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Abstract

An enormous change is underway in the scope and rigor that will be applied to medical device regulation in
Europe and the United States. The two direct causes are the adverse reactions reported for metal debris in patients
treated with metal-on-metal (MoM) hip replacements. The second was the exposé of fraud associated with the
Poly Implant Prosthese (PIP) breast implants, which affected perhaps as many as 400,000 patients in the United
Kingdom and Latin America. As a direct result, the European Commission has implemented new rules under
Council Directive 90/385/EEC (for active implantables) and Council Directive 93/42/EEC (for medical devices).
In the U.S., the FDA Safety and Innovation Act will prove to be the most rigorous course of regulation brought to
bear upon an industry since the U.S. Congress passed the Pure Food and Drug Law in 1906.
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