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    Abstract
The workshop was held on 27 June 2011 in Barcelona, in conjunction with the PDA Virus & TSE (transmissible spongiform encephalopathy) Safety Forum 2011.

Virus-retentive filters are important tools to assure a high virus safety level of biological medicinal products. Important parameters such as properties of virus spike preparations, mechanism of virus retention by different filter brands, use of prefilters to improve the filtration performance, and, finally, strategies to select the most appropriate filter for a specific product were discussed on the workshop. The panel discussion at the end of the workshop that involved speakers and regulators from different global areas came to following conclusions:

	The major mechanism of virus retention is size exclusion; filtration, however, is complex and protein and virus can interact with the membrane in multiple ways. Pressure interruption during filtration resulted in enhanced virus passage.

	It has never been reported that murine leukemia virus (MuLV) passes a parvovirus filter. It makes sense that a small virus can be used to provide a claim for a large virus like MuLV. This relies on the assumption that there is no aggregation or interaction of the model parvovirus with proteins leading to aggregates larger than retroviruses.

	Several prefilters are under investigation to improve flow rate and throughput of filtration in large-scale manufacture. It was discussed whether the prefilter and the virus-retentive filter can be viewed as one unit operation so that virus retention by both can be claimed as the viral clearance capacity of this manufacturing step. This question engendered some controversy: whereas some saw the combination as a correct reflection of manufacturing conditions, others discussed the different mechanisms of virus retention, which need to be studied separately.



All together, the workshop was seen as a valuable forum for the discussion between regulators and industry; it was proposed that such forum should be provided again if possible in connection with one of the next PDA Virus & TSE Safety Conferences.

LAY ABSTRACT: The workshop was held on 27 June 2011 in Barcelona, in conjunction with the PDA Virus & TSE (transmissible spongiform encephalopathy) Safety Forum 2011.

Virus-retentive filters are important tools to assure a high virus safety level of biological medicinal products. Important parameters such as properties of virus spike preparations, mechanism of virus retention by different filter brands, use of prefilters to improve the filtration performance and, finally, strategies to select the most appropriate filter for a specific product were discussed on the workshop. At the end of the workshop, aspects of the discussion were summarized by the following:

	The major mechanism of virus retention is size exclusion, but interactions are complex. Pressure interruption during filtration resulted in enhanced virus passage.

	It has never been reported that murine leukemia virus (MuLV) passes a parvovirus filter, and thus the parvovirus may provide a claim for a large virus like MuLV.

	Combination of prefilter and the virus-retentive filter are seen by some panelists as a correct reflection of manufacturing conditions; others discussed the different mechanisms of virus retention, which need to be studied separately.



All together, the workshop was seen as a valuable forum for the discussion between regulators and industry.

	Biopharmaceuticals
	Filtration
	Virus removal
	Virus safety

	© PDA, Inc. 2013



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: 67 (2)]

  
  
      
      
          PDA Journal of Pharmaceutical Science and Technology      
      
        	Vol. 67, Issue 2 March/April 2013 


      
      
        		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—Workshop on Virus Removal by Filtration: Trends and New Developments



  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 *
 6 + 1 =  
Solve this simple math problem and enter the result. E.g. for 1+3, enter 4.









  


  
  



  





  


  
  


  
      
  
  
     Citation Tools

  
    
  
      
  
  
      
  
      
  
  
  
  
      Meeting Report—Workshop on Virus Removal by Filtration: Trends and New Developments
  
    	Hannelore Willkommen, Johannes BlüMel, Kurt Brorson, Dayue Chen, Qi Chen, Albrecht GröNer, Thomas R. Kreil, James S. Robertson, Michael Ruffing, Sol Ruiz

  
    	PDA Journal of Pharmaceutical Science and Technology Mar 2013, 67 (2) 98-104; DOI: 10.5731/pdajpst.2013.00907 

  
  
  



  

  
  	      Citation Manager Formats

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

    

  



  


  
  



  





  


  
  



          

        

        
        
          
            
  
      
  
  
     Share  


  
  


  
      
  
  
    
  
    
  
      
  
  
    
  
  
  
  
      Meeting Report—Workshop on Virus Removal by Filtration: Trends and New Developments
  
    	Hannelore Willkommen, Johannes BlüMel, Kurt Brorson, Dayue Chen, Qi Chen, Albrecht GröNer, Thomas R. Kreil, James S. Robertson, Michael Ruffing, Sol Ruiz

  
    	PDA Journal of Pharmaceutical Science and Technology Mar 2013, 67 (2) 98-104; DOI: 10.5731/pdajpst.2013.00907 

  
  
  



  


  
  



  
      
  
  
    
  
    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 Removal by Filtration
	3. Panel Discussion
	Conflict of Interest Declaration
	Acknowledgements
	References



	References
	Info & Metrics
	 PDF



  


  
  



  
      
  
  
    
  
     Related Articles
	No related articles found.



	PubMed
	Google Scholar




 Cited By...
	Proceedings of the 2019 Viral Clearance Symposium, Session 6: Virus-Retentive Filtration


	Proceedings of the 2017 Viral Clearance Symposium, Session 2.1: DSP Unit Operations--Virus Filtration/Inactivation


	Viral Clearance Using Traditional, Well-Understood Unit Operations Session 1.2: Virus-Retentive Filtration


	Virus Filtration and Flow Variation: An Approach To Evaluate Any Potential Impact on Virus Retention


	Session 4: Overall Integrated Viral Clearance and Adventitious Agents Strategy


	Use of MMV as a Single Worst-Case Model Virus in Viral Filter Validation Studies


	Meeting Report--Workshop on Spike Characterizations and Virus Removal by Filtration: Trends and New Developments




	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  
  
  
  
  




	
  
  
  
  
      PDA Single-Use Systems Cross-Organizational Workshop—Meeting Summary, May 14, 2014—PDA Global Headquarters, Bethesda, MD  
  
  
  
  






Show more Conference Report

 Similar Articles






  



  


  
  



  
        Keywords

    
  
  
    	Biopharmaceuticals
	filtration
	Virus removal
	Virus safety


  


  
  



  
      
  
  
    
  
      
  
    

[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]  


  
  



  



    

  


  


  

  
    
  
      







  