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injuries due to device failure are under-reported due to legal liability concerns;

| Alfhough many reprocessors claim that reptoéessing has been going on for tw ity years
 the fact is that this Wwas with respect to reusable devices and opened but unused sit
 devices. In today’s cost cutting environment, it i

This practice also poses many ethical quesn

healthcare prbféSSipnal, I'want to speak out
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foswn | VA. 1have been and continuetobi
~wi used disposable medical devices. I am concerned

‘many infections are under-reported due to insufficient patient tracking and that many

ons. There is no medic
“patient, and, it is my understanding, that the patient does not recei

~ costs. It is also my understanding that patients ar bid the

- will be used on them. Without such knowle

dge, patients cannot protect themselves, Asa
n their behalf, e
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ient injuries. 1 also believe that
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-essors of si

sngle use devices claim to have the S
10 “properly” reprocess used single use devices. They are, t | rers

eyes of healthcare workers and patients. In addition,"r’éﬁio’cessmg_zgi‘s?iiig\le“‘usk device for

-hanges the device into a reusable device. Accordingly, reprocessors should be

ted 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 resoutces and delays regulatory enforcement putting '

 risk for an undetermined period of time.

,thus patients unnecessarily af




