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Heads of Medicines Agencies




	Continuous Development of HMA Co-operation

Questionnaire / Profile





	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:  8 300 000


	Agency Information

	2. Agency title and contact details
	Name:  Austrian Medicines & Medical Devices Agency  


Address: Traisengasse 5, 1200 Wien, Austria

Phone: 435055536000
            Fax: 435055536009

E-mail:


	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: Christa Wirthumer-Hoche, DI.Dr.


Phone: + 435055536500  Mobile: +436648398149  Fax: + 435055536508

E-mail: christa.wirthumer-hoche@ages.at


	6. Type of agency / entity
	 FORMCHECKBOX 
 Independent body

 FORMCHECKBOX 
 General Directorate. Please specify which Ministry:      


 FORMCHECKBOX 
 Other, please specify: Limited Company owned by Government


	7. Date of establishment of the Agency
	Date: 01.01.2006


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): 
	


Information updated on:  

16-03-2012


	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:
16-03-2012
	Human Resources

	10. Total Number of Employees:398
    Full Time: 337
    Part-Time: 61
   Full-Time equivalence:      

Outsourced activities:Some assessments (Paediatrics, Clinical)
 

	11. Identification of Internal Experts
	Total Number: 256


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      32
     FORMCHECKBOX 
 Pre-clinical      6
     FORMCHECKBOX 
 Clinical         33


 FORMCHECKBOX 
 Species    6
     FORMCHECKBOX 
 Inspections   42
     FORMCHECKBOX 
 Ecotoxicity        

 FORMCHECKBOX 
 Residues  
     FORMCHECKBOX 
 Pharmacovigilance 28
                       

 FORMCHECKBOX 
 Others     Please specify which: OMCL 50, Biostat 2, Reg 40, Her 6, MD 9
 

	12. Identification of External Experts (including outsource)
	Total Number: 34


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      8
     FORMCHECKBOX 
 Pre-clinical           
     FORMCHECKBOX 
 Clinical         26


 FORMCHECKBOX 
 Species     1         FORMCHECKBOX 
 Inspections        
     FORMCHECKBOX 
 Ecotoxicity        


 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance      
                       

 FORMCHECKBOX 
 Others     Please specify which:      


	Funding

	13. Funding
	 FORMCHECKBOX 
 Budget (state budget)                      % of budget: 2,7%


 FORMCHECKBOX 
 Fees (Industry fees/taxes)               % of budget: 97,3%

 FORMCHECKBOX 
 Other      Please specify which:      






	14. Total of expenses (Euros)


	2011: 36,6 Mio.

	2012: not yet available

	15. Total of revenues (Euros)
	2011: 36,6 Mio.

	2012: not yet available

	Activities

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

Contribute towards developing the general framework of public health, food safety, and consumer health protection both at an Austrian and European Level


	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):

     

We are the National Competent Authority for medicinal products and medical devices and a partner to competent authorities and agencies throughout Europe. 


	Name of the person responsible for completing this questionnaire:
	Christa Wirthumer-Hoche

	Information updated on:          

16-03-2012



Head of Agency
Curriculum Vitae
	Name of Head of Agency:
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	 Marcus Muellner

	
	

	Academic / Professional title:
	Dr.

	
	

	Name of Agency:
	Austrian Medicines & Medical Devices Age

	
	


	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: Traisengasse 5, 1200 Wien, Austria

Telephone: + 435055536000               Mobile:      
              Fax: + 435055536009
     

E-mail: marcus.muellner@ages.at



	Years within the agency:
	6


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

	MD at the Vienna Medical University, Austria, 1985 - 1993

Training and Consultant for Internal Medicine & Intensive Care, Vienna Medical University 1993 - 2004
MSc in Epidemiology, University College of London, 2002




	Professional experience 

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

	 Head of the Austrian Medicines & Medical Devices Agency

National Expert in Secondement, European Medicines Agency, Sector for Scientific Advice and Orphan Drugs, 2004 - 2005

Associate Professor of Internal Medicine, Vienna Medical University, since September 1999



	Specialisation

Please provide details (max. 300 characters):

	 General Internal Medicine

Intensive Care

Clinical Epidemiology



	Member of any HMA Working Group:
	Chair of TSG - (Telematic Support Group)

	Information updated on: 
16-03-2012
        


Regular Representative at HMA Meetings
Curriculum Vitae
	Name of the regular representative at HMA meetings:
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	 Christa Wirthumer-Hoche

	
	

	Academic / Professional title:
	DI.Dr

	
	

	Name of Agency:
	Austrian Medicines & Medical Devices Age

	
	


	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: Traisengasse 5, 1200 Wien, Austria

Telephone: 435055536500
               Mobile: 436648398149
              Fax: 435055536508
     

E-mail: christa.wirthumer-hoche@ages.at



	Years within the agency:
	6


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

	1975 – 1981 Biochemistry, Technical University, Vienna, field of expertise - analytical chemistry

1981 – 1983  doctoral thesis at the Institute for Medical Physiology        



	Professional experience 

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

	 1983 - 1998  Austrian National Institute for Quality Control of Drugs, Quality assessor, later also expert for regulatory affairs 

1998 - 2005  Austrian Federal Ministry of Health and Women, Head of the Licensing Division for medicinal products, in the Unit for Pharmaceutical Affairs

Since 1.1.2006 Head of the Unit for MA and Lifecycle Management of MPs and Deputy Head of AGES PharmMed.



	Specialisation

Please provide details (max. 300 characters):

	 Regulatory affairs expert - MA and life cycle management of medicinal products.

Member in CMD-h, NTA, eCTD interlinking, Pharmaceutical Committee…  



	Member of any HMA Working Group:
	Task force on resources for MRP/DCP, Office of Trainning Steering Group (OTSG), Chair fo the WG on ASMF Procedures

	Information updated on: 

16-03-2012       


2

6
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