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Dr. Hiroko Shibata is a Section Chief of Division of Biological Chemistry and 

Biologicals at the National Institute of Health Sciences, Japan. (NIHS). She is a 

member of the Japanese Pharmacopoeia Expert Committees for drug 

formulation and biologicals, and also an expert reviewing quality aspect of 

new drugs submitted for registration. She is also a topic leader of Q2(R2)/Q14 

IWG. 
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