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    Abstract
The report provides a summary of the presentations and discussions at the Virus & TSE Safety Forum 2013 organized by the Parenteral Drug Association (PDA) and held in Berlin, Germany, from June 4 to 6, 2013. The conference was accompanied by a workshop, “Virus Spike Preparations and Virus Removal by Filtration: New Trends and Developments”. The presentations and the discussion at the workshop are summarized in a separate report that will be published in this issue of the journal as well.

As with previous conferences of this series, the PDA Virus & TSE Safety Forum 2013 provided again an excellent opportunity to exchange information and opinions between the industry, research organizations, and regulatory bodies. Updates on regulatory considerations related to virus and transmissible spongiform encephalopathy (TSE) safety of biopharmaceuticals were provided by agencies of the European Union (EU), the United States (US), and Singapore. The epidemiology and detection methods of new emerging pathogens like hepatitis E virus and parvovirus (PARV 4) were exemplified, and the risk of contamination of animal-derived raw materials like trypsin was considered in particular. The benefit of using new sequence-based virus detection methods was discussed. Events of bioreactor contaminations in the past drew the attention to root cause investigations and preventive actions, which were illustrated by several examples. Virus clearance data of specific unit operations were provided; the discussion focused on the mechanism of virus clearance and on the strategic concept of viral clearance integration.

As in previous years, the virus safety section was followed by a TSE section that covered recent scientific findings that may influence the risk assessment of blood and cell substrates. These included the realization that interspecies transmission of TSE by blood components in sheep is greater than predicted by assays in transgenic mice. Also, the pathogenesis and possibility of productive TSE infection of cell substrates were considered, and cell-based assays that may be suitable for use in TSE clearance studies were discussed.

The current report provides an overview about the outcomes of the 2013 PDA Virus & TSE Safety Forum, a unique event in this field.

	Virus
	TSE
	Safety
	Biotechnology
	Plasma derivatives
	Regulatory affairs
	Virus clearance

	© PDA, Inc. 2014



View Full Text
  


  
  



  
      
  
  
    
  
      
  
    PDA members receive access to all articles published in the current year and previous volume year. Institutional subscribers received access to all content. Log in below to receive access to this article if you are either of these.  


If you are neither or you are a PDA member trying to access an article outside of your membership license, then you must purchase access to this article (below). If you do not have a username or password for JPST, you will be required to create an account prior to purchasing. 


Full issue PDFs are for PDA members only.

  




  


  
  



  
      
  
  
    
	  
		
		
			
			  
  
        Note to pda.org users

    
  
  
    
  
      
  
    The PDA and PDA bookstore websites (www.pda.org and www.pda.org/bookstore) are separate websites from the PDA JPST website. When you first join PDA, your initial UserID and Password are sent to HighWirePress to create your PDA JPST account. Subsequent UserrID and Password changes required at the PDA websites will not pass on to PDA JPST and vice versa. If you forget your PDA JPST UserID and/or Password, you can request help to retrieve UserID and reset Password below.

  




  


  
  



			

		

	
	
 	
	  
  
		
		
			
			  
  
      
  
  
    Log in using your username and password

  Username *
 



  Password *
 





Forgot your user name or password?




Log in through your institution

You may be able to gain access using your login credentials for your institution. Contact your library if you do not have a username and password.


If your organization uses OpenAthens, you can log in using your OpenAthens username and password.  To check if your institution is supported, please see this list. Contact your library for more details.


Purchase access
You may purchase access to this article. This will require you to create an account if you don't already have one.

  


  
  



  
        patientACCESS

    
  
  
    patientACCESS - Patients desiring access to articles  


  
  



			

		

	
	
 	
	
		
		
		
			
			  
  
      
  
  
    
  
      
  
    NOTE: The JPST Shopping Cart is now working again. We apologize for any inconvenience. 


Full issue PDFs are for PDA members only. You can join PDA at www.pda.org. 

  




  


  
  



			

		

	
	
 	
	


  


  
  



  





  


  
  



  
      
  
  
     PreviousNext 
  


  
  



  
      
  
  
     Back to top  


  
  



			

		

		
		
			
			  
  
        In This Issue

    
  
  
    
  
    
  
      
  
  
    
    
      [image: PDA Journal of Pharmaceutical Science and Technology: 68 (3)]

  
  
      
      
          PDA Journal of Pharmaceutical Science and Technology      
      
        	Vol. 68, Issue 3 May/June 2014 


      
      
        		Table of Contents
	Index by Author




      




  


  
  



  



  


  
  



  
      
  
  
    
	  
  
		
          
            
  
      
  
  
     Print  


  
  


  
      
  
  
     Download PDF  


  
  


  
      
  
  
     Article Alerts

  
    
  
      
  
  
    
  User Name *
 



  Password *
 


Sign In to Email Alerts with your Email Address

  Email *
 








  


  
  



  





  


  
  


  
      
  
  
     Email Article

  
    
  
      
  
  
    
 Thank you for your interest in spreading the word on PDA Journal of Pharmaceutical Science and Technology.
NOTE: We only request your email address so that the person you are recommending the page to knows that you wanted them to see it, and that it is not junk mail. We do not capture any email address.




  Your Email *
 



  Your Name *
 



  Send To *
 

Enter multiple addresses on separate lines or separate them with commas.




  You are going to email the following 
 Meeting Report: 2013 PDA Virus & TSE Safety Forum



  Message Subject 
 (Your Name) has sent you a message from PDA Journal of Pharmaceutical Science and Technology



  Message Body 
 (Your Name) thought you would like to see the PDA Journal of Pharmaceutical Science and Technology web site.



  Your Personal Message 
 








CAPTCHAThis question is for testing whether or not you are a human visitor and to prevent automated spam submissions.



  Math question *
 9 + 0 =  
Solve this simple math problem and enter the result. E.g. for 1+3, enter 4.









  


  
  



  





  


  
  


  
      
  
  
     Citation Tools

  
    
  
      
  
  
      
  
      
  
  
  
  
      Meeting Report: 2013 PDA Virus & TSE Safety Forum
  
    	Hannelore Willkommen, Johannes Blümel, Kurt Brorson, Dayue Chen, Qi Chen, Albrecht Gröner, Brian R. Hubbard, Thomas R. Kreil, Michel Ruffing, Sol Ruiz, Dorothy Scott, Glenda Silvester

  
    	PDA Journal of Pharmaceutical Science and Technology May 2014, 68 (3) 193-214; DOI: 10.5731/pdajpst.2014.00980 

  
  
  



  

  
  	      Citation Manager Formats

        
      	BibTeX
	Bookends
	EasyBib
	EndNote (tagged)
	EndNote 8 (xml)
	Medlars
	Mendeley
	Papers
	RefWorks Tagged
	Ref Manager
	RIS
	Zotero

    

  



  


  
  



  





  


  
  



          

        

        
        
          
            
  
      
  
  
     Share  


  
  


  
      
  
  
    
  
    
  
      
  
  
    
  
  
  
  
      Meeting Report: 2013 PDA Virus & TSE Safety Forum
  
    	Hannelore Willkommen, Johannes Blümel, Kurt Brorson, Dayue Chen, Qi Chen, Albrecht Gröner, Brian R. Hubbard, Thomas R. Kreil, Michel Ruffing, Sol Ruiz, Dorothy Scott, Glenda Silvester

  
    	PDA Journal of Pharmaceutical Science and Technology May 2014, 68 (3) 193-214; DOI: 10.5731/pdajpst.2014.00980 

  
  
  



  


  
  



  
      
  
  
    
  
    Share This Article:
  
  
    
  
  
    Copy
  


  


  
  



  
      
  
  
    [image: Reddit logo] [image: Twitter logo] [image: Facebook logo] [image: Mendeley logo]
  


  
  



  



  


  
  


  
      
  
  
    	Tweet Widget
	Facebook Like
	Google Plus One



  


  
  



          

        

	
 	
	
	


  


  
  



  
        Jump to section

    
  
  
    	Article	Abstract
	1. Introduction
	2. Virus Safety Forum
	3. TSE Safety Forum
	4. Conclusions and Next Steps
	Conflict of Interest Declaration
	Acknowledgements
	References



	Figures & Data
	References
	Info & Metrics
	 PDF



  


  
  



  
      
  
  
    
  
     Related Articles
	No related articles found.



	PubMed
	Google Scholar




 Cited By...
	No citing articles found.



	Google Scholar



 More in this TOC Section
	
  
  
  
  
      Summary of the EMA Joint Regulators/Industry QbD workshop (London, UK; 28–29 January 2014)  
  
  
  
  




	
  
  
  
  
      Meeting Report: 2015 PDA Virus & TSE Safety Forum  
  
  
  
  




	
  
  
  
  
      Knowledge Management and ICH  
  
  
  
  






Show more Conference Report

 Similar Articles






  



  


  
  



  
        Keywords

    
  
  
    	Virus
	TSE
	Safety
	Biotechnology
	Plasma derivatives
	Regulatory affairs
	Virus clearance


  


  
  



  
      
  
  
    
  
      
  
    

[image: i]



  




  


  
  



			

		

	
	
 	
	
	


    

  


      


  

    
  
      
    
  
    
  
    
  
                
    
      
  
    
  
        Readers

    
  
  
    	About
	Table of Content Alerts/Other Alerts
	Subscriptions
	Terms of Use
	Contact Editors

  


  
  



  

  
    
  
        Author/Reviewer Information

    
  
  
    	Author Resources
	Submit Manuscript
	Reviewers
	Contact Editors

  


  
  



  

  
    
  
        Parenteral Drug Association, Inc.

    
  
  
    	About
	Advertising/Sponsorships
	Events
	PDA Bookstore
	Press Releases

  


  
  



  

  
    

  


    

  


  


  

  
  
    
  
    
  
                
    
      
  
    
  
      
  
  
    [image: ]  


  
  



  
        Footer Copyright Text

    
  
  
    
  
      
  
    © 2024 PDA Journal of Pharmaceutical Science and Technology ISSN: 1948-2124
  




  


  
  



  
      
  
  
    [image: Powered by HighWire]  


  
  



  



    

  


  


  

  
    
  
      







  