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Endoscopy Division 
Smith % Ncpbew Inc. 
166 Dwcomb Road, Andover, MA 61810 +A. 
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Dockets Management Branch (HFA-305) 
bivieion ofbt?inagement Systems & Policy 
Oflice of Human Resources and Management Services 
Food and Drug Admi&t@ion 
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DearSWMadam 
p-: k1 

I: am w2iting ro provide comments on the agency’s proposed .stra%gy on the reuse of single I&? 
devices, including the two new guidance documents “Reprocessing and Reuse of Single-Use TZ 
Devices: Review Prior2izaticm Scheme” and “Bntbrcement Priorities for Single Use Devices2: 
Reprocessed by Third Parties and Hospitals’“. Smith & Nephew, Inc., Endoscopy Division L 
develops and maxmf%cturers orthopedic impIan& reusable surgical devices and single use surg+ 
d&icxs for use in general and orthopedic procedures. Most ofour singIe use devices are used; 
during artbroscopic, endoscopic or laparoscopic procedures. .‘C. 

:,%I 
Smith and Nephew Endoscopy Division fully supports the comments submitted by Hyman Phelps 
and McNarna.ra on behalfof the Association of Disposable Device Man-s (ADDM). I do 
not intend to repeat all of the comments made by the ADDM but rather to provide our perspective 
on several of the more important aspects of the proposed ~IXW and to describe the efEct of 
repressing on many of our single use devices. 

Regulatory Classification and Submissions 

Smith & Nephew supports the Agency’s commitment to regulate reprocessors and OEMs using 
the same criteria. To this end, &cm is currently a classificalio~~ system in place for the vast 
f”Bjotiy of devices and thus- en alternative risk based system for reprocessed singIe use products 
IS not necessary. The current classifition system is both adequate and applicable. 

bprocessors ahoid be required to make model specific premarkct submissions (SlO(k)a or 
PMAs) for any product they intend to reprocess. Reprocessing &em the intended use of a single 
use device, and cobequently creafes a new device. Pmthermore since reprocessing raises new 
concerns of safety &XX! efficacy, this requirement must include products which may have been 
exempt from suqssion as a single use device. These premarket submissions shodd in&de all 
infbrrnatitin specifipd in the April 1996 guidance document on reusable devices, L&c&g 
Reusable Medical Devices far Reorocessinn in He&& Care FaeiIitieu- FDA Reviewer Guidance 
and in Laldmz- R@datorv Recnrirements fm Medical Deviw (FDA 89423, issued 9/O l/l 989). 
Spectidy submissions should include the hformatioxt, testing and validations rcquircd to 
suppofi a &im tbd a device may be reused (i.e., clez@Q, ste&zation, and performance, etc.) 
and how many times, in addition to how the reuse will be tracked, 
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Labeling Requirements 

By &an&g a single use device to a reusable device the reprocessor becomes the de&c#o 
- ofthe device and must take responsitdity for all aspects ofthe device design and 
man-e. ‘l%is indudes alI required labeling and instructions for use as d- in 21 CFR 
Part 802, plus an indication ofthc number ofuscs/reuses that have occurred, 
aetic= thin we reviewed a0 not indude any Lastructians for Use (IFV). 

Many of the reused 
The pa&age states “See 

Originat Manufircturer Operating Instructions” (Aaachment 1 Photographs of reprocessed 
pr&ct labels), The reprocessor is making au assumption &at the hospital still has copies ofthe 
OEMs instnmiom and that the hstmctions are rdevant for reprocessed blade. Reprocessors 
shouId not be permit&d to abdicate their responsibilities for labeling in this manuer. 
often do not include lot numbers or expiration dares, 

Tire labels 

We have also seen products labeled as ‘keprocessed Dyonics’~ blades which in fact were not our 
produet, Dyonic.s is a tradtxnark fbr the Smith ana Nephew, Inc., Endoscopy Division. 
A-m 5 contains photographs of a device that was labeled as a Dycmics produet but in f&t 
is not a Dyonics product. 

The reprocessor should be required to remove the original mauu&eturer’g name, identity and/or 
trademarks 6om the product - if not the device should be considered mislabeled. It is not enough 
tir the reprbcessor to Iabe the package, since during use the package is quickly removed and 
discarded, and the device appears zts au OEM original product, thereby misleading the u8e.r and 
misrepresenting the product. 

Furthermore Smith & Nephew strougly opposes the proposal to include warnings, such w risks of 
reuse, in the original pa&a&g beyond those required by 21 CFR 801. Hyman Phelps and 
McNamara have clearly and adequately etated the reasm. 

Product Specific Issues 

Smith & Nephevu believes many of our single use products cxtnnot be effectively reprocessed, 
thereby compromising patient safety and device performance, Wehave inspecteaandteti 
many products reprocessed by third party organizations, and in all cases faund the products unfit 
for use. To illustrate this, I have compiled data for several designs and styles ofar&roscopie 
blades (classified by the Agency as Class I exempt, un& 21 CFR 878.1100, Arthrascopic 
Accessories, Code NBH), using the draft Risk C&ego&&ion Scheme issued by the Agewy. 

Please note that ss star& above we believe the currsnt Classification system is both adequate and 
appropriaza - we have chosen to use the risk categ~ri&ion scheme only fof iUustra.tive purposes. 

We have provided photographs in Auachruenrs 1-4 of both new and used devices ti demonstrate 
our comerus with the use ofrefiubished devices. 

I. Risk of Infection 

IstheSUD~crWcd device? 

Yes, artbroscopic bIades and burrs are considered eritieal devices because they come into conract 
with a normally sterile area. 
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OH postmarket information supst that using the reoroces& SUD mav present au D 
icreased risk of infection when eomuared to the use of an STJD that has not heen 
processed. 

we do not have specific complaints of iz&ction as the result of reuse of &se products. 

We have however, examined l&&s that bad been reproceSsed and found that tba 
refurbished/reprocessed bhu@ all had&e potential to have sterility concerns for the following 
reasons; p&on ofthe packaging materials by thu blade, poor seal quality, and the use of 
sterilizsttion methods which may not been StlIy vaIidat..ed for use in small lumen devices, (See 
Attadment 2 for ph~graphs of packaging used for ref5rbished devices ax& packaging for new 
devices ) Photographs IL3 and II-4 demonstrate significant partic&te matter witi the sterile 
packaging. 

Does the SUD include features that colrld impede thorott& clearrinq and adequate 
steFil$ation/disinfection? 

Yes our dara demonstxates that it is virtually impossible to adequately clean a used azthroscopb 
blade. 

When we inspected reprocessed blades we found that the blades frequently contained 
contaminanti (consistent with adherent tissue and blood) Tom previous surgioal procedures. The 
design of the blades makes it difEcu.It if not impossible to remove all of the debris from the 
previous surgery. (See Attachment 4 for photographs of rxfirbisbed devices vrith blood and tissue 
on the device). Speciscally all inner blades have an inacces&le narrow lumen (*mm) which is 
the aspixaf.iaa path for tissue, etc. during surgery. Additionally, Ewed blades can not be 
disassembled, and they include a spring section which cannot be cleaned. 

End of Flow Chart 1 - High Risk Device 

Flow Chart 2 - Inadequate Performance 

Does a reusable device exist that has an eauivalent de&n and the same intended use as the 
SUD? 

No, the reusable blades currently on the market are specifically designed from diffbreti mate&& 
to withstand the tigers of multiple uses.’ 

Are there recognized conseusus berformnnce stmdards. uerformance tests recammended 
hv the OEM. or a CDRH &dance document that RISV be wd to determine if the SUD has 
been adequatelv cleaned and sterilized/disinfected, 

No 

Does Postmrtrket informntion~vest that usiw reurocessed SUD rnzv bresent an increased 
risk of iniurv when compared to an SUD that has not been reprocessed. 

While there are no specific complaints that could be directly tied to the reprocessing of 
arthroscopic bIades, we have examined many blades and burrs that had beeu reprocessed and 
fbund the following: 
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1. PuIled cuttiner~urfaces flattened cut&~ teeth and edeeforrn damage 

A &up cutting edge is necessary for optimum performance. Tbe design of these devices 
make it difEbdt ifnot impossible to sharperr the blade witbout da.rm@ng other aspects of the 
device. Use ofa dull blade will rip the tissue as opposed to cutting the tissue. The ripped 
tissue is more likely to clog the inner lumen ofthe blade than cut t&sue. 

Eageforrn damage in the form ofbum, metal filings, &inning ofbase metat of the cutting . 
teeth, modification of angles of the cutting surkes etc. would likely lead to reduced cutting 
&icacy, shedding of metal fragments and f&lure of metal fkagments into the suqical site. 
(See attachment 3 for photographs of new, unused disposable blades and refbrbished blades 
that would have significant puforzuance issues) 

Damage to hub components f?om overuse and/or fiict& from bent blade shafts have been 
found. These devices have a coat& on the inner b&de to me that it rotates smoothly 
inside tba outer blade. When this coa&g is damaged it restrlts in poor rot&ion and binding 
and seizing of blades upon srar&up of the blade. e 

Cracking inthapl;lstic hubs, rangtdg from microscopic to gross cracking (visibletotbe Eked 
eye) has been obsmed in both refurbished and reprocessed blades. Iu some blades, portions 
ofthe plastic components have been missing entimly. T’his damage would result in hub 
fradures and loss of blade oontrol during surgery. 

Qg?d failure of the device cause death, serious iniurv or ncrmanent SmDnirment? 

No 

Are there recoenized consensus uerformance standards, performance tests reeommende& 
bv the OEM or a CDRH euidance docuxbent that may be used ko determjne if the 
performance of the SUD has been altered due to rcDrocessinp and use? 

No, 

Can vispal insoection detelrmine if Derformsnce has been affetted? 

NO. 

J&s the SUD c@dn anv materials, coatines or comnonents that mav be damaged or 
altered bv a sinpIe use or bygeDrocessin$z and/or resterilizktion in.such a wav that the 
performance of the device mav be adversehr affected? 

‘These devices have a coating on the inner blade to ensure that it rotates smoothly inside tbc outer 
blade. Wherithk coating is damaged it results in poor rotation and binding/seizing of blades 
upon startup of the blade. 
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Are there recoeaieed comnsus staadard+, performance tests recommended by the OEM 
or a CDRBI guidance document that may be used to determine if the performance of the 
SUD has been alter& due to reprocesring md use? 

No. 

End Floep &art 2 - EIigh Risk 

Definitions: 
k@mwsing - The proposed d&&ion of reprecessing is not &table. Initial sterilization of a 
HOP&& devim should be e~chxied tithe text since &is a&vi@ is the initial pa W& a 
new product, and should not be wnksed with&e secondary processing ofa used produd 

Consensus Standards: 
The agency has sug@ed the deuelopment and aBe of consensus standards to assess the sa63ty 
and t3fJTectiveness of reprocessed single use devices. We are oanoerned about the pMcality of 
this appmzh, FDA staffhas si&ed that reprocessing needs to be considered on a model by model 
basis -this would suggest standards must similarly be cousidered. F-ore, based on our 
6xperimee5 we oppose any proposal to permit repn3ce8sors the option to isSue Declamtion of 
Ccdornmce to stardads, until swhtimethereis su&ienthistory and evidence ofreprocessor 
performanceto edsure device safety and efk-tivemess. 

Conclusion 

We have demonstrakd why the agency should hold reprocessors ofsingIe use devices to the same 
standard as they hold the original manuiktunx. Based on our review of reprocessed ar&osoopie 
blades it is clear that these devices pose a signiticabslr higher risk ofinf&ion than the product 
did when it was new. 

It also is clear that as the edges of the blades become dull fkom reuse the blades will be 
sigdfieantly less effixtive as a cutting tool than swhenthey were new. 

I hope the photographs M we have provided are useM to you in retiewing the vary dangerous 
process of reusing devices design& to be single use, Please do not hesitars to coGa& me at (973) 
749-1492 if you have fkther questions. 

Sincerely yours, 

sally L. Maber, Esq. 
Directa, Regulatory Bqliuieal Research 
Smirh & Nephew, Ino., Endoscopy Division 
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Attachments 

Arta&nent 1 l?b@qh ofSmith and Nephew, lat., original Iabels and refix&i&d 
pmduct labels 

Attacbmcnt 2 Phatographs of Smith and Nephew fat. packaged blades a&i rekbished 
packaged blades 

Artachmellt 3 Photographs ofnew blades and refurbished blades 

At&&ment 4 Photographs ofblades which were not adequately cleaned 

Auachment 5 MisIabekd reJkrbishcd bhuies 
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ATTACHMENT 1 

Photographs of Smith and Nephew Inc, original labels 

And. 

Refurbished product labels 
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ATTACHMENT II 

Photographs of Smith and Nephew Inc, packaged blades 

And 

Refurbished packaged blades 
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ATTACEMENT In 

Photographs of new and refiwbished blades 
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ATTACHMENT IV 

Photographs of refurbished blades, which were not adequately cleaned 
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Miskbded refurbished blade 
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in&or, 4.5mm, inner blade lumen of new b&de. 

Refurblshetj TUrboWhISker, 4.5mm, inner bleak showing rsdial war 
marks. lmse Fwtkulate mat& and deposits consistent with d&d 
blood. 

IV-1 
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Refurbished TLNtroWblskeP, 4.5mm, outer 
blade showlngdeposits cortsistent with 
d&d blood. 

, 

7’4Q.212 - P.-i--- - - - - 

Refurbished Cutter, 3.5mm, inner blade 
lumen showkg loose pa&ulates and 
(le~osits consistent with dried blood. 

IV-3 
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