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THE R&D 
PROCESS 

(AND THE CURRENT STATE 
OF PLAY VIS A VIS NEW 

VACCINES) 
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Forces impacting the 
pharmaceutical industry 
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Emerging competitors 
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Regulation (safety, biological, 
increasingly complex science) 



5 

Regulatory Issues 
 Regulatory requirements are increasing for all 
products: 

 One manufacturer estimates cost/sq m has risen 3 
fold in past 5 years because of this 

 NRAs (National Regulatory Authorities) in developing 
countries have been weak historically: 

 NRAs in 32/51 producing countries are achieving 
required six regulatory functions 
 Only 73% of DTwP vaccine supply is of assured 
quality 

 Regulation requirements in industrialized countries 
are changing: 

 EU only licensing products used within EU 
(DTwP = DIPHTHERIA TOXOID, TETANUS TOXOID, and 

whole-cell PERTUSSIS VACCINE. The vaccine protects 
against diphtheria, tetanus, and whooping cough).  
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Combination products 
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Costs of new products 
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Costs of new products 
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Risk shifts from public to private sector. How 
are the rewards shared? 
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Decision gates 
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Large scale economies (illustrative) 



16 

Marginal cost pricing for poorer 
markets 
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Risks 
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Typical cash-flow for a product 
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Science v Revenue 
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INCENTIVES? 
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A range of ‘push’ and ‘pull’ 
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Where to put ‘push’ and 
‘pull’? 
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Investments needed 
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Conundrum 


