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: Parts of this article were sourced, with permission, from two documents 1) “FDA 483 Responses-Compliance Considerations” by Richard Poska and Ballard Graham, as published in
the Journal of Validation Technology, Winter 2010
the FDA Presentation 2) “Writing An Effective 483 Response” presented by Anita Richardson, Associate Director for Policy, Office of Compliance & Biologics Quality at the 5th
Annual FDA University RI Pharma Conference, January 2009

¢ “FDA’s Enforcement Crackdown To Increase Inspections, Delays”, Drug GMP Report-Issue No. 210, January 2010

3 http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCMO070279.pdf
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