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GAMP aims to deliver a cost-effective framework of good practice to ensure that computerized systems are effective and of high quality, fit for intended use, and compliant with applicable regulations.


Maintaining the principles and framework of the first edition, ISPE GAMP® 5: A Risk-Based Approach to Compliant GxP Computerized Systems (Second Edition) updates their application in the modern world including the increased importance of service providers, evolving approaches to software development, and expanded use of software tools and automation. It highlights the use of critical thinking by knowledgeable and experienced SMEs to define appropriate approaches.


The ISPE GAMP Community of Practice (CoP) performs regular ongoing assessments and reviews of GAMP knowledge against current practices and regulatory and technology developments. ISPE GAMP 5 Second Edition therefore embraces and reflects:


	Increased importance of service providers, which includes encouraging regulated companies to maximize supplier involvement to leverage knowledge, experience, and documentation where possible
	Evolving approaches to software development, emphasizing that the GAMP specification and verification approach is not inherently linear but also fully supports iterative and incremental methods
	Increased use of software tools and automation to achieve greater control, higher quality, and lower risks throughout the life cycle

Furthermore, this Guide highlights the importance of applying “critical thinking” by knowledgeable and experienced SMEs when defining the appropriate approach for specific circumstances.


GAMP® 5 Guide, 2nd Edition: Top Takeaways
























	
	
	





Discussion of current FDA activity on Computer Software Assurance (CSA) approaches and clear links to ISPE/GAMP guidance on Data Integrity (DI) have been added.


The Appendices have been expanded to incorporate new and evolving topics in the life sciences industry such as blockchain, Artificial Intelligence/Machine Learning (AI/ML), cloud computing, and Open-Source Software (OSS).


This Guide is intended for use by regulated companies, suppliers, and regulators. Suppliers include providers of software, hardware, equipment, system integration services, IT service providers, and IT support services, both internal and external to the regulated company.



Guide Core Team







          
              

      

        
      Chris Clark
       

    
      

      Director

      TenTenTen Consulting Limited

    






Co-Lead 

 




          
              

      

        
      Heather D. Watson
       

    
      

      Director

      TenTenTen Consulting Ltd

    






  Co-Lead     

 




          
              

      

        
      Sion Wyn
       

    
      

      Director

      Conformity Ltd.

    






  Co-Lead      

 





          
              

      

        
      James Canterbury
       

    
      

      Principal, Consulting

      Ernst & Young LLP

    






      






          
              

      

        
      Mark R. Cherry
       

    
      

      IT Compliance Director

      AstraZeneca

    






     

 





          
              

      

        
      Frank Henrichmann
       

    
      

      Senior Executive Consultant

      QFINITY

    






      

 





          
              

      

        
      Paul J. Irving, BSc Hons
       

    
      

      Managing Director

      Northern Life Sciences Ltd.

    






      

 





          
              

      

        
      Arthur D. Perez, PhD
       

    
      

      Retired Director Information Governance and Management

      Novartis Pharmaceuticals (retired)

    






      

 





          
              

      

        
      Christopher J. Reid
       

    
      

      CEO

      Integrity Project Solutions Limited

    






      

 





          
              

      

        
      Michael L. Rutherford
       

    
      

      Retired, Computer Systems Quality & Data Integrity

      

    






     

 





          
              

      

        
      Lorrie L. Vuolo-Schuessler
       

    
      

      Retired

      Retired

    






     

 





          
              

      

        
      Eric J. Staib
       

    
      

      Vice President, Corporate Quality

      Syneos

    






      

 





          
              

      

        
      Thanabalan Subramanian
       

    
      

      Head of Quality

      Integrity

    






      

 





          
              

      

        
      Charlie C. Wakeham
       

    
      

      Director

      WakeUp To Quality

    






      

 





          
              

      

        
      Christopher H. White
       

    
      

      Senior Director, Digital Integrity, QA

      Formation Bio

    






      

 





          
              

      

        
      Guy Wingate, PhD
       

    
      

      Independent Consultant

      Glaxosmithkline PLC (Retired)

    






      

 


 




      






    
    


  
    

  
          
	 
  'Share on Twitter'
 
	 
 


 
	 
 

 


    
    


  
    

  
          

    
    


  


          
        

        
            
    
      
  
    

  
          
              	
        Guidance Documents
              
	
        By Topic
              
	
        Corporate Subscriptions
              
	
        Recently Published
              
	
        Teams
              
	
        Translations
              


  


    
    


    

  


          
          

  
    
      
  
      Guidance Document License Agreement

    

  
          
            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.
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Emerging Economy Publication Discount



ISPE members located in nations with emerging economies* are eligible for a 50% discount on publications from the regular member price. To receive the discount, members must be logged in with their ISPE member account. Contact Member Services at ask@ispe.org for more information or if you have questions about your membership status or this discount program. Discounts do not apply to Techstreet document downloads.


*Based on the World Bank's system for classifying national economies by GNI per capita. Includes low-income, lower middle-income, and upper middle-income economies. To learn more about the World Bank classification system, please click here. Currently includes the following nations, except where international sanctions apply:


	Afghanistan
	Albania
	Algeria
	Angola
	Argentina
	Armenia
	Azerbaijan
	Bangladesh
	Belarus
	Belize
	Benin
	Bhutan
	Bolivia
	Bosnia and Herzegovina
	Botswana
	Brazil
	Bulgaria
	Burkina Faso
	Burundi
	Cabo Verde
	Cambodia
	Cameroon
	Central African Republic
	Chad
	China
	Colombia
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	Congo, Dem. Rep.
	Congo, Rep.
	Costa Rica
	Côte d’Ivoire
	Cuba
	Djibouti
	Dominica
	Dominican Republic
	Ecuador
	Egypt, Arab Rep.
	El Salvador
	Equatorial Guinea
	Eritrea
	Eswatini
	Ethiopia
	Fiji
	Gabon
	Gambia, The
	Georgia
	Ghana
	Grenada
	Guatemala
	Guinea
	Guinea-Bissau
	Haiti
	Honduras
	India
	Indonesia
	Iran, Islamic Rep.
	Iraq
	Jamaica
	Jordan
	Kazakhstan
	Kenya
	Kiribati
	Korea, Dem. People's Rep.
	Kosovo
	Kyrgyz Republic
	Lao PDR
	Lebanon
	Lesotho
	Liberia
	Libya
	Madagascar
	Malawi
	Malaysia
	Maldives
	Mali
	Marshall Islands
	Mauritania
	Mauritius
	Mexico
	Micronesia, Fed. Sts.
	Moldova
	Mongolia
	Montenegro
	Morocco
	Mozambique
	Myanmar
	Namibia
	Nepal
	Nicaragua
	Niger
	Nigeria
	North Macedonia
	Pakistan
	Palau
	Papua New Guinea
	Paraguay
	Peru
	Philippines
	Russian Federation
	Rwanda
	Samoa
	São Tomé and Príncipe
	Senegal
	Serbia
	Sierra Leone
	Solomon Islands
	Somalia
	South Africa
	South Sudan
	Sri Lanka
	St. Lucia
	St. Vincent and the Grenadines
	Sudan
	Suriname
	Syrian Arab Republic
	Tajikistan
	Tanzania
	Thailand
	Timor-Leste
	Togo
	Tonga
	Tunisia
	Türkiye
	Turkmenistan
	Tuvalu
	Uganda
	Ukraine
	Uzbekistan
	Vanuatu
	Vietnam
	West Bank and Gaza
	Yemen, Rep.
	Zambia
	Zimbabwe
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