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Iama GAsTRoElilTERomIsTs , and1 nork.in ” -.I& 
hospi’& in Jc . TN. . I have been and continue to be concerned with the reee of 
used disposable medical devices. I. am~~~f.~g$~&~~~~&~, g$$~tial for patient mjt.ky j 
from both a failure of the. device as well as the spread of Mec$$i$ dise@ks. These’are : 
not theoretical .Tpncerns. Published articles in US brews &I Wo,rkiRepoyt, the .Ny if’im_es, i .:; .‘~.‘~‘~‘~~~,~.~~;5; -,, *e LA Ti/.es and’jy;‘bes‘u;i&jie debcribe aitd bati.& ;n,utles. I aio k.&?&ik~~~~~ ., 

many infections are under-reported due to insuf?icient patient ‘tracking and that ninny 
injuries due to device failure are under-reported due to legal liibility concerns. 

Although many reprocessors claim that reprocessing has been going on for twenty years, ’ 
the fact is that this was with respect to reusable devices and opened but unused single use 
devices. ,In today’s cost cutting environment, it is proper to look at all possible areas to t 
save money, but reprocessing complex, plastic, single used devices such 9 bk@sy ” rwwKe *>*, ,_. 

‘.I for&& sphincterotomes, electrophysiology catheteis and angioplasty cathekrs is simpiy 
not ZJ safe avenue to pursue until these reprocessed devices receive FDA approval for 
reuse. 

’ 

This practice also poses many ethical questions. There is no medical benefit to t.)e 
patient, and, it is my understanding, that the patient does not receive lower healt$cqe ~ 
costs.. It is also my understanding that patients are not told that used disposable device? 
will be used on them. Without such knowledge, patients cannot protect themselves. As a ’ 
healthcare professional, I want to speak out on their behalf. . 
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&e&&G &II only be required for ‘*high risk” devices, and FDA off@als.l~,.” 
nubliclv that very few devices‘ will bc deemed high risk. Reprocessors ‘o~$$‘$ I__lr,,, ,,., r------d ---- . 

will receive even ; .._-_ - - L less regulatory oversight &an tbhcy do toda$7.’ AS one example, yy 1 
biopsy’ forceps are Ciass I extipt devices and will like‘ly be deed@, low flsk dew?s, 
despite studies by manuf&ctureri sh&ng that many reprocess@ biopsy forc&pS siting on I 

hospital shelves are contaminated with drug resi~~t bactiria. Inrportantiy, biopsy 
forceps are critical’ devices which break the mucgsd barrier when, +mples are taken and, 
thus, can easily pass bacteria remaining on the device to the v$ng patient. . 

to “properly” reprocess used single use devices. They are, thetefsre, mamfacW!?pm~ fhe ] 
eyes of healthcare workers and patients. In addition, reprocessing a single use ~~4~f for 
reuse changes the d&vice into a reusable device. Accordi&y, reprocessors sho?$,,k ’ 
regulated in the same maMer as original equipment manufactllrer using the CxWmg 
FDA regulations for reusable devices. To create a new regulatory policy wastes valqable i 

FDA resources and delays regulatory enforcem.ent putt@& thus patients ~ecessariry at : ’ 
risk for an undetermined period of time. 
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