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	Valued medical tool has dangers

Fears grow that improperly disinfected endoscopes can cause infectious diseases.
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They are common medical tools that help doctors save lives, but keeping them clean between patients is a painstaking process that can lead to problems if not followed meticulously.

The tools, called endoscopes, are the focus of several recent lawsuits from patients worried that a contaminated instrument used during a colonoscopy or other invasive scoping procedures could leave them with an infectious disease.

The worry is more intense in the region since Kaiser Permanente Medical Center, South Sacramento, informed 1,300 patients last month that endoscopes used in certain procedures may not have been sufficiently disinfected and could pose a risk for hepatitis.

At the same time, two Sutter Auburn Faith Hospital patients recently sued that hospital and an endoscope manufacturer, claiming that dirty scopes discovered in 2002 gave them hepatitis.

The problems are not confined to the Sacramento area. Similar cases have surfaced in many states during the past several years. The more recent have occurred despite efforts by government, medical groups and manufacturers to develop more stringent, uniform cleaning guidelines.

Patient fears, in turn, have prompted concern among doctors that people will respond by avoiding such procedures. They maintain that the risk of contracting disease is extremely low, while the benefits in terms of cancer detection are great.

"We know from a colon cancer standpoint alone that if we screen 100 people we will find 1 percent with cancer," said Dr. Douglas Nelson, a Minnesota gastroenterologist and board member of the American Society for Gastrointestinal Endoscopy. "We don't want to scare anyone away from a potentially lifesaving procedure."

A complex problem

The problem, experts agree, is that endoscopes are complex instruments and difficult to thoroughly disinfect.

Flexible endoscopes are hollow tubes fitted with a tiny camera which, inserted into body cavities, allows doctors to see inside a patient. Scopes are specially designed to examine the heart and blood vessels, lungs, colon, esophagus, and female sex organs. Doctors can thread surgical instruments through the scopes to perform biopsies or snip out polyps.

But unlike dental instruments, which are made to withstand sterilization using heat, flexible endoscopes only can be disinfected using solution. Sterilization kills all microbes; high-level disinfection can't destroy all germs.

Olympus, a company that makes many of the endoscopes used in hospitals, describes an 18-step pre-cleaning guide for one product on its Web site. It then describes a 15-step process for disinfecting the same scope. The guide warns users that the list is only "a summary of the steps necessary to properly disinfect your endoscope."

Many hospitals use dishwashing-type machines called endoscope reprocessors to further disinfect the scopes by flushing cleaning solutions through the various parts.

Breakdowns in cleaning protocols can occur at various stages. In the Kaiser case, during routine maintenance, technicians discovered clogs in the reprocessing machine that may have prevented cleaning solutions from fully decontaminating the scopes over a three-month period.

The case has sparked a class-action suit accusing Kaiser of negligence and alleging product liability against the manufacturer, Pennsylvania-based Custom Ultrasonics Inc. More than 20 Kaiser patients have joined the suit.

Sacramento attorney John Panneton said his clients are anxious about the possibility of infection. Two tested positive for hepatitis C after the disclosure, he said.

But proving that Kaiser caused the infections will be a challenge because people can have the disease for a long time before symptoms lead to a diagnosis.

In 2002, Sutter Auburn Faith alerted 750 patients of the possibility they had been infected after discovering that the nursing staff had not been adequately trained in cleaning a newer scope.

A few months later, Olympus alerted hospitals across the country about design changes that required more careful cleaning.

That case also resulted in lawsuits. Los Angeles attorney Ronald Rosengarten is representing Grass Valley resident Kathleen Tobin in her case against Sutter Auburn and Olympus.

Rosengarten said Tobin had an endoscopy procedure in October 2001 and several months later started feeling fatigued.

"A battery of tests discovered she had hepatitis C," he said. "A month later she got a letter from the hospital telling her she might have been exposed."

Sutter officials declined to comment, citing pending litigation. Olympus did not respond to an interview request.

Lawrence Muscarella is director of research and development and chief of infection control at Custom Ultrasonics Inc., the company being sued in the wake of the Kaiser problem.

He said scope design, cost and high rates of use combine to form "the perfect storm" for potential problems.

"They are very expensive, and they have to get them rendered safe for the next patient who may be coming into the office in the next 20 minutes," he said. "A facility can't buy many of them, but a physician needs them to be ready."

Guidelines established

In response to growing concerns, representatives from 11 national medical organizations came together last year to hone guidelines for cleaning flexible endoscopes used for gastrointestinal procedures.

"The purpose was to get the industry, users and sellers to agree on minimum guidelines," said Nelson, the Minnesota gastroenterologist.

The group's position statement concluded that when the guidelines are followed, the scopes are extremely safe.

Nelson noted that failure to follow protocol could be blamed in each of the 317 cases documented over the past 30 years in which a patient was infected.

Even with the updated guidelines, he acknowledged, "We can't really eliminate human error from the system. We can't really eliminate machine error from the system."

David Lewis, a microbiologist at the University of Georgia, argues more could be done. Lewis, one of the researchers who discovered he AIDS virus could be transmitted through unsterilized dental instruments, said the established guidelines do not always adhere to Food and Drug Administration labeling rules.

For example, he said, the FDA requires that scopes be soaked in disinfectant and heated to 25 degrees Celsius, for 45 minutes. The guidelines, however, state that scopes have been shown to be cleaned sufficiently after soaking for 20 minutes at 20 degrees Celsius.

Lewis also said manufacturers should make endoscopes that can be sterilized using heat.

"At the end of the day, they cannot disinfect and sterilize this equipment," he argued. "There are too many intricate parts that have to be cleaned."

Nelson and other doctors stressed that patients facing scoping procedures should keep the risks in perspective.

They say published reports of disease transmission between 1988 and 1992 found that one in 1.8 million gastroenterology procedures resulted in transmission of an infection like hepatitis C.

Even if the rates are vastly underestimated, said Dr. Bob Midgley, gastroenterology chief at Kaiser's south Sacramento facility, "the risks of not doing an indicated scope test far outweigh the risks of getting an infection from these scopes.

"What we don't want to see are people not having procedures when they are indicated," he said.

Such admonitions are lost on 22-year-old Melissa, who was shaken after receiving a letter from Kaiser warning of possible infection following a scoping procedure for colitis.

"I've canceled one of my appointments I was supposed to have," said Melissa, who asked that her last name not be used. "I could understand if it happened to one or two people, but the fact it happened to so many doesn't make me feel comforted. They caught it way after the fact, and it makes me lose a lot of faith in the hospital."

Melissa's next move, she said, will be to join the lawsuit.
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