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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:  80 000 000


	Agency Information

	2. Agency title and contact details
	Name: Paul-Ehrlich-Institut, Federal Institute for Vaccines and Biomedicines


Address: Paul-Ehrlich-Strasse 51-59, 63225 Langen, Germany

Phone: +49 6103 770
            Fax: +49 6103 771240

E-mail: pei@pei.de


	3. Head of Agency contact details 
	Prof. Dr. Klaus Cichutek. See Page 4 


	4. Regular Representative at HMA Meetings
	Prof. Dr. Klaus Cichutek


	5. Contact Person for HMA Issues
	Name: Dr. Lotte Dahl 


Phone: +496103772131
  Mobile:   Fax: +49 6103 771240

E-mail: director@pei.de

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


 FORMCHECKBOX 
 Other, please specify:


	7. Date of establishment of the Agency
	Date: 
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):

	Most Biologicals. 

Medical devices: In Vitro diagnostics


Information updated on:  

06.04.10


	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)
	Marketing authorization of Blood Components. Experimental research: Bacteriology, Virology, Immunology, Allergology, Medical Biotechnology.



Information updated on:

	Human Resources

	10. Total Number of Employees:720
    Full Time: 504
    Part-Time: 216
   Full-Time equivalence: 632

Outsourced activities:     
 

	11. Identification of Internal Experts
	Total Number: 119 (See note under Item 17.)


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      86
     FORMCHECKBOX 
 Pre-clinical      46
     FORMCHECKBOX 
 Clinical         63


 FORMCHECKBOX 
 Species    11
     FORMCHECKBOX 
 Inspections   52
     FORMCHECKBOX 
 Ecotoxicity   1

 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance 34
                       

 FORMCHECKBOX 
 Others     Please specify which: 3 in Regulatory Affairs
 

	12. Identification of External Experts (including outsource)
	Total Number: 29 (See note under Item 17.)



	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      8
     FORMCHECKBOX 
 Pre-clinical      3
     FORMCHECKBOX 
 Clinical         21


 FORMCHECKBOX 
 Species    1
     FORMCHECKBOX 
 Inspections   7
     FORMCHECKBOX 
 Ecotoxicity   


 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance 2
                       

 FORMCHECKBOX 
 Others     Please specify which:


	Funding

	13. Funding
	 FORMCHECKBOX 
 Budget (state budget)                      % of budget: 70


 FORMCHECKBOX 
 Fees (Industry fees/taxes)               % of budget: 30

 FORMCHECKBOX 
 Other      Please specify which: 3rd party funds for research and other special  projects


	14. Total of expenses (Euros)


	2010: 56 Mio Euro

	2011: 60 Mio Euro


	15. Total of revenues (Euros)
	2010: 24 Mio Euro

	2011: 27 Mio Euro


	Activities

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

We use our knowledge and expertise to ensure the safety, efficacy and quality of biological medicinal products as well as for ensuring their availability and new developments


	17. Complementary information
	Notes on Item 10 and 11 (Human resources):

The figures for the experts are approximate. 

PLEASE NOTE: Most experts cover more than one field and are therefore represented in several categories. The total number reflects the total number of experts (persons). 

 


	Name of the person responsible for completing this questionnaire:
	     Lotte Dahl

	Information updated on:          

28.02.12




Head of Agency
Curriculum Vitae
	Name of Head of Agency:
	
	[image: image1.png]A h





	Klaus Cichutek

	
	

	Academic / Professional title:
	     Prof. Dr.

	
	

	Name of Agency:
	
	
	


	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:      Paul-Ehrlich-Strasse 51-59, 63225 Langen, Germany

Telephone: +496103771000
               Mobile:      
              Fax:      +49 6103 771240
     

E-mail: 


	Years within the agency:
	24


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

	Education and career

1984 PhD in biochemistry
1985-88 Postdoctoral fellowship at the University of California, Berkeley, USA.
1988 Head of the research group “Molecular Biology” at the Paul-Ehrlich-Institut, subsequently head of the division “Medical Biotechnology”. Since 2001, Vice President.
apl. Professor of Biochemistry at the Goethe University in Frankfurt/Main. 




	Professional experience 

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

	Since 1988 employed at the Paul-Ehrlich-Institut. Firstly as Head of the research group “Molecular Biology”, subsequently head of the division “Medical Biotechnology”.

In 2001 appointed as Vice President of the Paul-Ehrlich-Institut and since Dec. 2009, as President.



	Specialisation

Please provide details (max. 300 characters):

	Biomedicines including the ATMPs and DNA/vector vaccines, gene transfer, retrovirology, 
From ca 2000 until 2009, Chairman of the Commission of the Somatic Gene Therapy at the German Medical Association, Chairman of the GTWP, Co-chairman of the ICH Gene Therapy Discussion Group. 

Board member of the European Society of Gene and Cell Therapy (ESGCT) 


	Member of any HMA Working Group:
	     BEMA SG 

	Information updated on: 
     28.02.12
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