
    
      Skip to main content
    

        
      
    
  
    
  
    
  
                
    
      
  
    
  
        Main menu

    
  
  
    
  
    
  
      
  
  
    
  	Home
	Content	Current Issue
	Past Issues
	Accepted Articles
	Email Alerts
	RSS
	Terms of Use


	About PDA JPST	JPST Editors and Editorial Board
	About/Vision/Mission
	Paper of the Year


	Author & Reviewer Resources	Author Resources / Submit
	Reviewer Resources


	JPST Access and Subscriptions	PDA Members
	Institutional Subscriptions
	Nonmember Access


	Support	Join PDA
	Contact
	Feedback
	Advertising
	CiteTrack





  


  
  



  
      
  
  
    
  	.	Visit PDA
	PDA Letter
	Technical Reports
	news uPDATe
	Bookstore





  


  
  



  



  


  
  


  
        User menu

    
  
  
    
  
    
  
      
  
  
    
  	Register
	Subscribe
	My alerts
	Log in
	 My Cart



  


  
  



  
      
  
  
    
  


  
  



  



  


  
  


  
        Search

    
  
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 







  


  
  



  
      
  
  
    	Advanced search

  


  
  



  



  


  
  




  



    

  



  
                
    
      
  
    
  
      
  
  
    [image: PDA Journal of Pharmaceutical Science and Technology]  


  
  



  



    

  


  


  


  
      
  	    
  
    
  
                
    
      	.	Visit PDA
	PDA Letter
	Technical Reports
	news uPDATe
	Bookstore




    

  


  



  
    
  
                
    
      
  
    
  
      
  
  
    
  


  
  


  
      
  
  
    	Register
	Subscribe
	My alerts
	Log in
	 My Cart

  


  
  



  



    

  


  


  


  
  
    
  
    
  
                
    
      
  
    
  
      
  
  
    
  
      
  
    




 


  




  


  
  



  



    

  


  


  


  
  
    
  
        
            
        [image: PDA Journal of Pharmaceutical Science and Technology]      

                

          



  
    
  
                
    
      
  
    
  
      
  
  
    
  Search for this keyword 
 







  


  
  



  
      
  
  
    Advanced Search
  


  
  



  



    

  


  


  

  
  
    
  
        
  
                
    
      	Home
	Content	Current Issue
	Past Issues
	Accepted Articles
	Email Alerts
	RSS
	Terms of Use


	About PDA JPST	JPST Editors and Editorial Board
	About/Vision/Mission
	Paper of the Year


	Author & Reviewer Resources	Author Resources / Submit
	Reviewer Resources


	JPST Access and Subscriptions	PDA Members
	Institutional Subscriptions
	Nonmember Access


	Support	Join PDA
	Contact
	Feedback
	Advertising
	CiteTrack




    

  



  
                
    
      	 Follow pda on Twitter
	 Visit PDA on LinkedIn
	 Visit pda on Facebook

    

  


  



  

  
  
  	      

    
      
    
      
        
    
  
    
                        
  
                
    
      
	  
		
		
			
			  
  
      
  
  
    
  
  
      Research ArticleConference Report

  
      

  
      Meeting Report: 2015 PDA Virus & TSE Safety Forum
  
    	Hannelore Willkommen, Johannes Blümel, Kurt Brorson, Dayue Chen, Qi Chen, Albrecht Gröner, Thomas R. Kreil, Michel Ruffing, Sol Ruiz, Dorothy Scott and Glenda Silvester

  
    	PDA Journal of Pharmaceutical Science and Technology March 2016,  70 (2) 177-188; DOI: https://doi.org/10.5731/pdajpst.2016.006569 

  
  
  


Hannelore Willkommen 
aRegulatory Affairs & Biological Safety Consulting, Erzhausen, Germany

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Johannes Blümel 
bPaul-Ehrlich Institut, Langen, Germany

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Kurt Brorson 
cCDER/FDA, Silver Spring MD, USA

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
Kurt.Brorson@fda.hhs.gov


Dayue Chen 
dEli Lilly and Company, Indianapolis, IN, USA

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Qi Chen 
eGenentech Inc., South San Francisco, CA, USA

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Albrecht Gröner 
fPathoGuard Consult, Seeheim-Jugenheim, Germany

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Thomas R. Kreil 
gBaxalta, Vienna, Austria

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Michel Ruffing 
hBoehringer Ingelheim Pharma GmbH&KG, Bieberach an der Riss, Germany

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Sol Ruiz 
iSpanish Medicines Agency (AEMPS), Madrid, Spain

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Dorothy Scott 
jCBER/FDA, Silver Spring MD, USA

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Glenda Silvester 
kEuropean Medicines Agency, London, UK

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site




  


  
  



			

		

	
	
 	
	  
  
		
		
			
			  
  
      
  
  
    	Article
	References
	Info & Metrics
	 PDF


  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    Abstract
The report provides a summary of the presentations at the Virus & TSE Safety Forum 2015 organized by the Parenteral Drug Association (PDA) and held in Cascais, Portugal, from 9 to 11 June, 2015. As with previous conferences of this series, the PDA Virus & TSE Safety Forum 2015 provided an excellent forum for the exchange of information and opinions between the industry, research organizations, and regulatory bodies. Regulatory updates on virus and TSE safety aspects illustrating current topics of discussion at regulatory agencies in Europe and the United States were provided; the conference covered emerging viruses and new virus detection systems that may be used for the investigation of human pathogenic viruses as well as the virus safety of cell substrates and of raw material of ovine/caprine or human origin. Progress of development and use of next-generation sequencing methods was shown by several examples. Virus clearance data illustrating the effectiveness of inactivation or removal methods were presented and data provided giving insight into the mechanism of action of these technologies. In the transmissible spongiform encephalopathy (TSE) part of the conference, the epidemiology of variant Creutzfeldt-Jakob disease was reviewed and an overview about diagnostic tests provided; current thinking about the spread and propagation of prions was presented and the inactivation of prions by disinfection (equipment) and in production of bovine-derived reagents (heparin) shown. The current report provides an overview about the outcomes of the 2015 PDA Virus & TSE Safety Forum, a unique event in this field.
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