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Heads of Medicines Agencies




	Continuous Development of HMA Co-operation
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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:       81.772.000


	Agency Information

	2. Agency title and contact details
	Name: Federal Institute for Drugs and Medical Devices (BfArM)


Address: Kurt-Georg-Kiesinger-Allee 3, 53175 Bonn, Germany

Phone: +49 228 9930730
            
Fax: +49 228 993075207

E-mail: poststelle@bfarm.de


	3. Head of Agency contact details 
	Please fill CV below on page 4.

	4. Regular Representative at HMA Meetings
	Please fill CV below on page 5 (if needed).

	5. Contact Person for HMA Issues
	Name: Birgit Beckel


Phone: +49 228 207 3300
  Mobile:   Fax: +49 228 207 5514

E-mail: leitung@bfarm.de

	6. Type of agency / entity
	 FORMCHECKBOX 
 Independent body 
 FORMCHECKBOX 
 General Directorate. Please specify which Ministry:


 FORMCHECKBOX 
 Other, please specify: independent higher federal authority within the portfolio of the Federal Ministry of Health


	7. Date of establishment of the Agency
	Date:      1 July 1994


Please provide any complementary information you may consider relevant: 

The predecessor institute was founded on 1 July 1975.
The authority's seat was transferred from Berlin to Bonn in 2001 in the course of the Government's move to the Capital.

	8. Areas of competence
 FORMCHECKBOX 
 Human medicinal products   

 FORMCHECKBOX 
Veterinary medicinal products
 FORMCHECKBOX 
 Medical Devices
 FORMCHECKBOX 
 Cosmetics

 FORMCHECKBOX 
Others 

     (please specify): Narcotic Drugs

	


Information updated on:  

April 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:
     April 2012


	Human Resources

	10. Total Number of Employees: 1139
    Full Time: 742
    Part-Time: 397
   Full-Time equivalence: 964,19
Outsourced activities:      3 pharmacovigilance centres
 

	11. Identification of Internal Experts
	Total Number: 248


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      82
     FORMCHECKBOX 
 Pre-clinical     29
     FORMCHECKBOX 
 Clinical         69


 FORMCHECKBOX 
 Species    
     FORMCHECKBOX 
 Inspections   8
     FORMCHECKBOX 
 Ecotoxicity   

 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance 19
                       

 FORMCHECKBOX 
 Others     Please specify which: Biostatistics/Bioequivalence 6, Legal service 19, Validation 6, legal traffic in narcotics and precursors 10

	12. Identification of External Experts (including outsource)
	Total Number: 20



	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      8
     FORMCHECKBOX 
 Pre-clinical      3
     FORMCHECKBOX 
 Clinical         3


 FORMCHECKBOX 
 Species    
     FORMCHECKBOX 
 Inspections   
     FORMCHECKBOX 
 Ecotoxicity   6


 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance
                       

 FORMCHECKBOX 
 Others     Please specify which:


	Funding

	13. Funding
	 FORMCHECKBOX 
 Budget (state budget)                      % of budget: 100


 FORMCHECKBOX 
  Fees (Industry fees/taxes)               % of budget: 0 
 FORMCHECKBOX 
 Other      Please specify which: 


	14. Total of expenses (Euros)


	2010: 

	2011: 


	15. Total of revenues (Euros)
	2010: 

	2011: 


	Activities

	16. Mission of the organisation (max. 200 characters):

Protection of human health is our highest goal. We therefore strive together towards guaranteeing the best possible provision of medicinal products and medical devices to the general public.

	17. Complementary information
	Note on Item 11 and 12 (Human resources):

The figures for the experts are approximate. 

     



	Name of the person responsible for completing this questionnaire:
	     Sabine Mayrhofer

	Information updated on:          

April 2012



Head of Agency
Curriculum Vitae
	Name of Head of Agency:
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	Walter Schwerdtfeger

	
	

	Academic / Professional title:
	     Prof. Dr.

	
	

	Name of Agency:
	     BfArM

	
	


	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:       Kurt-Georg-Kiesinger-Allee 3, 53175 Bonn, Germany

Telephone: +49 228 207 3204
               Mobile:                  Fax: +49 228 207 5514
     

E-mail:      leitung@bfarm.de



	Years within the agency:
	17 Months


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

	Johann Wolfgang Goethe-University, Frankfurt (Germany); Biology, Biochemistry; Doctor of Natural Sciences, 1977
  


	Professional experience 

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

	Paul-Ehrlich-Institute, Langen (Germany), Head of Unit, 1988-1992

Federal Ministry of Health, Bonn (Germany), Head of Division, 1992-2003, Deputy Director General, 2003-2010 
Federal Institute for Drugs and Medical Devices, Bonn (Germany), President, 2010 – present


	Specialisation

Please provide details (max. 300 characters):

	legislation on regulatory affairs 

neuroanatomy

medicinal hygiene
anti-viral drugs



	Member of any HMA Working Group:
	     

	Information updated on: 
2 April 2012        
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