals at a high standard, in the shortest periods practicable, and without creating barriers to the use of pharmaceuticals.   

· It proactively harmonises inconsistencies in differing regulations set forth by the Institute or by another regulator for identical or interchangeable objects of regulation.

· By its increased activity in the sphere of surveillance over advertising and illegal handling of pharmaceuticals and by its increased interest in the quality and applicability of information about authorised medicinal products for patients it contributes to the autonomy of the users of pharmaceuticals in the process of care for their own health and in their decision-making about the use of pharmaceuticals based on information about the effects as well as risks of the treatment. 

·  It ensures the administration of data repository for electronic prescription, with the objective to support pharmacovigilance activities and potential interventions of the Institute in protecting individuals and the public from pharmacotherapeutic risks.  

·  It evaluates the effectiveness of the regulatory system by means of periodic reviews of indicators of various activities of its branches and the evaluation of customer and partner satisfaction. 

·  It provides services and activities in compliance with the principles governing the quality management system consistently with the requirements stipulated by the ČSN EN ISO 9001:2001 standard and, in the area of control laboratories, by the ČSN EN ISO/IEC 17025 standard. 

·  It develops the previously established information security system in compliance with the ČSN ISO/IEC 27001:2005 standard.

· It develops information support for the state administration and for the public with the objective to eliminate lack of awareness of the drug policy and current situation in handling pharmaceuticals. 

·  It proactively presents the achieved objectives and forms a positive image of the Institute for the key regulation stakeholders and for the public. 

· It strives for international recognition of its activities within the scope of cooperation among the medicines agencies in the EU and the EU structures associated with the future Czech presidency in the Council of Europe. In this respect, the active involvement of representatives of the Institute in international cooperation within the European Community and worldwide is being encouraged. 

· It increases the qualification of its employees to a standard necessary for the conduct of expert activities; it encourages the enhancement of professional competencies and permanent professional growth of staff by verification of their needs and implementation of training plans. 

· It fulfills the Policy by means of suitable motivation tools for the employees who are the primary source for the achievement of the Institute’s tasks.

	17. Complementary information
	In the case you may consider it useful, please provide complementary information which could clarify any of the issues mentioned above or any specific understanding of your agency on any specific issue or activity (max 200 characters):

     



	Name of the person responsible for completing this questionnaire:
	Lenka Balážová

	Information updated on:          

29.2.2012


Head of Agency
Curriculum Vitae
	Name of Head of Agency:
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	 Martin Beneš

	
	

	Academic / Professional title:
	PharmDr.

	
	

	Name of Agency:
	State Institute for Drug Control

	
	


	Country:  

	 FORMCHECKBOX 
 AT      FORMCHECKBOX 
BE      FORMCHECKBOX 
 BG      FORMCHECKBOX 
 CY      FORMCHECKBOX 
 CZ      FORMCHECKBOX 
 DE      FORMCHECKBOX 
 DK      FORMCHECKBOX 
 EE      FORMCHECKBOX 
 EL      FORMCHECKBOX 
 ES       FORMCHECKBOX 
 FI       FORMCHECKBOX 
 FR     FORMCHECKBOX 
 HU      FORMCHECKBOX 
 IE        FORMCHECKBOX 
 IS      

 FORMCHECKBOX 
 IT        FORMCHECKBOX 
 LI        FORMCHECKBOX 
 LT       FORMCHECKBOX 
 LU     FORMCHECKBOX 
 LV       FORMCHECKBOX 
 MT     FORMCHECKBOX 
NL      FORMCHECKBOX 
 NO      FORMCHECKBOX 
 PL       FORMCHECKBOX 
 PT      FORMCHECKBOX 
RO       FORMCHECKBOX 
SE       FORMCHECKBOX 
 SI       FORMCHECKBOX 
 SK      FORMCHECKBOX 
 UK     
     


	Contact  details:

	Address: Srobarova 48, 100 41 Prague 10, Czech Republic
Telephone:+ 420  272 185 835               Mobile:      
              Fax: +420 272 739 995     

E-mail: sekr.red@sukl.cz


	Years within the agency:
	1


	Education (Institution, area/field pf expertise, country, date) (max. 300 characters)::

	1985 – Charles University, Faculty of Pharmacy Hradec Králové – graduate diploma work
1988 -  Charles University, Faculty of Pharmacy Hradec Králové- PharmDr. Degree – pharmacology, toxicology,

            pharmaceutical chemistry, 

1988 -  Institute for postgraduate education of physicians and pharmacists, Prague-postgraduate diploma Pharmacy I. 2002 -  Institute for postgraduate education of physicians and pharmacists, Prague-postgraduate diploma
            Radiopharmacy



	Professional experience 

(Institution/company, country, position, date. Please provide only information on your current and last 2 jobs). (max. 400 characters):

	 From 01. 2007 – State Institute for Drug Control  - director
2006 – Masaryk Memorial Cancer Institute  Brno, pharmacy director
1989 – 2005 Research Institute for Clinical and Experimental Oncology Brno, research worker
1986-1989 Regional Institute for Health care of South Moravia, Brno, pharmacist


	Specialisation

Please provide details (max. 300 characters):

	Certificate in  pharmacy   - 1988

Certificate in  radiopharmacy) - 2002




	Member of any HMA Working Group:
	     

	Information updated on: 
     
        


2

3
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