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Chirality in pharmaceutical product development: A regulatory perceptive
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here is a trend in pharmaceutical industry towards the development of chiral drugs. Several factors have influenced this

trend in the pharmaceutical industry towards the development of the chiral drugs to provide more potent selective and
specific drugs. Over 1/3 rd of the marketed drugs worldwide are chiral and the regulators now only will approve new chiral
drugs in the single enantiomer form and even then insists on full profiling of the role of the individual enantiomers in vivo.
The importance of chirality lies not only in the product development but in the area of analytical and bioanalytical method
development. Development of chiral analytical method /bioanalytical methods as per regulatory requirements requires a series
of selection process to get the adequate resolution and quantification. Selection of compatible mobile phases and stationary
phase that suits the particular need is very important. This presentation gives a brief description of chiral products, excipients
followed by functions and effects of its chiral forms. This presentation also describes the case studies of the chiral quantification
in bioanalytical and analytical methods and their applications.
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