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10 receive mpu\t“o'xi this new poixcy Unfortunatel
ing but I would like to submit my comments.
on the proposed new pohcy ‘While I strongly support t the F DA

gulatmn of reprocessors of smglc use medlcal devices, 1 do not'beheve the ne
po‘lcy Is sufﬁcxent ;

e

et Thave been and Continue 0 be concemed with the reuse ¢
tsed dlsposable medical devices. Iam concemed gbout;tl;e potential for p
from both a faxlure of the device as well as the spread of infecti “
al concerns, Published articles in US 'News & World Report, the N
s Magazine describe actual patient injiiries, I aiso believe that
-reported due to insufficient patient tracking and that r many B
unes_due to devxce fallure are under-reported due to lega] habxhty concems.

. Although many reprocessors clalm that reprocessmg ‘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 possnbl areas to_
ave money, but reprocessing complex, plastic, single used devices such as biopsy
forceps, sphmcterotomes electrophysiology catheters and angloplasty catheters is simply
’ ue to pursue until these reprocessed devices receive FDA approval for

is s‘o;{my understandmg that 'pa'txents are not told that used dlsposable devices o
used on 'them‘ Wxthout such knowledge panents cannot protect themselves “Asa




Reprocessorsofsmgle use devices claim to have the equipment and expertise ne
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policy is also insufficient to protect pa

uly be required for “high risk” devices, and FDA off
evices will be deemed high risk. Reprocesso

S regulatory oversight than they do today. As

opsy forceps are Class I exempt devices and will likely | ces,

-+ despute studies by manufacturers showing that many reprocessed biopsy forceps sitting on
- _hospital shelves are contaminated with drug resistant bacteria. Importantly, biopsy”

5

{orceps are critial devices which break the mucosal barier when samples are taken and,
thus, can easily pass bacteria remaining on the device to the unsuspecting pati

- to “properly” reprocess used single use devices. They are

. eyesof he ¢ workers and patients. In addmonrcproc

. reuse changes the device into a reusable device, Accordingly, reprocessors should be
- fegulated in the same manner as original equipment manufacturers using the existing
'FDA regulations for reusable devices. To create a new regulatory policy wastes valuable
- FDA resources and delays regulatory enforcement putting, thus patients unnecessarily at
risk fot_an}ur_n/d;teminedpgriod oftime. .. . .
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