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Discrimination on the Amendment and Deviation in GLP Systems
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Abstract Objective: To discriminate the definitions, differences and associations of amendment and deviation in
different GLP quality systems, to help the GLP relevant personnel have a deeper understanding of the amendment
and deviation and use them properly. Methods: According to the definitions of amendment and deviation in the
GLP principles issued by NMPA, OECD and FDA, the relationship and differences between amendment and
deviation were analyzed. Results and Conclusion: Amendment and deviation are two common terms in the GLP
system, and there are obvious differences between them. Sometimes there are linkages and the amendment which
is commonly caused by deviation.
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