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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:  60.626.442


	Agency Information

	2. Agency title and contact details
	Name: AIFA (Italian Medicines Agency)


Address: Via del Tritone 181, 00187 Roma

Phone: +39065978401
            Fax:      

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: Gabriella Conti 

Phone: +390659784117
  Mobile: +393351420391
  Fax: +390659784214

E-mail: g.conti@aifa.gov.it


Name: Daniela Salvia  

Phone: +390659784615
  Mobile: +393356617652
  Fax: +390659784214

E-mail: d.salvia@aifa.gov.it




	6. Type of agency / entity
	x Independent body

 FORMCHECKBOX 
 General Directorate. Please specify which Ministry:      


 FORMCHECKBOX 
 Other, please specify:      


	7. Date of establishment of the Agency
	Date: July 2004


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): Pricing

	


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 


	Clinical Trials / Investigation
	1(
	(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Pharmacovigilance / Vigilance / Surveillance
	(
	(
	(
	(
	(
	(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Inspection /
Compliance
	(
	(
	(
	(
	(
	(
	 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 


	Health Technology Assessment (HTA) / Reimbursement
	(
	(
	 FORMCHECKBOX 

	(
	 FORMCHECKBOX 

	(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Regulatory and scientific advice
	(
	(
	(
	(
	(
	(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Information to patients
	(
	(
	(
	(
	(
	(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Information to healthcare professionals
	(
	(
	(
	(
	(
	(
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Advertising control
	(
	(
	(
	(
	(
	(
	 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)
	Supporting and financing of independent research     



1 CA for  Phase 1 CT and all Phases CT regarding Gene Therapy, Cell Therapy and drugs containing GMO
Information updated on:

	Human Resources

	10. Total Number of Employees:388
    Full Time: 388
    Part-Time:      
   Full-Time equivalence:  

Outsourced activities:     
 

	11. Identification of Internal Experts
	Total Number:      106


	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      46
     FORMCHECKBOX 
 Pre-clinical  5    FORMCHECKBOX 
 Clinical    22
 FORMCHECKBOX 
 Species    2         FORMCHECKBOX 
 Inspections  16     FORMCHECKBOX 
 Ecotoxicity        

 FORMCHECKBOX 
 Residues       
     FORMCHECKBOX 
 Pharmacovigilance      30                      

 FORMCHECKBOX 
 Others   22 Please specify which: Product information; homeopathics; radiopharmaceuticals; bioequivalence; herbals; medical devices; regulatory     
 

	12. Identification of External Experts (including outsource)
	Total Number: 240

	
	Areas of Expertise / Number of Experts

	
	 FORMCHECKBOX 
 Quality      83           FORMCHECKBOX 
 Pre-clinical    56     FORMCHECKBOX 
 Clinical    148
 FORMCHECKBOX 
 Species         
     FORMCHECKBOX 
 Inspections  51    FORMCHECKBOX 
 Ecotoxicity   6
 FORMCHECKBOX 
 Residues  2
     FORMCHECKBOX 
 Pharmacovigilance        49               

 FORMCHECKBOX 
 Others     Please specify which:      


	Funding

	13. Funding
	X Budget (state budget)                      % of budget: 19,04%
X Fees (Industry fees/taxes)               % of budget:  72,66%
X Other      Please specify which: 8,30% Funds for Orphan Drugs and Independent Research






	14. Total of expenses (Euros)


	2008: 69.069.032
	2009: 66.917.507    2010: 77.948.006

	15. Total of revenues (Euros)
	2008: 71.264.632
	2009:67.274.665     2010: 78.300.047

	Activities

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

The Italian Medicines Agency (AIFA) works to guarantee the right to health stated in article 32 of the Italian Constitution by 

· Guaranteeing the national unity of the pharmaceutical system in cooperation with the Regions,

· Facilitating access to innovative drugs, orphan drugs and medicines for rare diseases,

· Promoting the safe and appropriate use of medicinal products,

· Supporting investments in pharmaceutical research and development in Italy,

· Strengthening relations with Agencies of other countries, with the European Medicines Agency and other international bodies.

	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:
	Gabriella Conti

	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

	Luca Pani 

	
	

	Academic / Professional title:
	Professor 

	
	

	Name of Agency:
	AIFA (Italian Medicines 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      

x 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 del Tritone, 181  - 00168 Roma
Telephone:+390659784205

              Mobile: +393311708656            Fax:      +390659784054
E-mail: dg@aifa.gov.it


	

	


	Years within the agency:
	  


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

	1992
1992- Georgetown University, Washington DC, USA – Assistant Professor in Molecular Biology and Pharmacology 

1991
University of Illinois at Chicago, USA – Post Doctoral Fellowship in Molecular Biology

1989
University of Naples, Italy – Specialty in Psychiatry

1986-1988
Medical Officer of the Italian Navy. Head of South Sardinia Command General Medicine Headquarters

1985
University of Cagliari, Italy – Medical Degree



	Professional experience 

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

	2009 –present 
Permanent Member, Committee for Clinical Neurosciences, Italian Drug Agency (AIFA)

2010-present
Head Section of Neuropharmacology Pula-Cagliari, Institute of Translational Pharmacology, Italian National Research Council
2006-2010
Head Section of Neuropharmacology Pula-Cagliari, Institute of Biomedical Technologies, Milano Italian National Research Council. 

2002-present
Director of Research, Italian National Research Council. Cagliari. 

2004-2009
President, Proteios Srl




	Specialisation

Please provide details (max. 300 characters):

	2007-2010
Appointed by the Italian Research Council as Deputy Representative in the International Committee on Laboratory Animal Science (ICLAS).
2007 – 2011 
Appointed in the Scientific Board of Directors of Fase Uno www.sardegnaricerche.it/fase1/ the first Government based Contract Research Organization dedicated to early stage Clinical Trials in Drug Discovery. 
2009- present 
Appointed Permanent Member on the Technical Committee for Clinical Neurosciences at the AIFA (The Italian equivalent of the Federal Drug Agency). 

2009 – present 
Appointed Permanent Member on the Technical Committee for Pharmaceutical Support of the Regione Autonoma della Sardegna
2010 - present
Appointed as the Italian Representative Alternate Member in the Committee for Human Medicinal Products (CHMP) of the European Medicine Agency (EMA) http://www.ema.europa.eu/htms/general/contacts/CHMP/CHMP.html. CHMP Members have then elected Luca Pani to the Scientific Advice Working Party (SAWP), and to the WP for Central Nervous System (CNS-WP). He is also a member of the Non Clinical Working Group in support to the Paediatric Committee (PDCO).




	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

	Gabriela Conti

	
	

	Academic / Professional title:
	Dr.PH

	
	

	Name of Agency:
	AIFA (Italian Medicines 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: Via del Tritone 181 00187 ROMA

Telephone:+390659784117             Mobile: +393351420391             Fax: +390659784808    

E-mail: g.conti@aifa.gov.it


	Years within the agency:
	10


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

	1988 Degree in Pharmacy University “La Sapienza” Rome
1991 Post-graduate Diploma in Nutritional Science



	Professional experience 

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

	December 2011 – present AIFA – Haed of Internationa Relations
September 2008 – December 2011 AIFA Head of European Assessment Office

December 2002 – September 2008 - AIFA - Head of European Regulatory Affairs Unit




	Specialisation

Please provide details (max. 300 characters):

	From 1988 participation at Community level meetings (EU Council and Commission, EMEA, Heads of Agencies):
· From January  2011: EMA-TOPRA Working Group Member

· October 2008 – November 2009: Participation at CHMP meetings. 
· From 2007: “eCTD - NTA Interlinking Group” member

· Member of the Working Group of the Heads of the European Medicine Agencies for the implementation of the “Strategy Paper”;

· From April 2008 Member of the Working group of the Head of Medicine Agencies “Resources available in the European network of the National Agencies”;

· From May 2003 to July 2008: participation at the meetings of the Head of European Medicine Agencies deputizing for the Director General of the Italian Medicine Agency;

· From March 1999 to December 2000: Chairperson of the Pharmacovigilance Working Party of the CVMP  - EMEA;
· From 1995  to 2000 Member of the CVMP - EMEA;
· 1st Semester 1996: Chairperson of the Experts group “Legislation of  Animal nutrition” during the Italian Presidency of the Council of European Union ;

From 1990 Italian Delegate at the Committee for Veterinary Medicinal products  and its operational Group and Quality Working Party.


	Member of any HMA Working Group:
	

	Information updated on: 

31.01.2012
        


2

8
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