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increase mg\ﬂatmn of reprocessors of smglc usc medlcal evices,
FDA pohcy is sutﬁcxcm e
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the LA Times and Forbes Magazme describe acmual panent mjuﬁes I'also behevevthat
many infections are under-reported due to insufficicnt patient tracking and that many =~
injuries due to devxce failure are under-reported due to legal liability 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 cumng environment, it is proper to look at all possnble areasto
seexessen 83VE MONEY, but reprocessing complex, plastic, single used devices such as biopsy
forceps, Sphmctcrotomu, electrophysiology catheters and angxoplasty catheters is simply
not 2 safe avcnue to pursne untxl these reproccsscd devices receive FDA approval for

.

This practice also poses many ethical questions. There is no medical benefit to the

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 be used on them. Without such knowledge, patients cannot protect themsclves. Asa .
henlthcare profssmnal I want to speak out on their bchalf '
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- Recently, [ learned that the FDA has proposed a new policy to
. single use medical devices and will hold a “town meeting” on
to receive input on this new policy. Unfortunately, 1 am unable to attend t
neeting but 1 would like to submit my comments. Pl
.  on the proposed new policy. While I strongly support
* increase regulation of reprocessors of single use medical device:
- FDA policy is sufficient. s Connd
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not theoretical concerns. Published articles in US News & World Report,
the 2A Times and Forbes Magazine describe actual patjent injuries. | belreve that
many infections are under-reported due to insufficient patient tracking and that many -

 injuries due to device failure are under-reported due to legal liability concemns,

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
st 44VE money, but reprocessing complex, plastic, single used devices such as biopsy o
. forceps, sphincteratomes, electrophysiology catheters and angioplasty catheters ig simply
‘10t a safe avenue to pursue until these feprocessed devices receive FDA approval for
reuse. ~

This practice also poses many ethical questions. There is no medical benefit to the

 patient, and, it is my understanding, that the patient does not receive lower healthcare i
costs. It is also my understanding that patients are not told that used disposable devices
will be used on them, Without such knowledge, patients cannot protect themsclves. Asa T
healthcare professional, I want to speak out on their behalf. s e i

.
-
Y

SRy




