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Book ***** Print on Demand *****. Excerpt from Fda Medical Product Approvals: Hearing Before the
Subcommittee on National Economic Growth, Natural Resources, and Regulatory Affairs of the
Committee on Government Reform and Oversight House of Representatives, One Hundred Fourth
Congress, First Session, August 8, 1995 You will, no doubt, hear more about this aspect of the
problem from other testimony that you will hear today. Again, I emphasize that the greatest care is
taken to ensure that these devices are safe and efficacious prior to their human application. A
specific example of our concerns relates to the coronary stent, a small, thin, metallic device that is
permanently implanted into coronary arteries Of ill patients to hold these vessels open. Only two
types of stents are currently available in the United States. Both devices were available to European
patients long before they were available in the United States. A current example of this problem as it
now stands relates to a new type of stent that is coated with a drug. In the past, a small fraction of
these stents occluded causing potentially serious prob lems and an...
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