
    
      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 ArticleRESEARCH

  
      

  
      Validation of a Microbiological Method Using Acholeplasma laidlawii for Assessing Performance of Microporous Membranes for Mycoplasma Clearance
  
    	Karen Cronholm, Shawn Bates, Nhung Nguyen, Anne Leahy, Mark Blanchard and Kerry Roche Lentine

  
    	PDA Journal of Pharmaceutical Science and Technology September 2009,  63 (5) 438-461; 

  
  
  


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


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


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


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


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


Kerry Roche Lentine 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
kerry_roche-lentine@millipore.com




  


  
  



			

		

	
	
 	
	  
  
		
		
			
			  
  
      
  
  
    	Article
	Figures & Data
	References
	Info & Metrics
	 PDF


  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    Abstract

While no recognized industry standard currently exists for mycoplasma clearance testing of membrane filters, several methods have been used by membrane manufacturers and contract test laboratories. This validation exercise documents one approach to mycoplasma clearance testing and incorporates validation guidelines recognized in the biopharmaceutical industry today. The benefits of this method are (1) the consistent production of small monodisperse cells, 0.37 × 0.41 μm, at titers in excess of 1 × 109 CFU mL−1 within 20–24 h of incubation; (2) the consistent detection of low levels of Acholeplasma laidlawii with an absence of false negative results; and (3) the ability to distinguish among membrane filters with different bubble points.

The results of the validation exercise demonstrate that the equipment, materials, and test methods of the A. laidlawii filter challenge test are suitably understood and in a state of control. This method is appropriate to characterize the performance of membrane filters used in biopharmaceutical applications.
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