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Dear Colleagues, 

It is my pleasure to welcome you to the Forum on Regulatory Pathways for the Clinical 

Evaluation of Rotavirus Vaccine and Pneumococcal Vaccine.  I would like to welcome our 

guests, who will facilitate this meeting, from the European Medicine Agency and United States 

Food and Drug Administration, as well as our colleagues from WHO headquarters. 

As you know, rotavirus and Streptococcus pneumoniae are responsible for highly 

contagious infections causing serious illness in children. Indeed, rotavirus is the most common 

cause of severe diarrhoea among infants and children throughout the world and causes the death 

of about 600 000 children worldwide annually. Children between the ages of 6 to 24 months are 

at greatest risk for developing severe disease for rotavirus virus infection. Also, infection due to 

Streptococcus pneumonia is a major cause of morbidity and mortality worldwide.  Pneumococcal 

disease is estimated to cause more than one third of the 2 million global annual child deaths 

following acute respiratory infections. 

Together these two diseases are primarily responsible for child deaths in the world. The 

major causes of both diseases are partially preventable with rotavirus and pneumococcal 

vaccines. These vaccines have the potential to save millions of lives, reduce inequities, greatly 

improve health care across the world, and would contribute significantly to countries’ ability to 

meet Millennium Development Goal 4, which is to reduce child deaths by two thirds before 
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2015. However, many countries in the Region have not yet introduced these vaccines into their 

national immunization programme. Meanwhile, the resistance of Streptococcus pneumoniae to 

commonly used antibiotics is increasing and the prevention of pneumococcal infections through 

vaccination with assured quality vaccine is highly recommended. 

Although the quality, safety and efficacy of vaccines are primarily the responsibility of the 

manufacturers, the national health authorities have a duty to ensure that vaccines, whether 

imported or produced locally, are of assured quality, are safe and are efficacious. To achieve this, 

the national health authorities should establish a competent national regulatory authority which is 

responsible for establishing procedures to ensure that the vaccines and producers of vaccines 

meet the required criteria. Despite the fact that WHO recommends the use of WHO pre-qualified 

vaccines, all Member States should establish the regulatory function for marketing authorization 

and licensing activities, which includes the technical and scientific review of the marketing 

authorization dossier, and particularly the chapters related to the clinical studies and safety data 

of vaccines, notably the rotavirus vaccine and pneumococcal vaccine that are the subject of our 

forum today. 

The main objectives of this meeting are to: 

• provide information on rotavirus and pneumococcal infection, epidemiology, disease 

burden and choice of vaccine formulation; 

• provide an update on clinical data available (pre and post marketing);  

• provide guidance on the regulatory criteria for evaluation of the rotavirus vaccine and 

pneumococcal vaccines, notably recommendations with regard to efficacy, safety and new 

findings.  

Dear Colleagues, 

I am sure that with your active participation, the objectives of this workshop will be met.  I 

assure you that WHO will continue to support Member States and make necessary efforts in 

establishing an effective regulatory system for vaccines. 

Once again I express my sincere gratitude to all of you for participating in this workshop and 

wish you a fruitful, successful and pleasant stay in this beautiful city. 


