

  Skip to main content




  
    

  
    
      
    

    
      
    

    
      
      
        
    
        
            
                Browse By Topic
            

            
                Join/Renew
                
                    [image: Login]
                                                
    
    Login
  



                    
                
            

        

    

    
        
                            

  
    
  
    

  
    
 
        
        [image: ISPE]
      
     
            Connecting Pharmaceutical Knowledge
    

  




    


  


            
            
                
                    
                        
                            
                                
                                
                            
                            Menu
                        
                    

                    
                        Join/Renew

                                                                                        
    
    Login
  



                                                        
                    

                    
                        
                            [image: Search]
                        
                    

                

                
                    
                        

  
    
            
  Main navigation

  

        

                      	
        Conferences & Training
                                      	

        Conferences
        
                              	

        Upcoming
                 
	

        Call for Proposals
                 


  
          [image: Arrow]
                 
	

        Training
        
                              	

        Custom Onsite
                 
	

        Hands-On Training
                 
	

        In Person
                 
	

        On Demand
                 
	

        Online Live
                 


  
          [image: Arrow]
                 
	

        Webinars
        
                              	

        Live
                 
	

        Library
                 


  
          [image: Arrow]
                 
	

        Events Calendar
                 
	

        Exhibits & Sponsorships
                 


  
                
	
        Membership & Communities
                                      	

        Membership
                 
	

        Volunteer Opportunities
                 
	

        Communities of Practice
                 
	

        ISPE Engage Forums
                 
	

        Affiliates and Chapters
                 
	

        Women in Pharma
                 
	

        Emerging Leaders
                 
	

        Students
                 
	

        Pharmaceutical Job Board
                 


  
                
	
        Publications
                                      	

        Guidance Documents
                 
	

        Guidance Documents Portal
                 
	

        Pharmaceutical Engineering Magazine
                 
	

        iSpeak Blog
                 
	

        Concept & Discussion Papers
                 
	

        Glossary
                 


  
                
	
        Programs
                                      	

        Facility of the Year Awards
                 
	

        Foundation
                 
	

        International Honor Awards
                 
	

        Pharma 4.0
                 
	

        Regulatory & Initiatives
                 


  
                
	
        About ISPE
                                      	

        About ISPE
                 
	

        Leadership
                 
	

        Videos
                 
	

        News
                 
	

        Careers at ISPE
                 
	

        Corporate Partners
                 
	

        Advertising & Sponsorships
                 


  
                


  


  

  


                    

                
                
                    
                        [image: Search]
                    
                

                
                
                                    
                        

  
    
  
    

  
          
  
        

        










    
    


  


                    

                
            

        

    

            
            

  
    
            
  Secondary Menu - Occupational

  

        

              	
        Facilities & Equipment
              
	
        Information Systems
              
	
        Management
              
	
        Product Development
              
	
        Quality
              
	
        Regulatory
              
	
        Supply Chain
              


  


  

  


        

    


      

              
          
            

  
    


  


          

        

      
      
              
          
            

  
    
  
    

  
          
            


      

    
    


  
    

  
          
        



    
    


  
    

  
          
                
                  
              
              
              
                  [image: ISPE Guidance Documents - The Industry Gold Standard for Pharmaceutical Manufacturing]

  



      

    
    


  


          

        

      
              
          
            


          

        

      
      

        
                    
                    
            

  
    
  
    

  
            
    
      You are here

      	
                      Home
                  
	
                      Publications
                  
	Guidance Documents


    
  


    
    


  
    

  
          
  Guidance Documents




    
    


  
    

  
          



  
    

  
  
    
            Produced by pharmaceutical manufacturing industry professionals, ISPE Guidance Documents provide the practical, "real world" information you need to stay current with industry best practices and regulatory expectations. ISPE Members receive a discount on Guidance Documents.
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  GAMP Good Practice Guides




      

            GAMP 5: A Risk-Based Approach to Compliant GxP Computerized Systems provides pragmatic and practical industry guidance that aims to achieve compliant computerized systems that are fit for intended use in an efficient and effective manner, while also enabling innovation and technological advances.

Reflecting current regulatory expectations and good practices for automated/computerized systems, the GAMP series of Good Practice Guides help to narrow interpretation of regulatory standards for improved compliance and quality, efficiency, and cost reductions. They typically focus on the “how”.
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  Good Practice Guides




      

            [bookmark: gpg]Reflecting current regulatory expectations and best practices, Good Practice Guides (GPGs) help to narrow interpretation of regulatory standards for improved compliance and quality, efficiency, and cost reductions. They typically focus on the “how”.
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            [bookmark: baseline]Created with input from various global regulatory agencies, Baseline Guides are intended to establish a compliant minimum acceptable (baseline) approach to the topic area. They typically focus on the “what”.
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  Guides




      

            Guides offer practical advice on regulatory initiatives by providing effective, cost-efficient approaches and encouraging innovation and technological advances while achieving regulatory compliance. They typically focus on the “what”, but may also provide some information on implementation.
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            Handbooks provide a comprehensive ready reference, with concise information on a particular topic, occupation, or process. They are structured to give quick answers in specific topic areas.
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            The contents of ISPE’s guidance documents, both printed and digital, are protected by law and intended solely for the personal non-commercial use of the individual purchaser.


Reproduction of multiple copies of these materials, in whole or in part, for the purposes of commercial distribution is prohibited.
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