proposed a new policy to regulate repre
town meetmg” on December 14" j

| potcxmal for patient injury
a failure of the devu;e as well as the . spread of infectious diseases. Th
" not theoretlcal cconcerns. Published articles in US News & World Report, the NY Times
‘the L4 Times and Forbes Magazine describe actual patient injuri 0 be
v many ections are under-reported due to insufficient patient tracl
, mjunes due to dev:cc faulure are under-reported due to legal lrabi

Although many reprocess ,rs clann tbat repmcessmg has been gomg on for twenty ycars,
the fact js that this was with respect to reusable devices and opened but unused single use
devxces' In toclay s cost cutting environment, it is proper to look at all possible areas to
k: ey, but reprocessing complex, plastzc single used devxces such as biopsy
forceps splnncterotomes, electrophysiology catheters and angmplasw catheters is slmply
not a safeﬂavenue to pursuc unul these rcprocessed dewces recelve FDA approval for

T Itis also‘my understanding Mpaﬁcnts are no_t told ﬂ:at,usgd‘dxsposable dewg:s B
will be used on them. Without such knowledge, patients cannot protect themSelves. As a
. healthcare professmnal I want to speak out on their behalf.

X




S hos;ntal shelves‘are contaminated with drug resistant bacténa. Ixnportantly, bwpsy
forceps are critical devices which break the mucosal barrier when samples are taken and,
~ thus, can easily pass bactena remammg on the devxce :

,Reprocessors f smgle use dewces clmm to have the cqu:pment and ex o
- | gle use devices. They are, therefore, manufactun mte
 eyesof} althcare workers and patients. In addition, reprocessing a single use device for

| ¢ changes the device it;to a reusable device. Accordingly, reprocesmrs be

d in the same manner as ariginal equipment manufacturers using the existing -
FDA regulanons for reusable devices. To create 3 new regulatory policy wastes valuable

FDA es and delays regulatory enforcement pumng, thus patzents unpecessarily at
sk for an undetermined period of time
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