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The advances in regulations have increasingly brought to a global attention with recent harmonization effort. It has become truly 
critical to success in new drug applications (NDAs) as well as Abbreviated New Drug Applications (ANDAs) by implementing 

GxP in development processes. There are similarities and differences in GxP regulations and principles from worldwide standpoint. 
However, a common goal and objective is to ensure the integrity, accuracy and reliabilities of data generated from various R&D and 
commercialization processes. Analytical and bioanalytical laboratories play a vital role in above mentioned studies and processes 
for regulatory compliance, data submissions and approval consideration. The applicability, differences and critical aspects of 
GxP will be elaborated in this presentation to clarify the importance of technical and regulatory elements for bother sponsors 
(developers) and CROs (service providers) from global perspectives.
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