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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:  9 000 000 


	Agency Information

	2. Agency title and contact details
	Name: Medical Products Agency


Address: Box 26 / 751 03 Uppsala/ Sweden

Phone: + 4618174600
            Fax: + 4618548566

E-mail: registrator@mpa.se


	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:Christer Backman


Phone: 4618172619
  Mobile: +46 705 65 12 16
  Fax:      

E-mail: christer.backman@mpa.se


	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: 1 July -90


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): Contr Alc & Narc

	


Information updated on:  

090513


	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:
090513


	Human Resources

	10. Total Number of Employees:570
    Full Time: 552    Part-Time: 8
   Full-Time equivalence: 494

Outsourced activities:none
 

	11. Identification of Internal Experts
	Total Number:      


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      88
     FORMCHECKBOX 
 Pre-clinical      20
     FORMCHECKBOX 
 Clinical         40


 FORMCHECKBOX 
 Species    6
     FORMCHECKBOX 
 Inspections   18
     FORMCHECKBOX 
 Ecotoxicity   3

 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance 28
                       

 FORMCHECKBOX 
 Others     Please specify which: 5 Patient info, 4 statistics
 

	12. Identification of External Experts (including outsource)
	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:      


	Funding

	13. Funding
	 FORMCHECKBOX 
 Budget (state budget)                      % of budget: 8


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

 FORMCHECKBOX 
 Other      Please specify which:      






	14. Total of expenses (Euros)


	2006: 38.872.200

	2007: 43.546.400


	15. Total of revenues (Euros)
	2006: 43.052.100

	2007: 45.489.000


	Activities

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

Regulation and surveillance of the development, manufacturing and marketing of drugs and other medicinal products. Surveillance of  Medical Devices.     


	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):

MPA has internal experts in most areas of specialisation, on occasion external experts are drafted for specific assignments.



	Name of the person responsible for completing this questionnaire:
	Christer Backman

	Information updated on:          

090513


Head of Agency
Curriculum Vitae
	Name of Head of Agency:
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	Christina Rångemark Åkerman



	
	

	Academic / Professional title:
	M.D., Ph.D., Executive MBA



	
	

	Name of Agency:
	Medical Products 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: as above

Telephone: +4618174866
               Mobile:      
              Fax:      
     

E-mail: Christina.akerman@mpa.se



	Years within the agency:
	1


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

	2004  Executive MBA General management, Stockholm School of Economics
1994  PhD, faculty of Medicine, Gothenburg University

1994  Specialist in Clinical Pharmacology

1989  Authorised to practice the medical profession as a physician

1986  MD, Uppsala/Linköping University



	Professional experience 

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

	 Prior to the current position as Director General she had the position as Working Chairman of the board P.U.L.S. AB (Partners for Development Investments in Life Science Inc.) and before that as Executive Vice President Technology & Product Development, Orexo AB. 

Prior to joining Orexo, Dr Rångemark Åkerman held the position as Marketing Company President of AstraZeneca in the Philippines. Since 1995, she has held senior positions as Project Manager, Medical Director and Marketing Director at Hässle Pharmaceuticals and AstraZeneca Sweden.



	Specialisation

Please provide details (max. 300 characters):

	 Clinical pharmacology


	Member of any HMA Working Group:
	Ad hoc group on resources for MRP/DCP

	Information updated on: 
090513
        


Regular Representative at HMA Meetings
Curriculum Vitae
	Name of the regular representative at HMA meetings:
	
	(Clean this field and insert the photo here)

Recommended 100x100 pixels

	 Henrik Holst

	
	

	Academic / Professional title:
	Associate Professor,

	
	

	Name of Agency:
	Medical Products 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: As above

Telephone: + 46 18 17 4
               Mobile: 
E-mail: henrik.holst@mpa.se



	Years within the agency:
	11


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

	Associate professor (2002),  PhD Clinical Chemistry (1994), Swedish University of Agricultural Sciences, Veterinary degree in 1987



	Professional experience 

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

	 Head of Veterinary Section at MPA in 2003-ongoing, Clinical assessor at MPA 1997-2002, Assistand professor at Department of Clinical Chemistry, Swedish University of Agricultural Sciences 1995-1997,  


	Specialisation

Please provide details (max. 300 characters):

	 Clinical chemistry, endotoxins, swine medicine , 


	Member of any HMA Working Group:
	
	Information updated on: 

090513
        


Regular Representative at HMA Meetings

Curriculum Vitae
	Name of the regular representative at HMA meetings:
	
	(Clean this field and insert the photo here)

Recommended 100x100 pixels

	 Christer Backman

	
	

	Academic / Professional title:
	LL.M.

	
	

	Name of Agency:
	Medical Products 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: As above

Telephone: +46 18172619
               Mobile: 
E-mail: christer.backman@mpa.se



	Years within the agency:
	14


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

	Master of Law (1977)



	Professional experience 

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

	 EU-coordinator and policy advisor at MPA (since 2006), Desk officer at European Commission, F2 in Brussels (2008), Head of Regulatory Administration MPA (1998-2006), Legal Affairs MPA (1994-1998), Law firm Christer Backman AB/HB, (1992-1994)

Member of CMD(h), Pharmaceutical Committee, Standing Committee, former member of NTA, CMD(v), QRD.



	Specialisation

Please provide details (max. 300 characters):

	 Regulatory and law.


	Member of any HMA Working Group:
	
	Information updated on: 

090513
        


2

4
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