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Sunday, 5th October 2008, 9 a.m. to 6 p.m - Pre-Conferences Courses

I. Pharmacovigilance, from fundamental basis to practice 
Sunday, 5th October 2008, 9 a.m. to 6 p.m - Pre-Conferences Courses

II. Drug-related Risk Management 

Pharmacovigilance is a scientific activity of growing interest for Public Health, health economy, 
health insurance organizations, pharmaceutical industry and not least of all for clinicians and 
patients.

This pre-conference course is intended to introduce health professionals into the 
Pharmacovigilance field making a big awareness of the importance of this discipline in their 
current activity. The course is also intended to give to those that are currently working in 
Pharmacovigilance a global overview of the current and future trends and development about 
clinical safety, medicines safety and pharmacovigilance methods, regulatory framework and 
upcoming regulations and the state of the art of benefit/risk decisions. Because the foundations 
and basis are key elements for the well understanding and further development of any knowledge, 
the speakers for this pre-conference course are well known experts in each field. We will be 
honored to offer you to share a full-time working day with this excellent team!

Language: English / Spanish. Simultaneous translation.

Knowledge of the safety profile of new drugs changes rapidly after marketing, in terms of profile and 
number of patients exposed within a short time frame. In November 2004, the International Council of 
Harmonisation issued a landmark document on pharmacovigilance planning, which profoundly changed 
the approach of drug safety.  Based on this concept, Japan, the US, the EU and other countries are now 
requiring drug manufacturers to develop risk management activities to be discussed at the time of 
authorization.

This comprehensive course will provide insight into the concept and practice of drug-related risk 
management.  Learning objectives include the understanding of the need, principles and components of 
risk management, its application in the US, the EU and Latin America, the challenges that are being met 
and the proposed solutions, practical aspects of implementation for both regulators and the industry, 
and future perspectives and developments in special circumstances.  Practical recommendations 
for the development and submission of risk management plans will also be provided by an industry 
representative with a large experience in this field.

The course will be very helpful to members of regulatory authorities, pharmaceutical industry and 
academia who are or will be involved in the organization, preparation, assessment or implementation 
of risk management activities. Prior knowledge of the basic concepts of pharmacovigilance would be 
useful, although not necessary.

Language: English (no simultaneous translation will be available).

Topics

· Historical background.
· Concepts in pharmacovigilance:
  state of the art. 
· Effectiveness failure
· Regional differences in ADR reporting
· Pharmacovigilance from industry perspective
· Pharmacoepidemiology 
· Risk-Benefit evaluation 

Topics

· Why do we need risk management?
· Concept and components of risk 
   management. 
· Risk management in the 
  United-States: the REMS. 
· Risk management in Europe: the EU-RMP. 
· Risk management in Latin America. 
· Risk management from an 
  Industry perspective. 
· Risk mitigation and its measurement. 
· How to prepare a risk management 
  plan/strategy?
· Improvements and future developments.
· Perspectives for risk management 
  in Latin-America.
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Parallel sessions afternoon

Parallel sessions morning

Lunch

Lunch

Parallel sessions morning

Plenary session afternoon

  ISoP General Assembly

Round table discussion:  Customising Risk Management: Global or local?
Chairman: Joan-Ramon Laporte - Speaker: Nelson Arboleda (CDC)

Pharmacogenetics and Drug 
Interactions in Pharmacovigilance

Performance and Results of Intensive 
Pharmacovigilance Programmes

Education and Training Projects in 
Pharmacovigilance 

Reports of Lack of Effectiveness 

Parallel sessions afternoon

Developments in Global 
Pharmacovigilance and Implementation 
in a Regional Setting   

Gerald Dal Pan, Director of Center for Drug Evaluation and Research, Food and Drug 
Administration:  
“Monitoring adverse events in an off-label use setting” 

Vaccine Pharmacovigilance

Methodology in Pharmacovigilance

Estimating AE/ADR seriousness, 
causality and frequency as the basis 
of risk assessment

8   ISoP Annual Meeting

Programa Científico Preliminar

Tuesday 7th October

Monday,  6th October – 9 a.m. to 6 p.m.

Opening of the 8th Annual ISoP Meeting
Nicholas Moore, President of International Society of Pharmacovigilance (ISoP)  
Luis Alesso, President of Argentinian Society of Pharmacovigilance (SAFV)

Opening address
Argentine Minister of Health

Keynote lecture  
Michael  Rawlins, Chairman of National Institute for Health and Clinical Excellence 
(NICE), UK “Early Licensing versus Greater Safety?  Where’s the Balance?”

Pharmacovigilance in Hospitals Counterfeit Medicines and Illegitimate Drugs

th

Pharmacovigilance of Biologicals and 
Advanced Therapies

Pharmacovigilance in Pregnancy and 
Reproductive Health  

Pharmacovigilance in paediatrics

Safety issues in clinical trials  

Plenary session afternoon 

Plenary session afternoon 

Wednesday 8th October

Lunch
Parallel sessions afternoon

Communication in Pharmacovigilance Harmonization in regulatory aspects of 
Pharmacovigilance: How do you do it?   
 

Bengt-Erik Wiholm Lecture    
Ralph Edwards, Director of Uppsala Monitoring Centre

Plenary session morning

Plenary session morning

Parallel sessions morning



º

Pre-Conferences Courses. Sunday, 5th October 2008, 9 a.m. to 6 p.m

I. Pharmacovigilance, from fundamental basis to practice
II. Drug-related Risk Management

8 th ISoP Annual Meeting. Monday 6th, Tuesday 7th and Wednesday 8th October 2008, 
9 a.m. to 6 p.m.

Simultaneous translation English-Spanish and Spanish-English in all parallel and plenary sessions

 Workshops*

Pharmacovigilance in Latin-America
Workshop in Spanish

Herbal Medicines
Workshop in English
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