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Since the first use of vaccination in the early 8th century to 
current time, vaccines have emerged as a biggest live saving 

intervention after clean water. Vaccines have followed an 
evolution following the evolution of technologies and scientific 
knowledge, and can be different in nature and purpose opening 
the door to their use not only to fight infectious diseases but also 
creating hope for the control and treatment of chronic disorders 
and cancer. Progresses in the understanding of the key role of the 
innate and adaptive immunity in the induction of protection to 
infection, have had an impact on their design and the search for 
constant improvement of the efficacy and safety profile observed. 

Since the introduction of aluminium as the first adjuvant, several 
new adjuvants have been licensed in the context of various human 
vaccines.  Their development has led to a new appreciation 
of the various steps to be undertaken to reach licensure, from 
research to licensure, including preclinical toxicology evaluation. 
The increased understanding of the innate and adaptive immune 
responses, host pathogen interactions, and the emergence of new 
and improved technologies over time, has shaped the way this was 
tackled, streamlined the necessary interaction required across the 
various bodies and expertise, providing a holistic approach to their 
development and licensure.
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