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Brief introduction on USA FDA’srulefor current good manufacturing
practice, hazard analysis, and risk-based preventive controls for
human food and enlightenment to China
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ABSTRACT: USA FDA's Rule for Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based
Preventive Controls for Human Food (final rule) is promulgated on Sep 17, 2015 , and will take effect on
Nov 16, 2015. This article described the main framework and features of the rule, dates of rule compliance
for different types and sizes of the business, and for supply-chain program, ineffective datesfor current good
manufacturing practice, which briefly introduced the 7 main aspects of the rule, i.e. general provisions,
current good manufacturing practice, hazard analysis and risk-based preventive controls, modified
requirements, withdrawal of a qualified facility exemption, and requirements applying to records that must
be established and maintained and supply-chain program, in order to facilitate food businesses for export to
the USA and official regulators to understand the rule and to meet the rule as early as possible. At the same
time, the essay puts forward 4 pieces of enlightenment to facilitate for us to formulate food regulations in
the future.
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