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original articles

 

Imaging Studies after a First 
Urinary Tract Infection in Children

 

Renal imaging is recommended for children after a
first documented urinary tract infection. In this pro-
spective study, 309 children between the ages of one
month and two years underwent renal imaging stud-
ies (technetium-99m–labeled dimercaptosuccinic
acid scanning and renal ultrasonography) within 72
hours after the diagnosis of urinary tract infection,
voiding cystourethrography one month later, and
repeated scanning six months later. Management
was not changed by the finding of ultrasonographic
abnormalities (in 12 percent of the children). Mon-
itoring with urinalysis and culture appears to be as
effective as imaging studies.

 

The routine performance of imaging studies in young
children after a first urinary tract infection appears to
be of little clinical value.

 

see page 195; editorial, page 251

 

Intratumoral T Cells, Recurrence, and 
Survival in Epithelial Ovarian Cancer

 

The outcome of treatment in advanced ovarian
cancer can vary considerably among patients with
similar clinical and pathological findings. In this
immunohistochemical study of tumors from 186
patients, the presence of T cells within the tumor
was strongly associated with a good outcome,
whereas the absence of T cells correlated with a
poor outcome.

 

These results constitute strong, indirect evidence that
an antitumor immune response has a potent influence
on the outcome of advanced ovarian cancer. Similar re-
sults in studies of other neoplasms support the thesis
that the immune system participates in the defense
against cancer.

 

see page 203; editorial, page 252
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this week in the journal

 

clinical practice

 

Suspected Appendicitis

 

An otherwise healthy 22-year-old woman comes to
the emergency department with acute abdominal
pain of 18 hours’ duration in the right lower quad-
rant. On physical examination, she is afebrile, with
tenderness on deep palpation in the right lower
quadrant, and has no peritoneal signs. Pelvic exam-
ination reveals tenderness in the right adnexa with-
out a mass. How should this patient be further
evaluated?

 

see page 236

 

special article

 

Retained Sponges and Instruments

 

This study compared characteristics of patients with
retained sponges or instruments after surgery,
identified through a large malpractice insurer, and
control patients who underwent the same types of
surgery but did not have retained foreign objects.
Independent predictors of the retention of a foreign
body included emergency surgery, an unplanned
change in procedure, and higher body-mass index.
Counts of instruments and sponges were less likely
to have been performed for patients with retained
foreign bodies than for controls, although in the
majority of cases, such counts were performed and
were recorded as being correct.

 

The implication of these findings is that specific char-
acteristics of both patients and their surgical proce-
dures are associated with an increased risk of reten-
tion of a sponge or instrument. This type of analytic
approach may be useful in elucidating other medical
errors and suggesting strategies for their prevention.

 

see page 229

 

original article

 

Outbreaks of 

 

P. aeruginosa

 

 Associated 
with Defective Bronchoscopes

 

Two reports in this issue describe outbreaks of

 

Pseudomonas aeruginosa

 

 infections in hospitals. In
both cases an increase in the frequency of pseudomo-
nas infections was associated with bronchoscopy.
In one study, isolates from the patients were geneti-
cally related to isolates from bronchoscopes that
had loose caps on their biopsy ports.

 

Endoscopes are the devices most commonly associated
with nosocomial outbreaks of infection. The outbreaks
described in both studies involved bronchoscopes with
defects that rendered disinfection procedures ineffec-
tive. This experience emphasizes the need for close sur-
veillance for such infections and for better methods of
recalling defective medical devices.

 

see pages 214 and 221; perspective, 

page 191
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per spective

 

Ensuring Safe and 
Effective Medical Devices

 

David W. Feigal, M.D., M.P.H., Susan N. Gardner, Ph.D., and Mark McClellan, M.D., Ph.D.

 

Over 8000 new medical devices are marketed in
the United States each year. Before marketing, man-
ufacturers of high-risk, or class III, devices provide
the Food and Drug Administration (FDA) with sci-
entific clinical evidence that the devices are “safe
and effective”; 50 to 80 of these devices receive FDA
approval annually. Some 3500 medium-risk (class
II) products are approved for marketing by the FDA
after the manufacturer has submitted a 510(k) no-
tification. The device must be “substantially equiva-
lent” to an existing marketed device, as demonstrat-
ed by product-specific performance requirements
or “special controls.” Only 8 percent of 510(k) noti-
fications have special controls that require clinical
data. Over 4000 new, low-risk (class I) devices are
marketed each year; they are exempt from the re-
quirement for FDA approval. Systems that moni-
tor manufacturing quality, including plans for cor-
rective and preventive actions, are required for all
products. All recalls and certain types of problems
must be reported to the FDA.

Although drugs are molecules with short half-
lives and long market lives, devices are often com-
plex durable equipment with short market lives.
Drug-related injuries are not commonly caused
by manufacturing problems, but faulty design and
manufacturing are frequently the cause of device-
related injuries. Devices can malfunction, break,
and cause injury because of errors in their use. New
devices are also less likely than drugs to have their
safety established clinically before they are market-
ed. Effective surveillance of marketed medical de-
vices is an important aspect of consumer protec-
tion. In this issue of the 

 

Journal,

 

 Kirschke et al.
(pages 214–220) and Srinivasan et al. (pages 221–
227) report on bacterial infections associated with
bronchoscopes.

What should we strive to accomplish by surveil-
lance of medical devices on the market? We can im-

prove the safety and effectiveness of devices by iden-
tifying serious low-frequency events that were not
reported before marketing, detecting unintended
changes in risk due to design or manufacturing
modifications, and assessing risks and benefits
over longer follow-up periods or in high-risk pop-
ulations. We can also identify “real-world” prob-
lems associated with the learning curve and other
human factors in the use of new devices, as well as
interference between new and existing devices.

Spontaneous reporting of adverse events (med-
ical-device reporting) has been an important sur-
veillance tool, particularly for the identification of
unusual, unexpected, and severe events. Other sur-
veillance methods include long-term follow-up
of participants in clinical trials conducted before
marketing, post-approval studies, and new trials to
evaluate expanded indications or subsequent gen-
erations of the device. Manufacturers can identify
problems by monitoring complaints, product fail-
ures, and corrective actions and can assess human
factors as part of the training provided for the use
of a new product. Problems are also identified
through FDA field inspections and investigations. 

The FDA requires that manufacturers and clin-
ical facilities report certain types of injuries associ-
ated with medical devices, and voluntary reporting
by health care providers and consumers is encour-
aged. Manufacturers must report device-related
deaths, serious injuries, and certain malfunctions.
The FDA received more than 120,000 reports in
2002. Clinical facilities are required to report de-
vice-related deaths to the FDA and manufacturers
and are required to report serious injuries to man-
ufacturers. In 2002, clinical facilities submitted
over 2500 reports to the FDA, and health profes-
sionals and consumers submitted 3500 voluntary
reports.

A product recall is one of the corrective actions
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