omment on the proposed new policy.
_ mcrease regulation of reprocessors of s
‘ : FDA policy is ‘spﬁicieqt.

Tama_ T ;dIworkin St Ranes
‘hospital inBige L<iany I have been and continue to be.concemed with the reuse’o
 used disposable medical devices, Iam concemed about the. potential for pati

Tama _Castmeiievaionst”

Injuries due to device failure are under-reported due to legal liability concerns

-~ - many infections are under-reported due to

. Although many reprocessors claim that reprocessing has been going on for twenty years,

o is that this was with respect to reusable devices and opened but unused single use
today’s cost cutting environment, it is proper to look at all possible areas to
 save money, but reprocessing plastic single use devices such as biopsy forceps,
 sphincterotomes, electrophysiology catheters and angioplasty catheters is simply nota
~ safe avenue to pursue until these reprocessed devices receive FDA approval for reuse.

R

*“Thig pracuoe also poscsmanyethlcal quwtxons T here isno medxcal beneﬁt tothe
patient, and, it is my understanding, that the patient does not receive lower healthcare
‘costs. It is also my understanding that patients are not told that used disposable devices

will bo used on them, Without such knowledge, patients cannot protect themselves.

out on their behalf,




‘ despxte studies by manufacturers showmg that many rep: éessed bfopsy forceps sittingon ,
o§p;tal shelvcs are coptammaxed wi Tig, I e

E eyes of healﬂlcate workers and patients. In addmon, reprocessmg é smgle use device for‘
by reuse changes the dewce mto a reusablg, devwe. ‘Accordmgly, reprocessors should be
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