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United States Food and Drug Administration (USFDA), a party to the International Conference on Harmonisation (ICH) for human pharmaceuticals, is responsible to design and built quality, safety, efficacy and security into drugs or products. Process validation is a requirement of CGMP 21 CFR Parts 210 and 211, and of the GMP regulations for Medical devices, 21 CFR 820, and therefore is applicable to the manufacture of pharmaceuticals and medical devices. So, in the Federal Register of May 11, 1987 (52 FR 17638), FDA issued a guidance entitled “Guideline on General Principles of Process Validation” (1987 Guidance) which discusses process validation elements and concepts that are considered by FDA as acceptable parts of a validation program. Since then FDA have obtained additional experience through their regulatory oversight that allows them to update their recommendations to industry on this topic. Therefore, in November 2008, the FDA published a draft guidance entitled “Guidance for Industry – Process Validation: General Principles and Practices”. It incorporates principles and approaches that all manufacturers can use in validating a manufacturing process. It aligns process validation activities with the product lifecycle concept with continuous process verification. The lifecycle concept links product and process development, qualification of the commercial manufacturing process, and maintenance of the process in a state of control during routine commercial production. It promotes modern manufacturing principles, process improvement, innovation and sound science. The FDA has indicated an intention for the final document to be published before the end of 2009, although a publication date is yet to be finalized.
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