proposed new policy. While I strongly
i _ gulaucn of reprocessors of smgle use medxcal devices, 1
"FDA "pbhcy is sufficient

ic, single used devices such as buipsy
phin electrophysxology}ca’theters and angxoplasty catheters
avenue to pursue until these reprocessed
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the FDA is considering increased regulation of re
olicy is appropriate, VThe new policy wou

wers showmg that 1 many reprocessed iopsy .
; hospltaI shclves are\contanunated\} with drug resistant bacteria. Importan y, biopsy
hxchfbreak the mucosal barrier when samples are taken and,
maining on the devxce to the unsuspecting patient. .

C of single use devices claim to have the eqmpm Xpertise necessary

to “properly reprocess ‘used smgle use devmes 'I'hey are, therefore manufacturers in the

eyes rs and patients. In addition, reprocessing a single use device for
cuse changes the device able device. Accordingly, reprocessors 3
: nginal equxpment manufacturers using the exxstmg :

FDA regulations for reusable devices. To create a new regulatory policy wastes valuable

- FDA and delays regulatory enforcement putting, thus patients unnecessanly at’

1c f time. ,
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