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Session 343 –     Challenges and Strategic Approaches to Biosimilar Development  
 
The advent of biosimilars has presented ample opportunities for drug developers to cash in on the 
success of blockbuster biologics. To discuss how companies address strategic choices when evaluating 
new business models, DIA 2013 presented Challenges and Strategic Approaches to Biosimilar 
Development (Session 343). Emphasizing the importance of biosimilars, Session Chair Jayanthi Reddy, 
MBA, MS, PMP (Merck & Co.) asserted: “seven of the top 10 drugs in 2016 are predicted to be 
therapeutic proteins. However, challenges involving patents, high clinical trial costs, regulatory 
uncertainty, and manufacturing expertise, pose high barriers for entry into the biosimilar market”.  
 
In “Clinical Challenges and Strategic Approaches to Biosimilar Development”, Andrew Rankin, PhD 
(Prescient Healthcare Group) described different business models to tackle the opportunity, complexity 
and costs associated with biosimilar development. “Partnerships make sense because they lower the 
barrier and save costs”, he explained. He urged companies to make the necessary, albeit expensive 
investment in analytical development, and discuss with regulatory agencies to save time, money and 
improve probability of success.  
 
In “Biosimilars: Analytical is Key to Success”, Qinghai Zhao, PhD (Teva Pharmaceuticals) explained that 
getting it right analytically is the most important aspect of biosimilar development because it reduces 
clinical differences.  
 
On the heels of Merck’s recent partnership with Samsung Bioepsis, Steve Farrand, PhD (Merck & Co) 
overviewed “CMC Challenges to Biosimilar Development” and echoed Dr. Rankin’s view on partnerships: 
“We made the decision last year to focus our internal resources on novel biologics and biobetters, and 
look outside for external collaborators for biosimilars”.  
 
Unable to attend the DIA’s 2013 49th Annual Meeting? 
Now is your opportunity to listen to global thought leaders involved in the discovery, development, and life 
cycle management of medical products. Purchase the live recordings from the 2013 program NOW for 
$699 and access the recordings until July 9, 2014. 
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