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Nearly 600 University of Washington Medical Center patients have been notified that tubular devices used to diagnose diseases of the intestinal tract were not completely cleaned for several months. 

UW officials and outside experts said the risk of infection from the incomplete cleaning process, which involves several steps, was very low. 

"The risk ... is essentially zero, it is negligible," said Dr. Ed Walker, medical director of the UW Medical Center. 

The medical center performed an extensive review of the cleaning lapse and filed reports with the federal Food and Drug Administration (FDA) and the Washington state Department of Health. 

Patients who were examined with the devices, called endoscopes, were notified by letter of the problem during the past few weeks. 

About 60 have called the medical center with questions, and 17 requested tests for hepatitis B and C and HIV. None has tested positive, said Walter Neary, a UW Medical Center spokesman. 

Endoscopes are flexible viewing tubes inserted into the colon or down the esophagus. They are used to diagnose a number of conditions, including colon cancer, bleeding and chronic inflammation. 

After each examination, the device is cleaned in several steps. In one step, the scopes at the UW were soaked for two minutes in a machine filled with a disinfectant, glutaraldehyde. The soak time should have been 20 minutes, according to guidelines recommended by several professional societies whose members are involved in the procedures. 

Walker said the lapses occurred from mid-November until mid-January, when technicians discovered the soaking time was below the standard. 

The two machines used in the process were new and had a software problem, Walker said. A representative of the manufacturer, Custom Ultrasonics of Ivyland, Pa., said it was unclear that the problem was in the software, and that it could have been human error. 

The machines have since been repaired and are being used with close monitoring, Walker said. 

A monitoring feature — a printout after each cleaning session, including soaking time — was not used until after the soaking-time deficiency was discovered, Walker said. 

He said Custom Ultrasonics representatives had not told UW technicians about the printout feature. 

Dr. Lawrence Muscarella, director of research and development for the company, insisted that the representatives had told the technicians and that the monitoring feature is described in the operating manual. 

An FDA representative said the UW's voluntary report is now part of its record to see if there is a pattern of such problems with the machine. 

In September 1999, before the universal cleaning guidelines were adopted, the FDA and the Centers for Disease Control and Prevention notified hospitals and clinics nationwide that several infections had resulted from inadequately sanitized bronchoscopes, a type of endoscope. The agencies made a series of recommendations regarding all endoscope processing machines, including that the monitors be used. 

A state Department of Health spokesman said the UW's notification was voluntary and that no action would be taken. The center already has done everything the agency wants, including notifying patients and correcting the disinfecting process. 

The endoscope-cleaning process involves washing and flushing the device in the procedure room; 15 minutes of hand-washing and brushing it with a detergent and an enzyme that breaks down bacterial and viral proteins; soaking it in the machine, which also sends ultrasound waves through the solution to dislodge any remaining material; a water rinse and flushing with alcohol to dry it out. 

A 1993 study by the American Society for Gastrointestinal Endoscopy estimated that when the professional societies' cleaning guidelines are followed, the risk of infection is 1 in 1.8 million procedures. An expert said the increased risk from decreased soak time is "extremely small." 

"If this happened to my dad, I would say, 'Dad, this is not anything to worry about.' The chance of getting hurt in a car wreck on the way to work is higher than this risk," said Dr. Douglas Nelson, a University of Minnesota associate professor of medicine and chairman of the group that drew up the guidelines. 

He said studies have shown that the hand washing and brushing alone are sufficient to eliminate more than 99 percent of germs in endoscopes. 

Dr. Jeff Duchin, director of communicable-disease control for Public Health — Seattle & King County, also said that in general, the increased risk would not be significant. 

A panel of three UW infectious-disease experts reviewed the incident and concluded the increased risk was extremely low. Nelson reviewed that conclusion. 

Walker said two UW ethics experts also discussed whether to inform patients, balancing their right to know against whether the notification might cause undue anxiety. 

The experts decided to notify 587 patients, explaining the incident and the risk. "We did this more for doing the right thing than for any legal liability," Walker said. 

Nelson said patients should understand that endoscopies are very important diagnostic procedures. "People should not avoid getting these procedures for fear of infection," he said. "These are very safe procedures." 

Warren King: 206-464-2247 or wking@seattletimes.com 

For more information:  Patients who have questions about endoscopic procedures they received at the University of Washington Medical Center may call the UW Digestive Disease Center at 206-598-7100. 
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