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Biography 

Present Position. Fabrizio De Ponti is working as a Professor of 
Pharmacology in the Department of Medical and Surgical Sciences, School of 
Medicine at the University of Bologna, Bologna, Italy. 

Education. He received his degree of Medical Doctor at the University of 
Pavia in1983. After that, in 1990, he earned his Ph.D. degree in 
Pharmacology and Toxicology at the University of Turin. He also received the 
Pharm. D. degree at the University of Pavia in 2002. 

Publications and Scientific Activity. He has authored more than 150 
publications in many international journals. He is an active member of the 
Italian Pharmacological Society; British Pharmacological Society; American 
Gastroenterological Association; American Neurogastroenterology and 
Motility Society; Italian Group for the Study of Digestive Tract Motility; Italian 
Society of Gastroenterology; and Italian Association for Laboratory Animal 
Sciences. He has also served as an Expert at the Commissione Unica del 
Farmaco, Italian Ministry of Health (2001-2004), at the Italian Medicines 
Agency (2004-2012) and at the European Medicines Agency for ad hoc 
expert groups on QT prolongation (2000-2001). 



Research Interests 

Research interests includes: 

 

Clinical Pharmacology: Pharmacovigilance; drug utilization 

studies, pharmacoepidemiology, innovative drugs; drugs 

prolonging the QT interval of the electrocardiogram (European 

FP7 Project: ARITMO: www.aritmo-project.org). 

Translational Pharmacology: Pharmacology of 

gastrointestinal motility; evaluation of new drugs for the 

treatment of functional gastrointestinal disorders; neuronal 

plasticity in the enteric nervous system. 

http://www.aritmo-project.org/
http://www.aritmo-project.org/
http://www.aritmo-project.org/


Pharmacovigilance 

Pharmacovigilance (PV) is the pharmacological science 

related to the detection, assessment, understanding 

and prevention of adverse effects, particularly long term 

and short term side effects of medicines. 

 

All medicines (pharmaceutical and vaccines) have side 

effects. Some are known, many are still unknown. It is 

important to monitor both known and unknown side 

effects of medicines in order to determine any new 

information in relation to their safety profile. 



How Pharmacovigilance Works 
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Phases of Pharmacovigilance 



Adverse Drug Reaction 

 Adverse drug reactions (ADRs) are the undesirable effects of the drug /medicinal 
product beyond its intended therapeutic effect when used for clinical purpose. 

 

 During the last decades, it has been demonstrated by a number of studies that 
medicine morbidity and mortality is one of the major health problems which is 
beginning to be recognized by health professionals and the public. It has been 
estimated that such adverse drug reactions (ADRs) are the 4th to 6th largest 
cause for mortality in the USA. 

 

 Both in USA and Europe, ADRs are one of the leading cause of hospital 
admission, especially in children and elderly patients; antiplatelets, warfarin, 
diuretics, insulin and non-steroidal anti-inflammatory drugs are reported among 
the most frequently implicated agents. 

Budnitz et al. Emergency hospitalizations for adverse drug events in older Americans. N Engl J Med 2011;365:2002-12 

Pirmohamed et al. Adverse drug reactions as cause of admission to hospital: prospective analysis of 18 820 patients. BMJ 

2004;329:15-9. 

Lazarou J. et al. Incidence of ADR in hospitalized patients: a meta-analysis of prospective studies. JAMA 1998;279:1000-5. 



Spontaneous Reporting 

Healthcare professionals 

 Physicians 

 Pharmacists 

 Other healthcare professionals 

 

Pharmacovigilance/Regulatory Officers 

 Investigational products (clinical trials) 

Post-approval reporting – Individual Case Safety 

Report (ICSR), Periodic Safety Update Report 

(PSUR) 

 

Citizens/Patients 



Pharmacovigilance Team at the 

Company 

 Each R&D international company has a dedicated Clinical 

Safety  team for: 

 Overseeing the above plans 

 Signal detection from ADR reporting 

 Perform trend analysis 

 

 Local Office of R&D company has dedicated 

regulatory/medical affairs expert for looking after the local 

pharmacovigilance plans and coordinating with the global 

team 



Improving Pharmacovigilance 

 Increase the awareness of healthcare professionals 

and the public on its importance 

 

Promote effective use of existing systems for ADR 

reporting 

 

 Improve communication among stakeholders in the 

reporting of adverse events such as, the regulator, the 

health care providers, and manufacturer for 

pharmacovigilance 



Main pillars of the new European 

pharmacovigilance legislation 

Proactive and proportionate risk management 

Higher quality of safety data 

Stronger link between safety assessments and regulatory 

action 

Strengthened transparency, communication and patient 

involvement 

Clear tasks and responsibilities for all parties (marketing 

authorisation holders, competent authorities, EMA) 

 Improved EU decision-making procedures (harmonised 

decisions and efficient use of resources) 

Establishment of a new scientific committee at the European 

Medicines Agency (Pharmacovigilance Risk Assessment 

Committee, PRAC) 



Good Pharmacovigilance Practice 

(GVP): final modules 

 Pharmacovigilance system and its quality system 

 Pharmacovigilance master file 

 Pharmacovigilance inspection 

 Pharmacovigilance audit 

 Risk management system 

 Management and reporting of ADR medicinal product 

 Periodic safety update report (PSUR) 

 Post-authorisation safety studies 

 Signal management 

 Additional monitoring 

 Safety communication 

 Risk minimization measures 
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Pharmacovigilance Related Journals 

 Journal of Clinical Trials 

 Advances in 

Pharmacoepidemiology & 

Drug Safety 

 Journal of Drug Metabolism 

& Toxicology 
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Pharmacovigilance Related Conferences 
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