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The Impact of US Law on the Pharmaceutical, Biologics and Device Industries:  Life in a “Pervasively” Regulated Environment


(Or, what senior management needs to know)





TOPICS





Overview of U.S. Law and Legal processes (Common Law, Statutory Law, Civil & Criminal	                                         Law, Court Systems, Jurisdiction, etc.) Federal & State Law, US Code, Federal Preemption. 





Legal Authority of Agencies, Administrative Procedure Act, Informal & Formal Rule-Making; FDA Guidance, Administrative Enforcement Procedures, FDA’s regulatory philosophy.








Short history of the evolution of Federal Food, Drug & Cosmetic Act:  Key Definitions and Terms: “New Drug”, Investigational New Drug, Prescription Drug, Generic Drug, Device, Biologic, Adulteration, Misbranding, Labeling, GLP, GMP, GCP.   


                                       


Human Drugs Devices and Biologics: Approval and Licensure, Patent Issues, IND, NDA (“505 (b) (1) and 505 (b) (2)), ANDA, BLA, 510 (k), Orphan Drug, "Fast Track", Patent Term Restoration, Exclusivity.	








Impact of FDAMA, PDUFA, PDMA, PREA on pharmaceutical, biologics and device industries and the pivotal role of Waxman Hatch Act on the US pharmaceutical business: “Gaming” the Act and the Invitation to Infringe.  





FDA Enforcement Authority: Inspection, Warning Letters, Seizures, Injunctions, Criminal Prosecution, Prohibited Acts and Penalties; New Role of OIG and State AGs. The continued significance of “Dotterweich” and “Park”.	








SUMMARY:  Time: 5 hrs























