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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:  11 000 000


	Agency Information

	2. Agency title and contact details
	Name: National Organization for Medicines 


Address: 284 Messogion Street , 15562 Cholargos 

Phone: 302106507200
            Fax: 302106547202

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: Catherine Moraiti


Phone: 302106507216, 209
  Mobile:      
  Fax:302106549586

E-mail : ytountas@med.uoa.gr, kmoraiti@eof.gr


	6. Type of agency / entity
	 FORMCHECKBOX 
 Independent body

 FORMCHECKBOX 
 General Directorate. Please specify which Ministry:      


 FORMCHECKBOX 
 Other, please specify: Public entity of Ministry of Health


	7. Date of establishment of the Agency
	Date: 1983


Please provide any complementary information you may consider relevant: 

Act of law 1316/83

	8. Areas of competence

 FORMCHECKBOX 
 Human medicinal products   

 FORMCHECKBOX 
 Veterinary medicinal products
 FORMCHECKBOX 
 Medical Devices
 FORMCHECKBOX 
 Cosmetics

 FORMCHECKBOX 
 Others 

     (please specify): Food Supplements special dietary products Biocides 
	


Information updated on:  

31-01-2012


	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:
31-01-2012


	Human Resources

	10. Total Number of Employees:234
    Full Time: 234
    Part-Time: 0
   Full-Time equivalence:      

Outsourced activities: Networking and Internet Access (ISP: Democritos)    
 

	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:      


	
	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:     


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

 FORMCHECKBOX 
 Other      Please specify which: 
Fines 





	14. Total of expenses (Euros)


	2006:  *    

	2007:  *    


	15. Total of revenues (Euros)
	2006:  *    

	2007:  *    

* Since the Agency’s logistics are governed by the Public Logistics of the Greek Government cannot be presented here 

	Activities

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

The National Organization for Medicines (EOF) was established in 1983, with Act 1316, and is a public entity of the Ministry of Health.
EOF mission is to ensure public health and safety with regard to the following products, marketed in Greece:
· medicinal products for human and veterinary use 

· medicated animal foods and food additives 
· foodstuffs intended for particular nutritional uses and food supplements 
· biocides 
· medical devices 
· cosmetics 
Within the framework of its mission, EOF, in co-operation with the European Union, performs the following tasks: 
· Evaluates and authosizes new, safe and efficient health related products. 
· Monitors the post-marketing product quality, safety and efficancy. 
· Monitors product manufacturing procedures, clinical studies and the marketing of products, in order to ensure compliance with good manufacturing, laboratory and clinical practice, as well as with the existing legislation regarding the marketing, distribution, commercialization and advertising of the products. 
· Develops and promotes medical and pharmaceutical research. 
· Provides health scientists, competent authorities, and the general public with objective and useful information regarding medicines (for human or veterinary use) and other products, in order to ensure their rational use and provide an assessment of their cost-effectiveness. 


	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:
	     

	Information updated on:          

31-01-2012



Head of Agency
Curriculum Vitae
	Name of Head of Agency:
	
	(Clean this field and insert the photo here)

Recommended 100x100 pixels

	 Yannis Tountas     

	
	

	Academic / Professional title:
	MD, MPH, PhD

	
	

	Name of Agency:
	National Organisation for Medicines Greece (EOF)

	
	


	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:  284 Messogion Avenue, Athens 15562    

Telephone: 302106507216
               Mobile:      
              Fax: 302106549586
     

E-mail: ytountas@med.uoa.gr 



	Years within the agency:
	2


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

	· Bachelor of Biology (Harvard University, 1974)

· Medical degree (University of Athens, 1979)

· Doctoral degree (University of Athens, 1981)

· Specialization in Internal Medicine (University of Athens, 1984)

· Master of Public Health (Harvard University, 1985)

· Specialization in Social Medicine (University of Athens, 1986)



	Professional experience 

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

	· Associate Professor of Social Medicine, Athens University, Medical School (2002- )

· Director of Health Services Research Center, Department of Hygiene & Epidemiology, Athens University (1999-)

· President of the Hellenic Society for Health Promotion and Education (1987-)

· Director of the Institute of Social and Preventive Medicine (1989-2010)

· Member of the Board of Trustees of the International Union for Health Promotion and Education (1998- 2002)

· Publisher of the journal «New Health» (1990-2010)

· Director of the Master Degree Studies in “Health Promotion and Education”, Medical School, Athens, University (2004-)

· Director of the course «Health Services», Medical School, Athens University, (1999-)

· President – General Director of First Regional Health Care and Welfare System of Attica (2003-2004)
· Chairman of the Governance Board of the International Network of Health Promoting Hospitals and Health Services (2008-2010)

· National Representative of the Health Committee, OECD Health Data National Correspondents and Health Accounts Experts (2008-2010)

· President of National Organization for Medicines (2010-)

· Deputy President of Hellenic Centre for Disease Control & Prevention (2010-)

· Member of Central Health Council (2010-)



	Specialisation

Please provide details (max. 300 characters):

	


	Member of any HMA Working Group:
	     

	Information updated on: 
31-01-2012        


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

	 Katerina Moraiti

	
	

	Academic / Professional title:
	Dr

	
	

	Name of Agency:
	National Organisation for Medicines Greece (EOF)

	
	


	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: 284 Messogion Avenue, Athens 15562

Telephone: 
E-mail: kmoraiti@eof.gr


	Years within the agency:
	


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

	BSc from School of Pharmacy , University of Athens, 

PhD in Biochemistry  

Fellow in University of Western Ontario,Canada


	Professional experience 

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

	32 years in National Organization for medicines working as analyst ,assessor,member of scientific Committees )
Todays ‘position :Head of E valuation Division 

Expert in Eu Committees and working groups for 27 years .


	Specialisation

Please provide details (max. 300 characters):

	 Evaluation/assessment, legislative issues of medicinal products 


	Member of any HMA Working Group:
	Member of CMD(h)
	Information updated on: 




2

5
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