
VIGIMED, an international drug safety e-mail discussion group 

Pharmacovigilance

Pharmacovigilance is concerned with the monitoring of the quality, safety and efficacy of 
marketed medicines. This monitoring is necessary since by no means all of a medicine’s 
effects are known at the time of its introduction. After being approved and marketed the 
medicine is going to be used in large groups of diverse patients, unlike the small and 
specifically selected groups of patients investigated in clinical trials. Therefore, hitherto 
unknown effects of the drug may be revealed.

The WHO Programme and the Uppsala Monitoring Centre

The WHO Programme for International Drug Monitoring started as a small project of 10 
countries wishing to pool data regarding suspected adverse drug reactions. The 
Programme was established in 1968 in the aftermath of the thalidomide disaster and the 
intention was to develop international collaboration to make it easier to detect rare 
adverse drug reactions not revealed during clinical trials. Since 1978 the Programme has 
been maintained by the Uppsala Monitoring Centre (UMC). 

Vigimed

‘Vigimed’ is the name of an e-mail discussion group that is maintained by the UMC. The 
Vigimed system allows, as the only e-mail group in the world, rapid exchange of
information regarding drug-related problems between national pharmacovigilance centres 
around the world.  At the moment 71 countries are represented on the Vigimed.

The Purpose of the Study

Thanks  to the comprehensive documentation of all messages in Vigimed,  the system can 
also be used as a unique source of information regarding to factual daily practice of 
governmental pharmacovigilance. We looked at the data in the Vigimed file, in an attempt 
to increase our understanding of what pharmacovigilance is about, which problems are 
encountered (the drugs, the adverse reactions or other experiences) and how  they are 
solved. In addition we quantitatively evaluated how the Vigimed system is being used, the 
numbers and characteristics of the countries that ask questions, communicate problems 
and give answers.

Results
Some of  the quantitative results of the study can be found in Table 1.

The results of the categorisation of the contents of questions put on 
Vigimed, which are a part of the qualitative results, can be found in  
Table 2. The most discussed subjects were safety problems like new 
adverse reactions and interactions and the regulatory status of different 
medical products in the countries represented on the Vigimed.  

Almost 90% of drugs that were discussed on Vigimed had been on the 
market for 7 or more years. This finding is of interest in the light of the 
relaxation of the legal obligations regarding pharmacovigilance to 
pharmaceutical companies, 5 years after the approval of a drug. 
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