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Regulatory Requirements  FDA

Maintenance of the facility, utilities, and equipment is another 
important aspect of ensuring that a process remains in control. 
Once established, qualification status must be maintained 
through routine monitoring, maintenance, and calibration 
procedures and schedules (21 CFR part 211, subparts C and D). 
The equipment and facility qualification data should be 
assessed periodically to determine whether re-qualification 
should be performed and the extent of that re-qualification. 
Maintenance and calibration frequency should be adjusted 
based on feedback from these activities. 

FDA Guidelines for Industry; Process Validation: General Principles and Practices 



EMA

Annex 15 to the EU Guide to Good Manufacturing Practice: Title: Qualification 
and validation
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The Concept in Focus
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QUALIFICATION & VALIDATION ASSESSMENT

OVERVIEW AND REALATIONSHIP TO RELATED PROGRAMS

QUALIFICATION & VALIDATION PROGRAM



Agreement on the Key Concepts
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Application of the Key Concepts
Now on to the Program Itself
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Application of the Key Concepts
OUTCOMES
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QUESTIONS?


