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Foreword

In recent decades, both the range of medical devices and the industry that manufac-
tures them have greatly expanded. At the same time, there has been growing Federal
involvement in the U.S. health care system. The Medicare and Medicaid programs
established in the 1960s have increased the market for medical technologies and have
greatly influenced patterns of payment and use. The Federal Government instituted a
premarketing approval process for medical devices in 1976. Other activities, such as
funding research and development, regulating the providers of medical devices, and
providing medical care for veterans, have involved the Government in the develop-
ment and purchase of medical devices.

Since the late 1970s, congressional committees have been interested in the effects
of such Federal policies on the companies that manufacture medical devices. In early
1982, this interest resulted in a request from the Senate Labor and Human Resources
Committee to the Office of Technology Assessment (OTA) for an assessment of Federal
policies and their effect on the medical devices industry. The Senate Veterans’ Affairs
Committee endorsed the request and expressed particular interest in the activities of
the Veterans Administration regarding device development and procurement.

In preparing this report, OTA staff drew upon the expertise of members of the ad-
visory panel for the study, members of the OTA Health Program Advisory Commit-
tee, and experts in health policy, industry, research and development, economics, health
administration, and medicine. Drafts of the final report were reviewed by the advisory
panel, chaired by Dr. Richard R. Nelson; OTA’s Health Program Advisory Commit-
tee, chaired by Dr. Sidney S. Lee; and other individuals and groups with expertise in
the area. We are grateful for their assistance. Key OTA staff involved in the prepara-
tion of the document were Jane E. Sisk, Cynthia P. King, John C. Langenbrunner,
Katherine E. Locke, Lawrence H. Miike, and Judith L. Wagner.
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