
    
      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

    

  


  



  

  
  
  	      

    
      
    
      
        
    
  
    
                        
  
                
    
      
	  
		
		
			
			  
  
      
  
  
    
  
  
      Article CommentaryCommentary

  
      

  
      Visible Particulate Contamination Control for Injectable Products: A Life-Cycle Approach
  
    	Stephen E. Langille

  
    	PDA Journal of Pharmaceutical Science and Technology May 2020,  74 (3) 359-366; DOI: https://doi.org/10.5731/pdajpst.2019.010462 

  
  
  


Stephen E. Langille 
ValSource, Inc., 918A Horseshoe Pike, Dowingtown, PA 19335

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




  


  
  



			

		

	
	
 	
	  
  
		
		
			
			  
  
      
  
  
    	Article
	Figures & Data
	References
	Info & Metrics
	 PDF


  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    Abstract
Visible particulate matter contamination is responsible for the rejection or recall of numerous batches of injectable product each year. The result is wasted time, effort, money, product and the limited availability of medically necessary drug and biologic products. Recently published compendial standards have alleviated some of the confusion surrounding suitable test methods and acceptance criteria for visible particulates; however, the complexities of visual inspection methods across a wide range of injectable product types packaged in diverse and sometimes complex container systems has complicated the approach to visible particulate control in injectable products. The solution is a life-cycle approach to visible particulate contamination control that addresses the prevention, inspection, identification, and remediation of visible particulate contamination. More importantly, the life-cycle approach to visible particulate control is aligned with current United States Food and Drug Administration's good manufacturing practices and can serve as an effective tool for demonstrating regulatory compliance for inspections, audits, and regulatory submissions.
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