
FDA policy is sufficient. 

frbm both a f&ilure of the device as well as the spread of infectious ‘&$e@$; .T..Yr,, j.. “, 
not theoretical conckrns. ‘Published articles in US News & FVovZd Report, the NY Times, 
the l,,4 Times and Forbes Magazine describe actual patient injuries. I also believe that 
many inf’ections are under-reported due to in&icient patient tracking and that many 
‘injuries due to device fZ.lure are under-reported due to legal liability concerns. 

the fact is thas this was with respect to reusable devices and opened but untied single use 
devices. In today’s cost cutting environmmt, it is proper to Ioak at all possible areas to 
save money, but reprocessing complex, plastic, single used devices such as biopsy 
forceps, sphincterotomes, electrophysiology catheters and angioplasty catheters is simpIy 
not a safe avenue to pursue until these reprocessed devices receive FRA approval for - _. 
reuse. 

This practice also poses many ethical questions. There is ne medical benefit to the . 
patient, and, it is my tmdentmding, that the patient does not receive lower healthcare 
costs. It is also my understanding that patients are not told that used disposabIe devices 
will be used on them. Without such knowledge, patients cannot pktect themselves. As a 
hea.Ithcare professional, I want to speak out on their behalf. 



m ewprly reprocess used single use devices. They &e, &u&fore, manufac- m fhe. 
eyes of healthcare workers and patients. In addition, reprocessing’a‘single use devxe for 
reuse changes the device into a reusable device. Accordiiy, reprocessors should be 
regulated in the same manner as original equipment manuf&UrerS using the existing 
FDA re@ations for reusable devices. To create a new redstory policy wastes valudble 
lF]DA resources and delays regulatory enforcement putting, thus patients uaneCeSSa@ at 
risk for an undetermin& period of time. 
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