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FDA Advises Halt in Use of Two Flexible Endoscope Washers
B Y  E L I Z A B E T H

M E C H C AT I E

Senior Writer

The Food and Drug Adminis-
tration is advising health care

providers to stop using two mod-
els of a machine used to wash
and disinfect flexible endoscopes,
if the providers have an alterna-
tive method of disinfection.

The machines are the System
83 Plus Washer/Disinfector and
the System Plus 83 Mini-flex
Washer/Disinfector, which are

manufactured by Custom Ultra-
sonics Inc. A statement issued by
the FDA on Feb. 7 says that the
agency and company signed a
consent decree of permanent in-
junction, in which the company
agreed to stop manufacturing
and distributing the machines un-
til it brings its methods and con-
trols used to manufacture the
machines into compliance with
FDA’s good manufacturing re-
quirements. The company also
agreed to develop and implement
adequate written medical device

reporting procedures, according
to the statement.

The FDA is not aware of any
adverse events resulting from this
problem, the statement says, but
adds that a potential health haz-
ard exists because improperly
cleaned and disinfected endo-
scopes “can be a source of trans-
mission of pathogens between
patients, causing life-threatening
infections.”

The agency advised health care
providers who use the machines
to stop using them if they have

other options, including using
another device or “following ap-
propriate protocols to manually
wash and disinfect the device.” If
they have no alternative, they
“should carefully weigh the risks
and benefits of using these prod-
ucts,” the FDA said.

In a letter to customers dated
Feb. 8 and posted on the compa-
ny’s Web site, Custom Ultrason-
ics said that it was cooperating
with the FDA and expected to be
in compliance with the FDA’s
regulations and have the matter

resolved “very shortly.”
The letter stressed that the

company was not aware of any
reports of an infection or disease
transmission associated with the
proper use of the System 83 Plus,
and that it was safe and effective
for cleaning and high-level disin-
fection of flexible endoscopes
“when used in accordance with
its labeling.” The System 83 Plus
machines have been used to re-
process several million flexible
endoscopes over the past 20 years,
according to the letter. ■

Barrett’s Screening Based on Inadequate Evidence 
B Y  D O U G  B R U N K

San Diego Bureau

S A N D I E G O —  Current screening and
surveillance guidelines for Barrett’s esoph-
agus and associated neoplasia are not sup-
ported by strong evidence, Dr. Marcia
Irene Canto said at a meeting jointly spon-
sored by the AGA Institute and the Japan-
ese Society of Gastroenterology.

“There is currently insufficient evi-
dence for sedated esophagogastroduo-
denoscopy [EGD] screening, but it may
be more cost effective than surveillance if
only Barrett’s patients with dysplasia di-
agnosed by screening are then followed,”
said Dr. Canto, director of clinical re-
search in the division of gastroenterolo-
gy and hepatology at Johns Hopkins Uni-
versity, Baltimore.

As for current surveillance practices,
“the biopsy protocol detects cancer, but
current guidelines regarding increased sur-
veillance intervals in Barrett’s patients
without dysplasia would lead to missed
high-grade dysplasia and cancer,” she said.
“We need better endoscopic techniques
and better risk stratification.”

Dr. Canto explained that current prac-
tices for screening and surveillance of Bar-
rett’s esophagus are not based on ran-
domized, controlled trials (level I evidence)
or even well-designed cohort or case-con-
trol trials (level II evidence). Rather, cur-
rent practice is based on decision analyses,
case series, case reports, or flawed clinical
trials (level III evidence), opinions of ex-
pert authorities based on clinical evidence,
descriptive studies, or reports of expert
committees (level IV evidence), and in-
sufficient evidence to form an opinion
(level V evidence).

“The rationale for screening and sur-
veillance is to improve survival, but more
and more we are trying to prevent cancer
in Barrett’s patients,” she said. “It’s a dif-
ferent approach, by detecting high-grade
dysplasia and intervening with ablation en-
doscopic mucosal resection or esophagec-
tomy in this precancerous phase.”

Data on 783 patients from five prospec-
tive studies and one patient registry sug-
gest that the risk of cancer in Barrett’s
esophagus is related to the grade of dys-
plasia. The risk for patients with no dys-
plasia stands at 2%, while the risk for
those with low-grade and high-grade

dysplasia is 7% and 22%, respectively.
Dr. Canto noted that there are no ran-

domized, controlled trials on the evidence
for surveillance in Barrett’s esophagus,
only three retrospective case series and
one ongoing prospective study. But data
from those studies indicate that the 2-year
survival rate seems to be improved for pa-
tients who undergo surveillance, com-
pared with those who don’t (86% vs. 46%).
“And an economic analysis of surveillance
in general suggests that if you target pa-
tients with dysplastic Barrett’s, it probably
is cost effective,” she said.

The evidence against surveillance is
largely based on the fact that most Bar-
rett’s patients die from other causes.
“When you look prospectively, the risk of
cancer in Barrett’s is really low: about
0.5%-1.2% per year,” she added. “There-
fore, EGD, which is the standard way of
doing surveillance, is very costly.”

Moreover, the optimal surveillance tech-
nique remains unknown. “Across the Unit-
ed States there is such inconsistency in
techniques for surveillance,” she said.
“Many practicing gastroenterologists do
not follow any particular biopsy or sur-
veillance technique.”

Since clinicians at Johns Hopkins began
endoscopic surveillance in 1994, the preva-
lence of occult cancer in 39 Barrett’s pa-
tients with high-grade dysplasia has de-
creased from 43% to 21%. None of the 15
patients who had some type of biopsy pro-
tocol or imaging technique implemented
in their surveillance had occult cancer,
while 8 of the 24 who did not follow a
biopsy protocol clearly had occult cancer.
“This is even with modern endoscopy
techniques, so there is some benefit to try-
ing to do that,” Dr. Canto said.

For a Barrett’s patient with no dyspla-
sia, the American Gastroenterological As-
sociation (AGA) recommends a second
EGD 1 year later, and then surveillance
every 5 years (Gastroenterology 2005;128:
1468-70).

The American College of Gastroen-
terology (ACG) guidelines are similar, but
recommend surveillance every 3 years
(Am. J. Gastroenterol. 2002;97:1888-95).

“Is this evidence-based?” Dr. Canto
asked. “Guidelines written by the GI so-
cieties are based on current data and de-
cision analyses in terms of what the best
surveillance interval is. There will never be

the equivalent of the National Polyp Study
for colon cancer surveillance.”

For a Barrett’s patient with low-grade
dysplasia, the AGA recommends an EGD
every 6 months for 1 year, then increasing
the surveillance interval to every 1-2 years.
The ACG guidelines are similar, but they
recommend surveillance every year.

For a Barrett’s patient with high-grade
dysplasia, the American Society for Gas-
trointestinal Endoscopy recommends con-
firming the diagnosis with two experi-
enced pathologists and then offering the
patient surgery or endoscopic therapy
(Gastrointest. Endosc. 2006;63:570-80).
The patient should then undergo surveil-
lance every 3 months for at least 2 years.

The ACG guidelines are similar but rec-
ommend endoscopic mucosal resection
for more severe disease.

Preliminary results from a prospective
multicenter study of 618 patients show
that the prevalent cancer risk within 1
year of diagnosing the index lesion was
6.7% (Clin. Gastroenterol. Hepatol. 2006;
4:566-72). Furthermore, when the re-
searchers followed the patients, the risk of
cancer in patients with no dysplasia was
0.5% per year while the risk of cancer in
patients with low-grade dysplasia was sim-
ilar at 0.6% per year.

So far, regression of low-grade dyspla-
sia has occurred in 66% of patients. Dr.
Canto pointed out that 53% of the inci-
dent high-grade dysplasias or cancers de-
veloped after two EGDs with no dyspla-
sia. “So what if you have the patient back
at year 5 according to the AGA guidelines,

but the patient de-
veloped a Barrett’s
cancer or high-
grade dysplasia in
year 2?” she asked.
“We don’t have the
evidence for in-
creasing the sur-
veillance intervals.
In fact, preliminary
evidence from this
paper suggests that
Barrett’s high-
grade dysplasia or
cancer might be
missed if you fol-
lowed the AGA
guidelines.”

Screening for
Barrett’s esophagus and associated neo-
plasia presents another quagmire. The
ACG guidelines state that patients with
chronic GERD symptoms are most likely
to have Barrett’s esophagus and should un-
dergo upper endoscopy, but an AGA tech-
nical review concluded that there is no di-
rect evidence that has validated the use of
screening for esophageal cancer in the
United States.

Dr. Canto said that this is in part because
40% of Barrett’s patients with cancer have
no GERD symptoms and fewer than 4%
have Barrett’s diagnosed before the cancer
is diagnosed.

One study concluded that screening
50-year-old men with symptoms of
GERD to detect adenocarcinoma associ-
ated with Barrett’s esophagus is probably
cost effective, but continuing surveillance
of patients who have Barrett’s esophagus
but no dysplasia is costly, even if screen-
ing occurs at 5-year intervals (Ann. Intern.
Med. 2003;138:176-86).

Candidates for screening include pa-
tients with erosive esophagitis, those with
chronic severe GERD, white males over
age 50 regardless of symptoms, those with
a family history of Barrett’s and adeno-
carcinoma, those who are obese, and
postcholecystectomy patients (Am. J. Gas-
troenterol. 2004;99:2107-14).

Current endoscopic tools for screening
include a standard videoendoscope (se-
dated or unsedated), an unsedated thin
videoendoscope, an office-based thin bat-
tery-powered endoscope, and wireless cap-
sule endoscopy. ■

Histology slide shows low-grade dysplasia in a biopsy sample
obtained from a patient with Barrett’s esophagus.
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