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Machines blamed in AGH death
By Luis Fabregas
 Wednesday, January 22, 2003 
Allegheny General Hospital is blaming a deadly outbreak of bacteria last year on three faulty sterilization machines, saying the manufacturer never told the hospital about two potential defects that had been targeted by federal authorities. 

The hospital said it learned of the defects — one of which resulted in a recall — only after it consulted the U.S. Centers for Disease Control and Prevention and researched the machine's track record on the Web site of the U.S. Food and Drug Administration. 

Sixteen patients at the North Side hospital were infected by Pseudomonas aeruginosa bacteria last year. One person died. Eight other infected patients also died, but their deaths were not attributed to Pseudomonas. All of those infected had undergone tests with bronchoscopes, which are used to diagnose ailments such as lung cancer. 

The hospital yesterday made public its findings from an internal investigation. AGH officials maintain that the defects prevented the sterilization machines from properly cleaning the bronchoscopes. 

"We were doing everything we could humanly do and doing it all correctly," Dr. Richard Shannon, chairman of medicine at AGH, said of the hospital's sterilization process, which has been overhauled since the infections became public in October. "It is this piece of equipment which we believe has let us down." 

The hospital's conclusions pit AGH against Steris Corp., of Ohio, an industry giant that has made more than 16,000 sterilization machines used by 5,000 hospitals and clinics across the U.S. to clean scopes. Steris rejected the hospital's claim, promising a full investigation and cooperation with federal authorities. 

"We see these statements as false, misleading, and not reflecting an appropriate investigation into the October 2002 infection outbreak at the hospital," said Gerry Reis, a senior vice president at Steris. "Steris categorically rejects the statements made by the hospital." 

FDA officials have said that AGH might not have followed proper cleaning and disinfection procedures. FDA officials said yesterday the agency has received a report from AGH, but would not comment further. 

"At this point in time, the FDA doesn't have enough information to either agree or disagree with their conclusions," said Sharon Snider, an FDA spokeswoman. "We are still investigating the root cause of the problem." 

AGH's Shannon said Steris sent a letter to the hospital's purchasing department about buying a replacement part at a discounted price for each of its machines, but never said the part had been recalled. 

"It was a marketing letter, not a clinical warning," Shannon said. "It is inadequate and inappropriate notification to an end user about a potential problem. Contrast that with the 6 o'clock news which tells you every time the strap on a kid's car seat is loose. Contrast that with Firestone's replacement of tires. They don't offer you a 40 percent discount. They give you new tires." 

Hospital officials last year said the Pseudomonas bacteria, which can be deadly to patients with weak immune systems, was spread by three infected bronchoscopes. 

AGH officials said the Steris System 1 units had two potential problems. Shannon said a tube that allows a disinfecting acid to enter the scope can become clogged with the glue that connects the tube to the machine. The tube was the subject of an FDA recall in May 2002. 

The other problem was a potentially faulty sterile water filter, which Shannon said he learned about from Dr. Dan Jernigan, an expert at the U.S. Centers for Disease Control and Prevention. The filter, which removes bacteria from rinse water, broke over time and allowed instruments to be cleaned with bacteria-infected water, according to Shannon and an FDA letter sent to Steris in April 2001. 

After the outbreak, AGH asked Steris to examine the machines. AGH said Steris representatives removed filters from two machines before the hospital could culture them for bacteria. Tests on a third machine showed a contaminated filter, and the water used to rinse the scope was colonized with the Pseudomonas bacteria. 

Reis, of Steris, would not comment on AGH's specific allegations and said the company's attempts to help in AGH's investigation have been rejected by hospital officials. 

AGH's Shannon skirted questions about legal action against Steris, saying the hospital's top concern is patient safety. He stressed there is no risk to current patients. New bronchoscopes now in use are cultured for bacteria every seven to 10 days, he said. 

Shannon said Allegheny General stopped using the Steris equipment Oct. 22 and urged other local hospitals that might use Steris equipment to examine it for flaws. 

Shannon said AGH now sterilizes the scopes after each use by rinsing them in alcohol and air drying them. 

Lawrence F. Muscarella, a biomedical engineer who specializes in infection control, said the new method should virtually eliminate the risk of patient infection. He works at Custom Ultrasonics Inc., of Ivyland, Bucks County, which makes medical cleaning equipment. 

Muscarella said he has pushed the FDA for years to require alcohol rinse and air drying of scopes. 

"It is my opinion that what happened at AGH could have been prevented had the FDA done what I encouraged them to do years ago," he said. "If hospitals continue to use Steris, I would recommend that they use the alcohol rinse and air drying after each use." 

Luis Fabregas can be reached at lfabregas@tribweb.com or (412) 320-7998. 


	
	Images and text copyright © 2004 by The Tribune-Review Publishing Co.


