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‘RccRltly, I lea+ that the pmposedancwpoEcytoregthtereproces3msof~ 
SiugIeuse~~ xueekqf uq December 14’ in 
Malybdto~eiveiDput &xtmately,Iammabletoatteid t@s 

: rneethg. Plezqe accept this IEtter mybd- on the proposed new polic$ 
incrwse regukiun of reprocessorS of 

bclievethcnmvFDApolicyissuf6cient. 
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withthereuseofused 
6x patient iujury &cm 

spbincteruto~ is sixnp@ 
receive FDAtipprod fix 

previously a&d disposable 
without Datiiat conseat. 



Lastly,reproc&ingasingIeused 
a “reusable” d&kc. Therefbre, rt! 
should be re@hted in tbe same 
using the exh(ing FDA regplati 
wastcofgo~~andm I I 
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icef?nrense~~device’sclass’Ification~ 
mcessurs sboald be considered manufncturers and 
lamer a8 the origiual eqaipment miumhtnem 
s for rwtsabk devices. To create a new policy is a ’ - 
rcesandlmDstim.po~,itplacespatients~t 
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