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Cost of vaccine development
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Recommendations are made after Phase Ill and
approval by regulatory agencies

Licensure Recommendation
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Recommendations are made after Phase Ill and
approval by regulatory agencies

Licensure Recommendation

______________

Preclinical)Phl > Ph Il > Phase Il Recommendatiori »
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If recommending bodies are asking for additional
evidence about safety, efficacy, schedulest etc
additional studies will be necessary, with addiitonal
investments and delays in delivering lifesaving
vaccines to the people that need them
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Additional steps for vaccine uptake in LMICs




Case Study: RTS,S/AS01; (Mosquirix®): 30+ years in development
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WHO recommended pilot implementation of
RTS,S/ASO1 in young African children

RTS,S/AS01 appears safe and well
tolerated
Significant VE seen at all time points
Efficacy wanes, but over several years

Clear benefit of 4*" dose WHO recommends implementation in young
children via large scale pilot projects (January
2016)

WHO prequalification
Filing with National Regulatory Authorities

EMA Positive Opinion
for indication of RTS,S/AS01
in children aged 6 weeks to 17 months




Suggestions for the future



Vaccine Vision in 2011
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Transforming vaccine development is possible

Palio meeting July 15t 2019

Licensure Recommendation
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Vaccine develoment has been transformed
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In the post-Covid era it is absolutely
necessary to receive guidance from
recommending bodies at the very
beginning of the project

e Clear, aligned R&D, policy, regulatory and financing processes
* Priorities, accountability and risks ned to be shared and better coordinated



