Gl LHB VAML FRA. ML,

a new policy to reg.ul ate reprocessors of sin
eting” on December 14" in Maryland to receive input
8 1 am unable to attend this meeting. Please accept this letter
as my formal comment on the proposed new policy. While I strongly support the FDA fforts‘ '
gulation of reproccssors of single use med1cal devices, 1 do not beheVe the new

; eport
. d Forbes Magazme describe actu patlcnt 1n1unes I also

believe that marly infections are under-reported due to msufﬁclent patient tracking. Patxent
njuries due to d failure may be under-reported due to ljability concerns.

Although many reprocessors claim that reprocessing has been going on for twcnty years, the fact
t this was with respect to reusable devices and opened but unused smgle usedevices. In
today s cost cutting environment, it is 'propcr to look at all possible areas to save money, bu
V plastic, single use devices such as biopsy forceps, sp}nncterotomes, b
lectophysiology catheters and angioplasty catheters is simply not a safe avenue to pursue until
these repr devices ve FDA approval for reuse. . ‘

S0 poses many cthical questions. There is no medical benefit to the patient, and,
dmg,»that ﬂle patient does not rccelve lower healthcare costs. It
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riginal equipment -manufacturers using th xxstmg'i?
“To cr'eate a new policy wastes valuable FDA re

de]ays regulatory enforcement.

of txme.




