
    
      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

  


  
  



  



  


  
  




  



    

  



  
                
    
      
  
    
  
      
  
  
      


  
  



  



    

  


  


  


  
      
  	    
  
    
  
                
    
      	.	Visit PDA
	PDA Letter
	Technical Reports
	news uPDATe
	Bookstore




    

  


  



  
    
  
                
    
      
  
    
  
      
  
  
    
  


  
  


  
      
  
  
    	Register
	Subscribe
	My alerts
	Log in
	 My Cart

  


  
  



  



    

  


  


  


  
  
    
  
    
  
                
    
      
  
    
  
      
  
  
    
  
      
  
    






  




  


  
  



  



    

  


  


  


  
  
    
  
        
            
              

                

          



  
    
  
                
    
      
  
    
  
      
  
  
    
  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

    

  


  



  

  
  
  	      

    
      
    
      
        
    
  
    
                        
  
                
    
      
	  
		
		
			
			  
  
      
  
  
    
  
  
      OtherPDA Paper

  
      

  
      Achieving ″Zero″ Defects for Visible Particles in Injectables
  
    	Jennifer Johns, Paolo Golfetto, Tia Bush, Gianmaurizio Fantozzi, John Shabushnig, Anthony Perry, Fran DeGrazio, Dorothee Streich, Jahanvi Miller, Herve Soukiassian, Amy Stanton and Rick Watson

  
    	PDA Journal of Pharmaceutical Science and Technology September 2018,  pdajpst.2018.009027; DOI: https://doi.org/10.5731/pdajpst.2018.009027 

  
  
  


Jennifer Johns 

				1 Pfizer;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
jennifer.johns@pfizer.com


Paolo Golfetto 

				2 Stevenato Group;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
paolo.golfetto@stevanatogroup.com


Tia Bush 

				3 Amgen;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
tiay@amgen.com


Gianmaurizio Fantozzi 

				2 Stevenato Group;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
gianmaurizio.fantozzi@stevanatogroup.com


John Shabushnig 

				4 Insight Pharma Consulting, LLC;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
johnshabushnig@aol.com


Anthony Perry 

				5 Schott;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
anthony.perry@us.schott.com


Fran DeGrazio 

				6 West;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
fran.degrazio@westpharma.com


Dorothee Streich 

				7 Bayer;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
dorothee.streich@bayer.com


Jahanvi Miller 

				8 Parenteral Drug Association (PDA);
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
miller@pda.org


Herve Soukiassian 

				9 Becton Dickinson;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
herve.soukiassian@bd.com


Amy Stanton 

				3 Amgen;
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
amgonzal@amgen.com


Rick Watson 

				10 Merck
			

	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
richard_watson@merck.com




  


  
  



			

		

	
	
 	
	  
  
		
		
			
			  
  
      
  
  
    	Article
	References
	Info & Metrics
	 PDF


  


  
  



  
      
  
  
    

  
    
  
      
  
  
    Abstract
The reduction of visible particles in injectable products is an important element in the consistent delivery of high-quality parenteral products.  An important part of this effort is the control of particles that may emanate from the primary packaging materials.  The Parenteral Drug Association (PDA), with the support of the Pharmaceutical Manufacturers Forum (PMF) has undertaken the task of developing test methods to assess the cleanliness of primary packaging components used in the manufacture of sterile injectable products.  Further work is focused on end-to-end analysis of the supply chain to identify additional points where particles may enter the finished product workflow.  This includes shipment, receipt, transfer and fill and finishing operations.  This information and appropriate corrective actions and control methods, coupled with appropriate patient risk-based acceptance limits, are intended to provide better and more consistent supply of injectable products that meet current compendial and Good Manufacturing (GMP) expectations.  Aligning control limits between supplier and pharmaceutical manufacturers will offer further improvement. This paper describes the formation of a task force to address these needs and current progress to date.
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