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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: 59.131.287 (01.01.2007)

	Agency Information

	2. Agency title and contact details
	Name: General Directorate for Animal Health and Veterinary Medicinal Products
Address: Via Giorgio Ribotta, 5 – 00144 Rome
Phone: +39.06.5994.6584            Fax: +39.06.5994.6971
E-mail:  g.ferri@sanita.it

	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: Bonati Simonetta
Phone: +39.06.5994.6563    Mobile: +39.3204078011     Fax: +39.06.5994.6949
E-mail: s.bonati@sanita.it

	6. Type of agency / entity
	 FORMCHECKBOX 
 Independent body

 FORMCHECKBOX 
 General Directorate. Please specify which Ministry: Health Ministry
 FORMCHECKBOX 
 Other, please specify:      


	7. Date of establishment of the Agency
	Date: 10/05/2006
Please provide any complementary information you may consider relevant: 

(see point 17.) 

	8. Areas of competence

 FORMCHECKBOX 
 Human medicinal products   

 FORMCHECKBOX 
 Veterinary medicinal products
 FORMCHECKBOX 
 Medical Devices
 FORMCHECKBOX 
 Cosmetics

 FORMCHECKBOX 
 Others 

     (please specify): 
	


Information updated on:  

February  2012

	9. Responsibilities
	Human
	Veterinary
	Medical Devices

VET ONLY
	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

(dealt by another DG of the same department)


	 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:
February 2012

	Human Resources

	10. Total Number of Employees(office IV+V):25+7    Full Time: 24+7    Part-Time: 1+0   Full-Time equivalence: 0+0
Outsourced activities:0+0 

	11. Identification of Internal Experts
	Total Number: 31(per area of expertise) – equivalent to 15 persons


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      5
     FORMCHECKBOX 
 Pre-clinical      4
     FORMCHECKBOX 
 Clinical         4


 FORMCHECKBOX 
 Species         
     FORMCHECKBOX 
 Inspections   6
     FORMCHECKBOX 
 Ecotoxicity   2

 FORMCHECKBOX 
 Residues  6
     FORMCHECKBOX 
 Pharmacovigilance 2     
                       

 FORMCHECKBOX 
 Others     Please specify which: Immunologicals  2
 

	12. Identification of External Experts (including outsource)
	Total Number: 31 (per area of expertise) – equivalent to 25 persons


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      6
     FORMCHECKBOX 
 Pre-clinical      6
     FORMCHECKBOX 
 Clinical         6


 FORMCHECKBOX 
 Species         
     FORMCHECKBOX 
 Inspections        
     FORMCHECKBOX 
 Ecotoxicity   1


 FORMCHECKBOX 
 Residues  6
     FORMCHECKBOX 
 Pharmacovigilance      
                       

 FORMCHECKBOX 
 Others     Please specify which: Immunologicals 6


	Funding

	13. Funding
	 FORMCHECKBOX 
 Budget (state budget)   )    € 46.005.488,00      % of budget:     


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

 FORMCHECKBOX 
 Other      Please specify which:      






	14. Total of expenses (Euros)


	2006:      

	2007:      


	15. Total of revenues (Euros)
	2006:      

	2007:      


	Activities

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

The General Directorate of Animal Health and Veterinary Medicinal Products (DGSAFV) is an executive branch of the Department for Veterinary Public Health, Food Safety and Collegial Bodies for Health Protection. Its objectives are to protect public health through prophylaxis and surveillance of infectious diseases, to promote animal protection and welfare and assure the safety of animal feedstuffs.  



	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):

     
The figures for the budget indicated above refers to the budget of the Direction general which includes the office responsible for authorisation of veterinary medicinal products (office IV) asnd the office for inspection and compliance to GMP (office V). Therefore office IV and V themselves cannot be identified as having their own budget, but rely, as all other offices of the direction general, from the DG budget. 
The figures for the human resources refer to office IV and V who are responsible for  Veterinary medicinal products (regulatory/inspection)


	Name of the person responsible for completing this questionnaire:
	Dr. Gaetana Ferri     

	Information updated on:          

February 2012


Head of Agency
Curriculum Vitae
	Name of Head of Agency:
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	 Gaetana Ferri
	
	

	Academic / Professional title:
	Dr.ssa
	
	

	Name of Agency:
	Health Ministry - General Directorate for Animal Health and Veterinary Medicinal Products
	
	


	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: Via Giorgio Ribotta, 5 – 00144 Rome
Telephone: +39.06.5994.6584               Mobile: +39.320.4329156              Fax: +39.06.5994.6971 

E-mail: g.ferri@sanita.it


	Years within the agency:
	1993


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

	Institution

University of Perugia - Italy
Date: (from – to)

1974 - 1979

Degree obtained:

Degree in Veterinary Medicine

Institution

University of Perugia - Italy
Date:(from – to)

1979

 Diploma obtained:

Professional qualification

Institution

Experimental Zooprophylactic Institute of Abruzzo and Molise- Italy  

Date: (from – to)

1980

 Diploma obtained:

Course on hygiene and health surveillance on fish products

Institution

Ecole Veterinaire d’alfort – Paris (France)
Date: (from – to)

1981

Diploma obtained:

Stage on exotic diseases of animals

Institution

University of Naples - Italy
Date: (from – to)

1981

Diploma obtained:

Postgraduate specialisation on food of animal origin inspection




	Professional experience 

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

	Date: (from / to)

1993 – present date

Location

Italy 

Company

MINISTRY OF HEALTH - Department for Veterinary Public Health, Food Safety and Collegial Bodies for Health Protection

Position

Director General – DG Animal Health and Veterinary Medicinal Products

Description

Responsible for following activities:

· Animal nutrition control supervision system;

· Veterinary Medicinal Products and Feed Additives

· Animal Welfare;

· Animal Identification;

· Animal disease monitoring;

· Eradication Plans;

· Relationships with Experimental Zooprophylactic  Institutes and Research bodies;

· OIE List A Animal Diseases;

· Crisis Unit for Epidemic Disease Emergencies and Contingency Plan Enforcement;

· Border Inspection Posts network

· Intra-community trade

Date: (from / to)

1987-1993
Location

Italy

Company

Experimental Zooprophylactic Institute of Lazio and Toscana
Position

Veterinary Assistant
Description

Responsible for milk quality planning and mastitis prophylaxis
Date: (from / to)

1981-1987
Location

Italy

Company

Health Ministry of Health – Directorate of Veterinary Health and Food 
Position

Veterinary Officer

Description

Employed in office VIII (Animal Welfare) and in office III (International Relationships) where she was appointed head of the office since 1st April 1986;

Responsible for the Border Inspection Posts of Fortezza And Campo di Trens.
Veterinary  expert in animal nutrition control systems and animal health, Expert in Veterinary Medicinal Products, Expertise in implementation of national control and supervision programs complying with EU requirements, Expert in Animal Identification. President of CSADS (ACCREDIA -FOOD SAFETY SECTOR)
Project Leader in five Twinning Project Contracts on these themes. Current project: Strengthening of Israeli Veterinary Inspection Authorities (for Animal Health)(SIVIA). 


	Specialisation

Please provide details (max. 300 characters):

	Veterinary Institute Of Agia Paraskevi – Athens - 1982 - Stage on exotic diseases of animals

IRAPUATO – MEXICO - 1983 - Course on emergency plans against epizootics

AUSTRALIA - 1984 - Stage on preventive and protection measures in animal diseases

1985 University of Bologna – School of Administration - Course on privatistic activities of public administration

WHO – Research/Training Centre in Veterinary Public Health - 1987 - Course on management of veterinary action plans in epidemic emergencies

University of Rome – 1987 - Postgraduate specialisation on microbiology

Pasteur Institute – Lille 1988 - Course on food microbiology

University Of Rome -1989 - Course on parasitology

Lion – France – 1992 - Stage on harmonisation of controls on milk products

Superior School of Public Administration – Rome -1995 - Course on international co-operation

University College Faculty of Veterinary Medicine In Dublin - 1997 - Stage on veterinary training programme on animal health and disease

Ministry of Health / IZSAM - 1998 - Course on risk assessment 

Ministry of Health / IZSAM - 1998 - Course on management

Ministry of Health  - 2001 Course on health management

University of Rome – Faculty of Economics - 2004 Course of Economy and Management if Health Services




	Member of any HMA Working Group:
	     

	Information updated on: 
February 2012        


Regular Representative at HMA Meetings
Curriculum Vitae
	Name of the regular representative at HMA meetings:
	
	
[image: image2]

	  Virgilio Donini

	
	

	Academic / Professional title:
	Doctor in Chemistry
	
	

	Name of Agency:
	Ministry of Health

	
	


	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: Viale Giorgio Ribotta 5, Rome,  Post Code 00144

Telephone: 00390659946590               Mobile: 
E-mail: v.donini@sanita.it



	Years within the agency:
	16


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

	University

Institution:
University of Rome, Italy
Date:
1985 – 1992

Degree:
Degree in Chemistry (field of expertise: biochemistry)



	Professional experience 

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

	Present Position
Chemist Director 

(march 2012)
Italian Ministry of Health

Direction General of Animal Health and Veterinary Medicinal Products

Coordinator of Office V: Manufacturing Authorisations for Veterinary medicinal products and Pharmacovigilance inspections.
Also collaborates with Office IV: marketing authorisation of Veterinary Medicinal Products.


Date
1995  
Location
Naples
Company
TECNOGEN
Position
Winner of a grant for researchers.
Description
research work carried out at the University of Naples (biomedical department) on behalf of the company Tecnogen. Field of research: molecular biology (factors involved in Alzheimer disease)

Date
1992 - 1994
Location
Rome
Company
University of Rome
Position
Contract researcher 
Description
Scientific research in the field of protein characterisation and purification
    



	Specialisation

Please provide details (max. 300 characters):

	Sixteen years of experience in: (i) regulation of veterinary medicinal products – national procedures and european procedures (mutual recognition and centralised procedures); (ii) scientific assessment of dossiers for marketing authorisation of veterinary medicinal products (expert in part II – chemical and pharmaceutical documentation); coordinator of the GMP/pharmacovigilance inspectorate; senior GMP inspector (VMP). One year of experience in Pharmacovigilance inspections (VMP)
 


	Member of any HMA Working Group:
	
	Information updated on: 

March 2012
        


2

8
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