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The BPDF assists university researchers, commercial companies, and not for profit organizations with the development of GMP-compliant manufacturing processes and test methods for early stage biopharmaceuticals, and produces bulk drug substances suitable for non-clinical and Phase I/II clinical trials. The BPDF also produces bulk intermediates for further processing, as well as industrial and agricultural enzymes, following appropriate GMP requirements




We perform the design and optimization of production processes and all GMP manufacturing activities in compliance with the BPDF’s Quality System. The Quality System is designed to meet the requirements of 21CFR210/211, ICH Q5C, Q5D, Q7, Q10 and Q11, as well as applicable Eudralex Rules and compendial standards (USP/NF, Ph.Eur.).



Regulatory Affairs


The BPDF ensures quality and regulatory compliance at all stages of development. We collaborate with clients to develop regulatory strategies, provide submission-ready documentation, and assist with post-submission responses to regulatory bodies.








  

        
      



  
   
  


    
  
  


      
    

        
       
      
  


  

            


   
   
   

       
      
       

   


  
    
 
    





        
        
        
    
        
    




    
  
    
      
        
          
            
              
            
            
              
              
            
            
              
              
            
            
              
              
            
          
        
        
          
            
          
        
      

      
        
          
            
          
        
        
          
            
          
        
      

    

    
    
    
        
  

      
  
    Biological Process Development Facility

304 Othmer Hall

University of Nebraska-Lincoln 68588-0668

Phone: 402-472-1983

Inquiries: bpdf@unl.edu  






    
    
        
  

      
  
    Scott Campus

301 Peter Kiewit Institute

1110 South 67th Street

Omaha, Nebraska 68182-0176

Phone: (402) 554-6009

Fax: (402) 554-3850
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