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BYLINE: Lori Tripoli, an attorney, is editor in chief of this newsletter.

BODY:
The Food and Drug Administration Modernization Act of 1997, P.L. 105-115, which was signed by President Clinton on Nov. 21 following a three-year battle in Congress, seems likely to remain controversial, as consumer groups castigated the new law and the regulated community endorsed it. Hailed by the White House as "the first major food and medical products reform legislation in 35 years," the new law "includes numerous initiatives championed by the Clinton administration that will ease the regulatory burden on industries, protect consumers and cut red tape, making government operations faster and more efficient," a statement issued by the White House Office of the Press Secretary asserted.

The regulated community was similarly optimistic about the new law's prospects. "In this new era, our hope is that the agency [FDA] becomes more of a partner with our industry in trying to ensure patients in this country have access to the best medical technologies the world offers in a safe, effective and expeditious manner," said Health Industry Manufacturers Association Chairman Bill George last month. 

Consumer groups were not quite so pleased. "This bill is good for corporate profits and bad for public health," said Public Citizen Health Research Group Director Sidney M. Wolfe, M.D., shortly before President Clinton signed the legislation. Dr. Wolfe criticized the law as one that "puts private wealth above public health;...that will expose patients and doctors to far greater risk that the drugs and medical devices they rely on are unsafe or ineffective;...that more than 100 national consumers, patients and public health groups strongly oppose."

Fen-Phen Again?

The law's provisions allowing drug manufacturers more leeway in promoting off-label uses of drugs has some consumer groups worried, particularly in light of the recent problems experienced by people who took certain prescription diet drugs for a long period of time. Fenfluramine and phentermine had been approved for short-term use, but ended up being prescribed for much longer periods and in combination (referred to as fen-phen). Now, of course, they are the subject of numerous lawsuits brought by users claiming that their heart valves may have been damaged. (See Leader's Product Liability Law and Strategy Law and Strategy, October 1997, p. 6.) Off-label uses, while legal, have long posed troublesome liability problems. (See Leader's Product Liability Law and Strategy Law and Strategy, November 1994, p. 1.)

The FDA Modernization Act allows manufacturers to circulate information about unapproved uses to health care providers. "The law abolishes the long-standing prohibition on dissemination by manufacturers of information about unapproved uses of drugs and medical devices," an FDA fact paper explained. FDA Backgrounder, BG 97-13 (Nov. 21). Specifically, the statute allows peer-reviewed journal articles describing off-label uses to be distributed to members of the medical community. According to the White House press secretary's office , "[t]his provision will allow manufacturers to disseminate reliable information about off-label uses provided they commit to conducting appropriate research and to filing a supplemental application for approval of these uses so that this information is available in the official product labeling." At the same time, the statute also provides the FDA with the authority to take action if a device is likely to be used for an off-label purpose that is potentially harmful.

"[T]here is no useful purpose to be served by enabling drug companies to market off-label uses," said Harvard Medical School Professor Emeritus Arnold S. Relman, M.D., earlier this year. He maintained that drug manufacturers advocate off-label uses "because it's a way to make more money out of drugs that they already have." Public Citizen, which circulated Dr. Relman's comments, listed the changes allowing off-label uses to be promoted as one of the 10 worst aspects in the new law.

Mixed Views on Medical Devices

The group also criticized provisions relaxing the regulation of medical devices. While oversight requirements for low-risk devices are eased, the FDA contended that the new law allows the agency to prioritize its efforts, allowing the agency to focus on those that may pose greater risk:

The act complements and builds on FDA's recent measures to focus its resources on medical devices that present the greatest risks to patients. For example, the law exempts from pre-market notification class I devices that are not intended for a use that is of substantial importance in preventing impairment of human health, or that do not present a potential unreasonable risk of illness or injury. The law also directs FDA to focus its postmarket surveillance on higher risk devices, and allows the agency to implement a reporting system that concentrates on a representative sample of user facilities -- such as hospitals and nursing homes -- that experience deaths and serious illnesses or injuries linked with the use of devices.

FDA Backgrounder, BG 97-13 (Nov. 21).

Manufacturers of medical devices are supportive of the change. "This comprehensive legislation will better equip the agency to deliver life-saving, life-enhancing medical technologies to patients in a more efficient and expedient way while at the same time keep in place FDA's standards of ensuring medical devices are safe and effective," said HIMA President Alan H. Magazine when Congress approved the legislation.

More to Come?

It seems unlikely that proponents and critics of the new law will reach a consensus on these issues. President Clinton, though, said that the law "is a good compromise on a difficult set of issues." At the same time, he observed, " As FDA reform did not start with this bill, it will not end with this bill."
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