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Guidtit ‘s ptimary ,doriderh in developing- inn&&Ge ,,_;, ,;; .,“. ,l_i, .h ..‘<5_5 j . ._ @&& ii 

,+” , psych, .I _.^ Cd. .,.>:.~“r‘t..“,.i* ,..“,. .,i;-.$ _ safety. Throughout the product development proc&‘Gurdant perfows e% .,-z. _,.ill .‘ 

ct is labeled for single or for multiple-use. Pa&ntZafety’is’~ 
ensuring that Guidant devices are used as labeled is in the best interest of h’nth tin;’ 

; ..e~‘“:.,;“- -..+-.,A : :, ,z_ :J”,‘:~ _ ./ h,.’ *,.fl,> ii, Fui,dant products labeled + single-use only devices h&e bcen’teste~‘a&v :~t~s:‘ci~i~, yy&~evices have not been val;d;i-i &;y; 

cleaning and resterilization processes, and as such Guidant ca;l’;;oten%ure~~ ~I / r _._>.. I& ~ . . . . 
~111 contmue to be safe and effective for multiple use. When’validating a.d evice such as 

the following variables should, be considered at a 
the clinical procedure, the decontamination pro&s& the’ ’ -* ‘I” 1 .’ ., *-:J”~... .,., 

and the actual device performance. Additionally, consmeratrons to 
I. 

safety of the device for re-use vLill incluae’vtiabI~N&.~-& dg&‘ -. ̂’ 
: .L! ._.~.~-I.. ‘“_. .,. 

performed, balloon pressures, duration”of l&i&n inflation 
vessel tortuosity, lesion class&c&& and &g&e ‘cf .. 

The cumulative effects of stress in re-use will vary with clinical sc&&s 
and may be difficult to simulate in an experimental situation. Decontamination processes 
vary in types of ckanmg agents, temperatures employed, duration of the clear&g cycle, 

~ * ~’ ‘“- ,’ and the effects of the cleaning process on material degradation ‘&d “&$cc’e&ings. A 
4 -I dilatation device that was not adequately cleaned could have reduced functional 

I _,,._ performance that could jeopardize patient safety. For example,residual contrast in the ., ,’ ~,.&S -*. ii.ii”ih#,-ii-r. _.._ ,;.. 
inflatiorilt.ukn of .a device could result in an increase in the balloon -deflation time. 
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#2,... 1 !$?e.!F alsO an mGre%$? .:,ig;>yJ$~p”;< ,.._.. ,,:t; -*.-.~.-.l.i- . -’ -..‘, 01 
lals ln devices 

successnilly deco.ntamin$ing certain polymeric 
:;r/;, + b,‘<,Z *‘:“. 11”s .‘, ,., i with cqmplex geometry and small &nens such as ballqon catheters. 
; case oflmproper and/or inadequate +zning of these devices,, there is the pote 8;?-i+;+\.!; “” .~,~. ‘, ; .,. -p, / /;.; ,, ,- .‘/ a- -r-ccl- _ ---t ___.. _.~. ml”: . . , ., . : i :-I;‘,-, :.. 

I$ng all of the factors discussed above in the design of a validation for balloon 
~- ...’ PC? :.reuse’br&ides i challenge since one cannot predict all variables eac:h reuseci balloon will ::c ,;: “. . (, , .: .., ; ,. , ; ., _, _ 1 . . -’ _ ̂ _, ; __,. ., ,).” ., ._ -. 

-?: ._ me cumularlve errects qr clinical usage, cleamng ana restennzatlon would be dltflcult to .~. j..,“. . . ./ ,.. “. _ . ,I d’ .*. . 





,. 1. _. Reconsider, t!J$ %encY’s curypt nf+&L:^ polidy 

_._ ‘“, ‘multiple use, as with the single use label, Guidant v 
demonstrate the safety and effectiveness of the &vice af&r (, ~,, .“‘.. ..~~~.~.~ / ,‘.‘-2 
,Reprocessors along with OEMs must be.held to the 

enforce its own regulations and fulfill its responsibility under the FDC Act tc 
protect the uublic health throuzh universal enforcement of the’exisrin& 51 Olk 

1, j;,;::; 
~&$~:i Z.>Z f$?&&J 2. level 
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,Explore the development of a device categorization system based & ihe’ 

,,“&gq _ +A?:! 
of risk piesenied by reprocessing and reusing suq&~‘a;;“;‘-f; *.‘-. / - . 

,: $:*, 9 ‘strategy based on the level of risk. 
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FDA’s current regulations include a risk based categorization scheme, If FDA 
* 

.pQ .“j 
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intends to explore a new risk based categorization system for reprocessing 
--:c>:$$$ - 
_ ;;;z>t +@j medical devices labeled for single use only, this categorization needs to be based 
.+.~,~~,;~~ :$<*,p on data supporting the appropriate categorization of the device. ‘In addition to the 
~~~:/‘~,.~~&I _, ,:2::x \T >:@ 1” ; 

factors mentioned in FDA’s proposed strategy on reuse of single use devices, 
“*,rs..‘y$ ‘~ v1,5 rr!< ., .,. 
,:1 “e%,3y;,$ I ,d<;‘$*Q 

FDA needs to consider the product performance characteristics, device design, 
1 ,‘.>* + “.< yr&;y ““;i:? 

materials, coatings, compatibility with multiple sterilization methods, multiple 
.-3 ,.,. , - 32 .Q ,“, ,-‘,;r,J 1 

sterilization cycles and the compatibility of materials and designs with various 
+..:L& Q#.* cleaning methods. All of these factors need to be addressed and supported with 

scientific data. 
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-3. Solicit comments on the liDA& draft ii& of ~~Freqtie~~~~~~~~~~e~~~~ @jb& ’ 
b .: “$, I’ - e 

,* I” t- ” --/. ,“; a,,, , \,* *r I~ ” I I*_ .?I- -- - “6,. , ,~“~~~~“p4. j :m->..;: -e-x , . * ;‘“~~~~~“~~,~~,~~~~~ , 0s * )_ * . . I 
-\ ” _ G~idant ACS believes that Cardiac i3atheters ~~guid~~i~~s i~l~~~~~~~~~ ” 

i _ 
-/ p .‘ 5 1 O(k) and PMA) and Balloon Angioplasty (PTCA) C&-&e& (Cl&sfr&f$ 

included in FDA’s proposed list of “frequently reprocessedSUDs” shGul$be‘ 
classified as “high risk” devices. Manufacturers of these types ofmedical devices 

.~.-~~~~~~~~~*“~~,~~~~~~~~~~~~~~ ’ are’c%rently held to 5 1 O(k) and PMA requirements. All entities classified by the 
FDC Act 4 5 10 (a) (1) as manufacturers should be held to these requirements ..%- j 
includmg commercial reprocessors. Valid scientific data should be su&&ted to 
FDA to support changes in intended use including a change from sin& use to 
multiple use. Existing labeling requirements as applied to manufacturers of 
medical devices should also be applied and enforced for all manufacturers 

_ -. including commercial reprocessors. All devices reprocessed by a commercial /- 
reprocessor and resold should be labeled with the commercial reprocesser’s 
labeling and identified as reprocessed and reused devices. 
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-----A” A ^YY should be created for the terms “single-use 
@ice”, “reuse”, “ reprocessing”, and “resterilization”. Additionally, definition 
(2) under A - “Single-use device” is currently covered under definiti0n.C - 

, ,,., ..,i:: ‘I 5 <: : 1: ;.~ :,s .: i “-L “Reprocessing” and shoura be removed tram detmitron 5: _ _i,, .‘~<~.~~~=‘f.’ ‘.;s, : “. .: .;.,. ,.,: _ .,,. ;i-.,...&I . . . . .-+t , j :, i ,>?, ,. 1.* ,I .~,~~~~~~~~~..::‘~~~~~~.~~~ ;L> “‘*.’ 1‘” ‘%.yz y+ i. ,,. i’. -i’.*,-‘,-, 8,. ,,,,,::;:r~.‘.~;.-:L~,~~~:~~~ ‘_‘I 
j .,; I . . ‘j_ ‘;, .j... .>,. _ ,,- ,~ ,i, ; i *y,,:,: .‘, ‘“,‘<-““:” 2:‘. .‘2 ‘.. :* 7. ::rcy,, ” _, f. ‘_ ^ ‘. 

Explore how recognized conseqsus standards can be applied to reprocessing 
s, _, j I. SUDS (e.g., to verify and validate’cJea$&g, disinfection and/or steriliza&u of 

SUDS) and explore the deyelopment of additional consensus standards to 
address the safety, effectiveness and performance of reprocessed SUDS. 
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Premarket notification requirements and premarket approval regulations should be 

ii. 
,: ,_,. ., ,..-..m required for all manufacturers including reprocessors. Under existing regulation 

;.II ,_ where appropriate, a manufacturer may declare conformity to a recognized 
” 
’ 

standard to ensure that the device to be marketed remains safe and effective for its 
intended use. However, existing regulation does not recognize conformance to _ 
recognized standards when the intent,is to.change the intended use of the device, ) , ^” .., 
including changing from a single use to multiple use indication. This change in 
intended use could significantly affect the safety or effectiveness of the device. 
The device wou!d have to be re-validated to reflect the safety and effectiveness 
after multiple uses. Reprocessors along with OEMs must be held to the same 
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