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Abstract:

One of the most critical steps in implementation of Alternative Microbiological Method, designed to replace the compendial method, is performance of a validation study to obtain regulatory approval. While each technology offers its own challenges and peculiarities, some guidelines like proposed USP chapter <1223>, EP chapter 5.1.6 and PDA Technical Report #33 throw some light on the design and execution of validation studies for new microbial methods. Presentation will briefly discuss how to define user specific requirements and the key aspects of developing such validation studies based on the guidance documents. 

About the Speaker:

Dr. Maitry Ganatra is Rapid Microbiology Specialist with Pall Life Sciences. Her primary role is to interface with Biopharmaceutical customers across North America and Asia, to conduct internal and external training and technical support for Pallchek. She is also responsible for the technical strategy development for new products and technologies implemented by Pall. 

Prior to joining Pall, she lead Microbiology Team at Claris Life Sciences Ltd., an R&D based, international pharmaceutical company and was actively involved in process validation of sterile facilities. 

Dr. Ganatra holds a Diploma in Pharmacy, Ph.D. in Microbiology and Diploma in Marketing Management. She has authored 12 scientific research papers and publications and is currently committee member of PDA Task force for Revision of Technical Report No. 13. 

