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 hospital shelves are contaminated with drug resistant bacteria. Importantly, biopsy
forceps are critical devnceswhichb?eakth?mﬂ%al“bﬁﬁ?‘é‘?‘wh”éh _ ;
thus, can easily pass bacteria remaining on the device to the unsuspecting patient.

_ Reprocessors of single use devices claim to have the equipment and expert

able devices on patic

patient safety.

ired fe “high risk” devices, and FDA « ‘
few devices will be deemed high risk. Reprocessors of low risk devices

will receive even less regulatory oversight than they do today. As one example,
biopsy forceps are Class I exempt devices and will likely be deemed low risk

despite studies by manufacturers showing that many reprocessed biopsy forceps sittingon

amples are taken and,

to “properly” reprocess used single use devices. They are, therefore, manufacturers i

eyes of healthcare workers ;nd patients. In addition, reprocessing a single use devxéé for
reuse changes the device into a reusable device. Accordingly, reprocessors should be

regulated 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 puiting, thus patients unnecessatily at

“*"Hsk for an undetermined period of time.
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