
Although many rtproctssors claim that reprocessing has been going on for twtnty‘$MiS, ~ 
the f&t .iS @at this was with respect to reusable devices and opened but unu& s.h$c -use I, 
d&es. h today’s cost cutthg environment, it is proper to look at all possible WC@ ” 

~w+~~~~imve money, but reprocessing complex, plastic, single u&l devices suJl as biopsy 
fomcps, sphkkotomes, clcctrophysidlogy‘&h&ers and arigioplas~ catheters ii simply 
not a Safe avenue to pursue until these reprocessed devices receive FDA approval for 
muc. 

This practice also poses many ethical questions. T&o is nir me+@. ben$t to the 
patient, and, it is my understanding, that ihe pktient does not rcceivc lower htaltba+ 
costs. It is also my udersmding that patients are nbt told that used disrposable devices 
will be .-Cd on them.., Withaut such lC&tikdge, patients cannot pro&t themselves. As a 
healthcare professiOnal, I tit to speak C% on their behalfT 
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clWificati~+ $Ggh, moderate and low risk devices. The existing &&itionS, h&&~e~~ 
_’ 

j. ,. 
ahcady m$utjq,~$$h b,&d classification scheme. 
regulations f@ reusap!+, ,$$ces, 

The existing regulations also include 
Reprocessing a single use device simply renders it .a 

r:u98blo .deVi& se new policy, thorehrc, is unncccssary. 
j.:. . ->i~m~T”.*&& 1 

ThC new policy is also insticient tc protect patient safety. Date proving safety end 
effiCt~V~~SS will Only be required for “high risk” devices, and FDA off&ls have a&cd 
publicly t&t VW few devices will be deemed high risk. Reprocessors of low risk devices 
WW r=ejve @vtn less regulatory oversight than they do today. As one example, maiiy 
bfopsy forceps are Class I exempt devices and will likely be deemed.low risk de&&, 
dcs$te sWics by mzmfbctwcrs shoting that many rcpmcessed biopsy fokeps sitting on 
hOVital sblves Lvb contamhted with drug resistant bacteria. Importantly, biopsy 
fOW)S are cr&d devices which break the mucosal barrier when samples are t&en and, 
fius~ Can easily pws bacteria remaining on the device to the unsuspecting patient. 
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Reprocessors of single use devices claim to have&e equipment-.and expenise necessary 
to “properly” r~.~occss used single use devices. They are, thcrcforc, manufacturers in the 
eyes of healthcare workers and patients. In addition, reprocessing a single use device for 
eU+? changes the device into a reusable device. Accordingly, reprocessors should be 
rqulatexi in the same manner as original equipment manufac~ers using the existing 
FDA regulations for reusable devices, To create a new reguiatory polky wastes valuable 
FDA res6utces and delays regulatory enforcement putting, thus patients unn&ssarily at 
risk for an undetermined period of time. 
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