NATIONAL ISSUE

A NEW RISK FOR HIGH-TECH SURGERY?

Tough-To-Clean Endoscopes May Pose Hazard Of Infection

By John Berlau

Investor’s Business Daily
If you live to be 55 or so,
chances are youwll have a
close encounter with a long,
black snake-like creature

called an endoscope.

That's usually all to the good.
From removing gallstones and pol-
yps to screening for cancer, endo-
scopes have revolutionized surgery
the past 15 years.

In many cases where a doctor
would have cut open a patient even
10 years ago, the same procedure
can be done by using an endoscope.

More that 10 million patients are
prodded with endoscopes each year.
And by reducing problems from in-
vasive surgery and helping doctors
detect diseases at an early stage, en-
doscopes have saved perhaps mil-
lions of lives.

Endoscopes are long tubes made
from plastic rubber and steel, using
fiber optics to help perform surgery.
However, the same flexible design
that lets endoscopes help doctors
snake around the body also make
them hard to clean.

Because many endoscopes are heat-
sensitive, they can’t be treated with
steam, the preferred method of steril-
ization.

But an American Society for Gas-
trointestinal Endoscopy task force
found the risks of contaminated en-

DIRTY SCOPES: Surgical endoscopes
save lives but are tough to sterilize.

doscopes to be tiny: only 28 report-
ed cases of infection transmission
out of an estimated 40 million gas-
trointestinal endoscopies performed
from 1988 to 1993, a nisk of | in 1.8
million.

And every one of those resulted
from a breach of cleaning and disin-
fection guidelines.

Still. media outlets from News-
week to Time Inc.’s Hippocrates. a
magazine for doctors, have splat-
tered readers with stories of dirty en-
doscopes and claims that the risks
are underreported.

The source for nearly every one of
these stories? David Lewis. a re-
search microbiologist at the Environ-
mental Protection Agency on assign-
ment to the University of Georgia.
{Lewis also attracted media atten-
tion. including that of /BD. for his
role as a whistle-blower critical of

the science policies of EPA head
Carol Browner.)

In the articles about endoscopes.
Lewis has often plugged the Steris
System 1. a product made by a com-
pany for which he consults. Steris is
the only hiquid-chemical process the
Food and Drug Administration has
cleared to market as a sterilizer.

While Lewts says he takes no
money from Steris Corp.. based in
Mentor. Ohio. the company does do-
nate money to a Georgia church
that Lewis cofounded.

Now Lewis is lobbying to get the
Centers for Disease Control to
change 1ts guidelines from recom-
mending high-level disinfection to
sterilization.

In pracuce. that would mean hos-
pitals that used liquid chemmicals to
reprocess endoscopes could use only
Sterts machines and its germicide.

Although the gudelines aren't
rules. they can be used in medical
malpractice lawsuits, which Lewis
thinks are justified against doctors
who don't “sterilize” therr 1pstru-
ments.

*I just find it astounding that in
the day in which we live we're argu-
g over whether vou ought to steril-
1ze a device that’s used in surgery,”
Lewis said.

But the FDA aside. manv infec-
unon-control experts say there are
few data to show that Steris does
any better joh than the liquid-cherm-

Continued on Page A26



Monday. February 14, 2000

~ NATIONAL ISSUE: New Risk For High-Tech Surgery?

Continued From Page A/

cal germicides. And some say Lewis’
claim may even harm patients by
sending confusing signals to hospital
staff about endoscopes being “sterile.”

A study in the American Journal of
Infection Control in 1998 found that
the Steris System | failed to kill 37
out of 40 bacterial spores.

A Steris official and microbiologist
Michelle Alfa both said that the spe-
cially bwlt scope used in the study
was not the kind used in a normal
hospital. Another study funded partial-
ly by Steris in Gastrointestinal Endos-
copy found that its competitors were
just as effective as Steris in killing bac-
teria.

And CDC microbiologist Lynne Se-
hulster told 7BD there’s no indepen-
dent research to show that endoscopes
can be sterilized.

“The FDA's review is simply a
clearance based on manufacturer-sup-
plied data.” she said. “When you look
at the scientific literature that’s avail-
able to the rest of the world, you
don’t see data that does not have any
kind of corporate interest involved
which supports the statement.”

1t’s possible the FDA may have
data “we're not privy to,” she added.

Similarly, Franz Daschner, an offi-
cial of Germany’s National Reference
Center for Hospital Hygiene in Berlin,
said the claim is “definitely false. Ster-
is may disinfect, but it definitely
doesn't sterilize and kill all organisms.
In Germany, we do not recognize (lig-
uid) solutions as sterilizers.”

Sterilization is defined as the killing
of all microbial life, regardless of resis-
tance. High-level disinfection is the
killing of almost all disease-causing
bacteria. Steris Vice President Paul
Malchesky says the product provides
the same sterility assurance level as
steam that all microbes will be killed.

But others say liquid germicides, un-
like steam. don't sterilize compietely.
Liquid may not penetrate all areas,
And the instrument can't be wrapped
in packaging and stay sterile while on

the shelf.

Also. as then-CDC branch chief
Walter Bond argued in a 1993 article
in the journal Infection Control and
Hospital Epidemiology, sterility can't
be monitored in the usual way, with a
biological indicator. The reason:
There's no way to tell whether the
process killed the spores or whether
they simply were washed off.

Although the FDA cleared a biolog-
ical indicator for Steris” process 1n
1996, Malchesky and the FDA say 1t
was to validate that it worked. not
that the medical device is sterile.

And even if the liquid germicide
did sterilize the scope. 1t still has to
be rinsed off to prevent allergic reac-
tions.

An automated endoscope reproces-

sor. like any automalic washer, must

be hooked up to a dispenser of tap
water, which can contain bacteria. St-
eris’ Malchesky says the Steris System
| produces sterile water through a spe-
cial filter.

But “filtering tap water using the
micron filter (like Steris') is unlikely
to ever yield sterile water,” said
Lawrence Muscarella, infection con-
trol chief of Custom Ultrasonics, a St-
eris competitor that makes washer dis-
infectors. Muscarella and Daschner
say only heat makes water sterile.

Lewis concedes the instruments may
not always be sterile after they're ster-
ilized.

“I'm not saying that every patient
has got to have a sterile endoscope.
just one that has been subjected to a
sterilization procedure that gives you
the best chance of having killed the
micro-organisms there,” he said.

Lewis said the criticism of his way
of sterilizing is “just all about money.
It’s not that sterilizing these devices is
going to hurt anybody.”

But Muscarella argues that a false
assurance of sterilization may have
dangers.

For instance, hospital staffs may
not take the precautions they would
with disinfectants. He says this may

have been the case with four reported
bacterial outbreaks in New York be-
cause of bronchoscopes processed in’
the Steris Systermn |.

At the New York Hospital Medical
Center of Queens, three patients be-
came seriously 1ll and one apparently
died after becoming infected in 1998
with pseudomonas aeruginosa — a
rare bacteria that can kill people with
weakened tmmune systems. State and
federal health official concluded last
year that the reprocessors were wrong-
ty hooked up with the bronchoscopes.

In December the FDA sent Steris a
warning letter. saying the company
*did not conduct an adequate investi-
gation and/or adequatelv determine
the cause”™ of the New York out-
breaks and other cases in which pa-
tients were infected with tuberculosis
and staphylococcus.

Muscarella thinks if the New York
hospitals had used a 70% alcohol
rinse and forced-air drying, steps rou-
tinely taken in high-level disinfection
to keep bacteria from growmg, the
outbreaks mught not have happened.

Sorona Segal-Maurer. an official of
New York Hospital, said she was
“pretty sure” alcohol and drying were
used. But state health official Rachel
Stricof said she doesn't recall finding
that this step was taken. Neither
could provide /BD documentation.

Stens” Malchesky says alcohol rins-
img would be “detrimental. because
now you're contaminiating that scope
with alcohol. which could be contami-
nated m and of itself.”

But the FDA and the CDC suggest-
ed in September that hospitals should
consider alcohol and drying as a final
step. And Tim Ulatowski, FDA’s di-
rector of dental, infection control and
general hospital devices. says this in-
cludes the Steris System 1.

When asked if the system wauld be
cleared for sterihzation today. Ula-
towski said only, “once a product is
cleared. 1t’s cleared.”

He added the FDA cannot change
a claim “unti] there's a problem.”



