
FEATURE CGMPs for
Medical-Device
Manufacturers

In this, thefourth article in our series on medical devices, we take a look at the newly issued

FDA Good Manufacturing Practices. The addition ofdesign controls and the prospect

of international harmonization may well be the most important developments in the

device-regulatoryfield in years. Part 2 of this article will appear in our May/June issue.

N
early twenty years ago, the U.S. Food and

Drug Administration FDA established its

Good Manufacturing Practices GMPs for

both domestic and foreign manufacturers of

medical devices intended for human use.

The agency took the position that the failure of man

ufacturers to follow good manufacturing practices

was responsible for a substantial number of device

failures and recalls.

The philosophy behind the FDA's requirement that

manufacturers adopt GMPs is simple. While the

agency's premarket review of devices serves as a check

of their safety and effectiveness, it was felt that only

compliance with GMPS could ensure that devices were

produced in a reliable and consistent manner. At that

time, the original GMPS did not in themselves guaran

tee that a product was safe and effective, but only indi

cated that a product that was once shown to be safe and

effective could be reliably reproduced.

Recently, spurred by an act of Congress, the FDA has

changed its regulations, adding a requirement for

design controls and bringing U.S. GMPs into substan

tive harmony with international requirements. The

addition of design controls changes the very nature of

the GMP requirements, which now seek to increase the

chances that devices will be designed in such a manner

as to be safe and effective. Further, with the agency

embracing the goal of international harmonization, the

day may not be far off when manufacturers will be able

to establish a single set of manufacturing practices that

will satisfy regulatory requirements from New Zealand

to Norway. Indeed, the agency has already spoken pub

licly about the mutual recognition of inspection results

among industrialized countries, and has even raised

the possibility of third-party audits' replacing the need

for some FDA inspections.

Like most U.S. medical-device law, the Current Good

Manufacturing Practices CGMP requirements trace

their genesis to the medical-device amendments of

1976. Section 520f of the Federal Food, Drug and

Cosmetic Act 2! USC, 360j[f authorized the FDA to

establish GMPs; on July 21, 1978, the agency issued its

original GMP regulations, which described the facilities

and methods to be used in the manufacture, packing,

storage, and installation of medical devices. Aside from

some editorial changes, these requirements would

remain unchanged for nearly 20 years.

In 1990, Congress passed the Safe Medical Devices Act

SMDA, which gave the FDA authority to add "prepro

duction design validation controls" to the GMP regula

tions. The act also encouraged the FDA to work with for

eign countries toward mutual recognition of GMP

inspections.

The agency went right to work on this and in June

1990 proposed revised GMPs. Almost seven years of

debate and revision followed, but finally, on October 7,

1996, the FDA issued its final rules. The new GMPs,

incorporating the required design controls, will go into

effect on June 1,1997, though the design-control provi

sions will not be enforced until June 1, 1998.

The design controls embodied in the new regulations

were necessary, said the FDA, because the lack of such

controls had been a major cause of device recalls in the

past. Indeed, 1984 congressional hearings focused on

deaths resulting from the use of cardiac pacemaker
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