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William Shackelford is a Biologist in FDA’s Office of In Vitro Diagnostic Device 
Evaluation and Safety.  He is responsible for providing manufacturing and Quality 
System GMP compliance review for PMA and PMA Supplements, Recalls, 
Establishment Inspections, and other compliance actions submitted to the Division of 
Microbiology Devices.  William received a B.S. in Biology from the University of 
Maryland and an M.S. in Biotechnology from the Johns Hopkins University.  After 
spending thirty years in the IVD industry at several biotechnology companies performing 
IVD device design and development, validation and scale-up, device manufacturing, 
Quality Assurance, and Regulatory Affairs for IVD devices, he joined the Office of In 
Vitro Diagnostic Device Evaluation and Safety in 2009. 


