
: largest orgamzatlon m mt: nailon Fepresenting sterile processing technicia+ ‘$$+is~rs 
and directors. ‘0 P’ UT ositiori Paper on the Reuse of SUD’S: Was @rese&k&at the “’ 

I/FDA meekg held in May, 1999. To this point, our $&tion has: niit’ &&@ed; 
TCSMM continues to discourse the txactice of healthcare facilities &Co&g 

nbership of approximately 8,4 

Our Position Paper is based on IAHCSMM’s belief that the average healthcare 
st+le processing department would find it extremely diflicult to comply with the FDA 
^Coni@lk&e Policy Guide 300.500 requiring demonstration that the device can h 
.&&&.iately cleaned and tierilized; that the quality of the device will not b&adversely 

-~~“.r,~ *bw*~$~*~~T;e.*:~“’ - ‘I 
aEectf+, and that “the device remains safe and eQ%ctive for,& intend@ F: _ 
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.; Section 1. Reconsider the agency’s cur& policy on e,&b&I$;k;h~ 
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0 Perfo*e staridards for sterile processing vary from one %G&&oG 
-’ i ‘- . are not, nedeiw & o& got- -80 

od science. This was described by:o&e of? 
&&her,U and -’ 
xlr meIl.ibs 

“All healthcar fa 
; 

in this wayi .l.. - -, .~,Z. 9;:; :;,y*q*-.,a ;.-~T&~. 1 li, * “~“, .,, v’ ,. ,+,. ” ,.;<.*, *444:&r. x.,B -..-- L--1- .- *.““t.‘+.,‘ 
e cages me not creaux, equar . . . .we navc;.slO one. way or * ’ “-‘:- .,,“” & .:.,,-ii ..> .“.L 1, .;:I . 

set of guidelines. to reprocess specific items”. The..&jority ofhealthcare facrhtres 
rely on manufacturers’ recommendations to es@bw-*eir reproces&$+%CoL41 
Obviously, SUDS have no reprocessing instructions. There is @t$~~$o$rformatiou~, ,, 
provided by the original equipment manufacturer (OEM) regardmg the mater%& used “r. .._.I ___. 
in the manufacture of the device. There are no disassembly or reassembly 
instructions. Also lacking is information.o&he~.compatibi.hty of cleaning and 
sterilization agents. All of this must be established in orderto properly reprocess the 
device, and it is often beyond the capability of the sterile processing staff. ,, ,. :‘.“..“~‘:“‘:. “>.. _;..\ _. : ” , 

l Consensus standards, such as those developed by the Association. for the 
Advancement of Medical Insbume nmtion (AAMI) are available to healthcare 
facilities, but they are voluntary standards. Only the State of New Jersey mandates 
that AAMI Recommended Practices be followed, and inspects to insure compliance. 

l Another concern is the lack in most of our healthcare stefile processing departments 
+“.“~*b.Fs~~~ ~k%q&@l;~~.*t>~,:~,:,- of a quality system that identifies all the critical aspects of the repro&sing fun&ion, 

puts controls in place, and creates a process that is completely reprodu&le’fi+oni 
beginning to end. There is an AAMI Working Group currently developing a 
Technical Information Report which will address the requirements of a quality 
system for our healthcare &cihties, but at present there is a great deal of 
misunderstanding of what constitutes an acceptable quality system 
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Section 2. Explore the development of a device categorization system based on the 
level of risk presented by reprocessing and reusing SUDS and an enforcement 
strategy based on the level of risk 

0 Healthcare facilities are accustomed to considering categories in terms of the 
CDC’s Guidehue. for Harrdwasring and Hospital Environmental’Control, 1985, 
whi&h classifies medical devices, equipment, and surgical materials i&o three 
categories: critical, semi-&i&al tid non+%ical items .based on the potential risk 
of ir@ctionA.irwolved in their use. ., &cler tlni_s deviie 5,ategorization system., the 
following definitions are’&&rstood: .’ 

(1) Critical - Instruments or objects that are introduced directly into the bloodstream 
., r,Jaac~ into other normally sterile areas of the body. 

(2) ?%ni-criti&l- Items that come in contact with intact mucous membraues; they do 
not ordinarily penetrate body surfaces. 

(3) Non-critical - Items that either do not touch the patient or touch only intact skin 

We recommend that these factors be included in dete rminipg the risk categories for 
SUDS. 

l IAHCSMM agrees that the quality and extent of published data on reprocessing 
for the specific device should be considered in its classiication if the published 
data is non-biased, academic, and written by an individual without financial 
interest in the device. 

.,-z -i*a-~.~i~r;~~a~.~~~~+~~s~~~~~~,~~~~.~~~~~., ‘. i : i^ ,.. -i . 

l IAHCSMM agrees that the complexity of procedures associated with reprocessing 
the device should be considered in its classification, including the potential of 
the device to retain sterilant, or to lose any of its properties through 
reprocessing. 

l We have some concern about “Low-F&k” reprocessed SUDS from the standpoint 
that there should be documented testing to determine accurately how many times 
a “low-risk” device can be reprocessed and still remain safe and effective for its 

/ . . ..SJ1 se.,. ,,r. .,lllle, &>.d13.~j .i’?. intended use. The expensive lawsuit over the broken reprocessed single-use 
bedpan is au example of what can happen to a “low risk” device that may have 
been reprocessed too many times and caused considerable harm to the patient. 

Section 3. Solicit comments on the FDA’s draft “List of Frequently Reprocessed 
SUDS”. 

, l IAHCSMM has no comments to make regarding the proposed list. 
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Section 7. C.onsider developing a research program on reuse of SUD’s &$~,&&k 
avenues to publi& and dlisseminate research and other information on reuse. 

. .’ ,, ,_-; 

a IkcS&k t&&gages any effo~it made by the agency to dissemit&e + ‘; .~-~*~~~~;rn.~~~~~~,~~~~a,.,-: ; ^ 
i&mnation on its activities. The Internet is a very popular way to communicate, 
and we are con&u& to develop our web&e. We also have a publication, 

- Communique’, whichis mailed bimonthly to our membership. 
These are open to you if you have information on reuse that you would like to 
disseminate to our members, such as the development of a research program on 
reuse of SUDS.., Some of our members may work in healthcare f&@it& that .-, 
would be interested in such-a pro&t. ‘^’ ” 

- 1. .( ,) 5~,.. .:, _,._ “_, ,.. ,, .~,,, .,:, _. , ( ,- I 
-, .: ” _; ‘. ., -.z ‘:, :.,.,~~;.;,~>“,~~ _,, ,_ ; ., ., _. -..;i ,_..,, /I _/l/ “._ ~! we apprec&te the ;;&ti&.w to. co&Gnt onihe FDK,s proposed Str&$-gRkd%&of ‘,. 

SUDS. Should you have any questions regarding our comments, please do not hesitate to 
contact our Executive Director, Betty Hanna. 


