Thank you for the opportunity to provide comments on the "Guidance for Industry PAT - A Framework for Innovative Pharmaceutical Manufacturing and Quality Assurance."  As a contract manufacturing organization, DSM Pharmaceuticals, Inc. embraces the idea of integrating manufacturing and analytical activities through new technologies.  In light of the company's position to fill a production requirement for various pharmaceutical entities, DSM Pharmaceuticals, Inc. is uncertain how the actual product owner will embrace the opportunity and subsequently commit the appropriate time and resources needed to develop and implement the suggested technology.  Contract Manufacturers will not be able to embrace the framework described in the guidance to develop and implement new pharmaceutical manufacturing and quality assurance technologies without the support of the product owner.  

Will there be a difference in the guidance interpretation and standard requirement for existing product production versus new product development?  Specifically, within the guidance, the terminology “should” is used regarding existing products “Line 682, for currently approved products, during their planning phase, manufacturers should”; however, on Line 22, this guidance indicates “voluntary development and implementation of innovative pharmaceutical manufacturing and quality assurance.”  DSM Pharmaceuticals, Inc. has noted an inconsistency of guidance enforcement by field investigators as well as the product owners.  Under the initiative, will identified parameters of PAT be administered through a phased approach or under a pilot program to allow the industry and regulators to identify the expectation and address enforcement consistency?

It is our interpretation that the manufacturer is responsible for establishing and maintaining a quality system that is appropriate to the type of product(s) being developing and/or producing; therefore technological advancements may not be deemed mandatory and the guidance enforcement will become a source of conflict between regulators and manufacturers.

