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regulation of reprocessors of smgle use medlcal devxce.s, I do not beheve the new s

~ FDA policy is sufficient. , Lok T

,Iama

(w , and T work in !;‘_—é R é[{ 5 (’/()jp/w

m'ﬁm% ‘égv. ~] have been and continue'to hwcancemed with the reuse of

theld

AR

many i
injuries
Althou
the fact i

‘save mo

- forceps,

This Pml:"e also poses many ethical questions. There is oo medical benefit to the . o h
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patxent,
‘costs. Itli

-~ will be

health

GaN.

isposabl £l Bevices. 1am concerned about the potentxal for patient mJury

a failure of the device as well as the spread of infectious diseases. These are
ical concerns. Published articles i in US News & World Report, the NY Times,
imes and Forbes Magazine describe actual patlent mjunes 1 also belie
ections are under-reported due to insufficient patient tracking and tha
ue to device failure are under-reported due to legal liability concerns.

many reprocessors claim that reprocessing has been going on for twenty years,
that this was with respect to reusable devices and opened but unused single use ‘
In today’s cost cunmg environment, it is proper to look at all possible areas to o
ey, but reprocessing complex, plastic, single used devices such as blopsy
hincterotomes, electrophysiology catheters and angmplasty catheters is simply
> avenue to pursue until these reprocessed devices receive FDA approval for

.

d, it is my understanding, that the patient does not receive lower health LT
is also my understanding that patients are not told that used disposable devices ' '
ed on them. Without such knowledge, patients cannot protect themselves. As a
professmnal I want to speak out on their behalf,
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e be no argument that if clinical tests were set up to prove whether or not a
- Teproces ed used disposable device was safe for reuse, informed patien
required, Strangely, proponents of reuse rely on a lack of any data to support a }‘
 conclusipn that reuse is safe and patients need not be told. Without sufficient data
approval from the FDA, the practlce of reusing used dlqusable devx :
' a.km to Human expenmentatxon without patient consent i 8

“regulatiqns for reusable dewces’ ”R
reusable devxce The new polxcy, therefoxe, is unnecessary

The ne ' pohcy is also msuﬁicxent to protect patlent safety | i ,
iveness wnll only be requu'ed for “hxgh nsk” dsvnces, and FDA oﬁi als have ;

will recgive even less regulatory oversight than they do today. As of
biopsy forceps are Class I exempt devices and will likely be deemed lo o
despite studies by manufacturers showing that many reprocessed biopsy forceps sitti ng. on‘ o

E hospital shelves are contaminated with drug resistant bacteria. Importantly, bxopsy e

forceps are critical devices which break the mucosal barrier when samples are taken and
‘ thus, easily pass bactcna remammg on the dev:ce to the unsuspectmg pa’uent -
- Reproc sors of single use devices clmm to have the eqmpment and expemse uecessary
to “properly” reprocess used single use devices. They are, therefore, masufacturers in the
eyes of healthcare workers and patients. In addition, reprocessing a single use device for _; o
reuse ct ages the device into a reusable device. _Accordingly, reprocessors should be |
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