
 ∑ Cell-line & process development/
formulation 

 ∑ Analytical & clinical development 
strategies 

 ∑ Bioprocessing trends 

 ∑ Regulatory strategies 

 ∑ Real-world evidence generation/
collection 

 ∑ Global regulatory reforms & guidance 

 ∑ Switching/interchangeability 

 ∑ Best practices for working with 
regulators 

 ∑ Regulatory harmonization 

 ∑ Global regulatory pathway 
development 

 ∑ Government legislation & 
reimbursement policies 

 ∑ Market access & commercialization 
strategies 
 

 ∑ Market barriers 

 ∑ The legal landscape 

 ∑ Stakeholder education 

 ∑ Payer policies & formulary 
management  

 ∑ Real-world evidence initiatives 
 

 ∑ Biosimilar business models 
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