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The need for excipient innovation in drug formulation development

Formulation challenges have increased over the last 10 years as more complex drug candidate molecules have been discovered. 
It is estimated that between 70-90% of new active pharmaceutical ingredients (APIs) are poorly water soluble with a significant 

portion also being poorly permeable. Another trend has seen an increase in bitter APIs where taste- masking is needed for 
patient compliance, especially in the case of pediatric and geriatric patients. This presentation will explore the ability of novel 
excipients in helping to meet the formulation challenges presented by APIs with poor solubility and bitter taste. Examples of 
novel excipients will be given and the utility of Soluplus® and Kollicoat Smartseal® highlighted. The current regulatory landscape 
for the adoption of novel excipients in drug development will be reviewed and challenged. The presentation will conclude by 
providing an update on how the pharmaceutical Industry is aiming to accelerate excipient innovation by engaging with the 
FDA to define a more appropriate regulatory pathway in the future; a joint initiative by the IQ Pharmaceutical Consortium and 
IPEC Americas.
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