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December 19, 1986 

The Honorable William V. Roth, Jr. 
Chairman, Committee on Governmental Affairs 
United States Senate 

Dear Mr. Chairman: 

In response to your request letter of February 26,1986, this report describes the 
structure and operation of FDA’s postmarketing surveillance system for medical 
devices and suggests ways to improve these activities. The study examines reporting 
patterns for adverse events associated with medical devices and actions taken in 
response to those events prior to the implementation of the mandatory medical- 
device reporting rule in December 1984. 

Cur findings suggest the need for a much more concerted effort by the federal 
government to obtain valid and sufficient postmarketing information. Our report 
provides baseline data for the evaluation of the effect of the mandatory medical- 
device reporting requirements. 

As we arranged with your office, unless you publicly announce the contents of this 
report earlier, we plan no further distribution of it until 30 days from the date of the 
report, At that time, a copy will be sent to the Secretary of the Department of Health 
and Human Services, We will also make copies available to interested organizations, 
as appropriate, and to others upon request. 

Sincerely yours, 

Eleanor Chelimsky 
Director 



Edcutive Summary 

The Senate Governmental Affairs Committee asked GAO to examine and 
describe the communications network and its flow patterns for problems 
associated with medical devices that the Food and Drug Administration 
(FM) has reviewed or approved for marketing. With the concurrence of 
the committee, GAO pursued three study objectives: (1) describe what 
and how information is reported when problems occur in the use of 
medical devices, (2) describe how hospitals, manufacturers, and FRA 
respond to these problems, and (3) review other federal programs that 
monitor the safety of selected technologies and identify promising prac- 
tices that FDA might apply to medical devices. 

Bqckground Although FDA reviews or screens medical devices before they are per- 
mitted to be marketed, Qjury-threatening problems may occur after a 
device is made available and used by the general public. The Medical 
Device Amendments of 1976 significantly expanded the authority of FDA 
to oversee the safety and effectiveness of medical devices. 

GAO did not attempt to determine the scope of problems associated with 
all medical devices. The primary issue in GAO’S review was whether 
information about marketed devices that could provide an early 
warning signal about safety and effectiveness is communicated to device 
manufacturers and F’DA so that timely action can be taken to protect the 
public from harm. 

GAO examined how information about medical-device problems 
originating in hospitals was communicated outside the hospitals and 
how device manufacturers and FDA responded to the problems. The 
review is based on a survey of a nationally representative sample of 
community hospitals asking about 10 medical devices and the most sig- 
nificant problems associated with their use during 1984. . 

Results in Brief From its survey of hospitals, GAO found that 99 percent of the problems 
associated with the selected devices, including those that could or did 
cause injury, had not been reported to FYN. FDA’s postmarketing surveil- 
lance system, which is based on the quantity and quality of the informa- 
tion that flows between device users, manufacturers, independent 
distributors, and FDA, has several serious flaws directly related to this 
high level of underreporting. (See page 41.) 
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Principal Findings In the GAO survey, hospital personnel indicated awareness of medical- 
device problems ranging from relatively minor incidents with no 
adverse effect on patients to an incident associated with the death of a 
patient. 

Types and Major Causes of For the 10 devices studied, actual injuries were associated with 9 per- 
Problems cent of the problems identified. The potential for serious injury or death 

occurred in 37 percent of the cases. Wear or deterioration of devices was 
cited as the sole or major cause of problems in about one third of the 
hospital reports. Other frequently cited causes were defective compo- 
nents, design flaws, and improper use. (See pages 43 and 44.) 

Trarjsmission of Problems Much information about problems with medical devices is not reported 
outside the hospitals. Of the 1,176 device-associated problems identified 
in GAO’S survey, only 693, or about 61 percent, of the problems were 
reported to any organization outside the hospital. Furthermore, when 
the problem involved injury to patients, an outside report was made in 
less than half the cases. Eighty-three percent of the reports hospitals 
made were transmitted orally. Thus, reporting was cut in half at the 
source, and most of what did emerge was not formally documented. (See 
page 46 and 47.) 

The majority of the reports made to organizations outside the hospitals 
were directed toward the device manufacturers, distributors, and inde- 
pendent distributors. When devices were under a warranty or a service 
arrangement, the likelihood was high that reports would be made 
outside the hospital. Problems that were identified as manufacturer- 
related (such aa design flaws) as opposed to user-related (such as errors 
in the use of a device) had a greater likelihood of being reported outside 
the hospitals. (See pages 41 and 44.) 

Responses to Device 
Problems 

I 

I 

Hospitals took their own actions to avoid a recurrence of 86 percent of 
the problems. Their most common action was to repair or replace a 
defective component (33 percent of the cases). For problems reported to 
manufacturers and distributors, the most common response was the 
repair or replacement of a failed device (62 percent). Almost no prob- 
lems were reported to FIN, providing very limited opportunity for FDA to 
respond. (See pages 64 and 66.) 
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Weaknesses in the Flow of E’DA may not need to know about every problem with devices in hospitals 
Information for its postmarketing surveillance activities to be effective. However, an 

information loss of 99 percent is too high for any effective 
postmarketing surveillance system. Although GAO'S study shows that 
communication may be adequate to solve individual device problems 
locally, the system does not provide a clear path along which reports 
can get to FDA, where much broader actions could be taken. This condi- 
tion exists despite at least four distinct communications channels to FDA. 
(See pages 61-63.) 

, 

GAO expects the situation to be only slightly improved by a new 
reporting rule, implemented after the GAO study period, which requires 
device manufacturers and importers to report to FDA problems that have 
caused or might cause injury or death. Manufacturers may, as required, 
report information they possess to FDA; GAO'S findings, however, suggest 
that much information about medical-device problems does not get into 
the hands of manufacturers. (See pages 49 and 50.) 

Limited Use of Problem- 
Reporting Program 

Slightly more than half the health-care professionals surveyed (63 per- 
cent) indicated that they were not aware of FDA'S system for reporting 
problems, despite several initiatives by FDA to publicize its existence. 
(See page 63.) 

P+mising Practices 

9 

The experience of other agencies suggests that representative sampling 
is an efficient method of obtaining the information necessary to monitor 
a potentially hazardous technology. (See pages 70 and 7 1.) 

. 

. 

GAO recommends that the secretary of Health and Human Services (HHS) b 

take the following actions to correct the underreporting of medical 
device problems. 

Independent distributors of medical devices should be required to report 
information about device problems to manufacturers, as manufacturers 
are required to report to FDA under the medical-device reporting rule. 
A more effective cooperative relationship should be established with 
professional health organizations to develop and distribute educational 
materials for health-care professionals on FDA'S need for early warning 
information and on how to report medical-device problems. 
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In addition, GAO recommends that FDA explore the possibility of estab- 
lishing a voluntary, postmarketing surveillance system involving a rep- 
resentative sample of hospitals that would report directly to device 
manufacturers. This recommendation is made in light of the void of 
information on problems with medical devices, the potential harm to 
people that could ensue, and recent developments indicating a more 
cooperative attitude by hospitals. 

Ag$ncy Comments 1111s found GAO'S draft report to be generally good, indicating that it pro- 
vides a valuable baseline analysis of reporting on adverse events prior 
to the initiation of the medical-devices reporting program. According to 
IIHS, GAO'S study will enhance evaluations of the effect of the program. 
While mfs generally agreed with the aims of GAO'S recommendations, it 
implied that the medical-devices reporting program would solve many of 
the problems GAO found. HHS wants to assess its experience before 
making any further changes. Although GAO believes the new program 
may bring some improvement in reporting, the likelihood is that the pro- 
gram will not disclose problems emanating from such segments of the 
system as hospitals and independent distributors. 

Specifically, HIIS proposes to continue its evaluation of the medical- 
devices reporting program before making any implementation decision 
regarding mandatory reporting by device distributors. GAO believes the 
need to include distributors in the reporting system has already been 
demonstrated. 

With respect to the recommendation to investigate the feasibility of 
incorporating a systematic but voluntary hospital reporting program, 
1111s said that the recommendation was in keeping with FDA'S goal but 
that the GAO approach was problematic. HHS said that the 1980 efforts, 
in a similar vein, were never fully implemented because hospitals were 
reluctant to participate and because resources to expand the system 
were lacking. GAO accepts the agency’s comment but disagrees with the 
assessment of its applicability to today’s situation and the consequent 
feasibility of GAO'S recommended approach. GAO found recent evidence 
that hospitals might be willing to participate and that the costs of the 
approach might be little more than the costs of the current system or 
perhaps less, because fewer hospitals might be involved. HEIS noted that 
FDA will assess the reporting program after there is more experience 
with it. Because hospitals are not required to report their experiences to 
the manufacturers, however, GAO does not believe that problems with 
devices will be adequately reported by hospitals under the present 
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system. HHS did not propose a specific course of action with regard to 
the establishment of a more effective cooperative program with profes- 
sional health-care organizations. FM is, however, now looking for other 
ways to communicate with health-care professionals about the need to 
report medical-device problems. Other HHS comments and GAO'S 
responses are in chapter 6 and appendix XII. 
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