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Dear Sir or Madanx 

The hsociatioa of Medical Device Reprocessors (AMDR) reapcc$ully submits the 
following comments in response to the Food and Drug -m’s fFDA) && guidauce 
documcatsex&kd~ epmceshg and Reuse of Skgk-Use Devk: NmtittiScheme,” 
and”Mm Rioriliu for single-use Dcvku Repased by Third Parties ad lihlpiti.- 
65 Fed. Keg. 7,027 (Feb. 11, 2000) @reafkr, “drafk guidance documcnt9”). AMDR is a 
Washington, DC.-based trade aaaoctifm repmentig the legal & w iatertstJ of think 
party rqxocessors of medical devices lab&d for single use. It is w && AMJ)R members 
perform appmkszteiy 80% of the tfkd-panyrepmcesing done in the United States. 

AMDR is pkasai to have the oppomity to provide cornmeats OH FDA’s draft guidance 
doamem. AMDR has always bebwi tizaf strong FDA regulation of medkai device npmcwing 
is critical to cmxing the dety of rqrocessed devices, and we appreciate FDA’s timely and 
conqrdmsive re3poIIsf to this matter. 

In AiWR’a view, lxoworer, tfit prens&et rev&v scheme &s &&wed in FDA’s 
“Proposed Strategy on Reuse of Skgie-Use Devices,” 64 Fed. Reg. 59,872 (Nov. 3, 1999), 
(‘he, “Proposed Strategy”), and fkrther &sckbed in tic dr& guidance Qcumcnts, is 
~~~~essary to protect public he&b, zud could result in a cirarn& increase in the country’s abeady 
~phling health cake costs. AS described in SC&O~ I helow, proper medical device repmcessing is 



Letter to Letter to Dockers -Management Brad 
April II, 2COO 
Page 2 

a p&em-safe practice embraced by America’s finest hospitals and physicians as a way to achieve 
sign&ant cost savings without compromising patient care. If reprocessing is eliminated as an 
option for hospitals, certain medical devices and procedures will no longer be available for some 
patients, because they simply will be too expensive. Thus, “over-regulation” of reprocessing would 
have a direct, negative impact on patients. 

From AMDR’s perspective, patient safety aiways must be the highest priority. As discussed 
in Section I, the safety record of third-party reprocessing under the current regulatory regime has 
been excellent, and there is no evidence to suggest that a premarket review scheme is necessary to 
protect public health, However, despite this lack of evidence, it is ciear that FDA is, nonetheless, 
moving forward to impose a premarket review scheme. As such, AMDR seeks to work with the 
agency to assure that its premarket review scheme is implemented in a reasonabie manner, taking 
into account the strong evidence of the safety of medical device reprocessing, as wefl as the 
potentially serious consequences of unnecessarily reticting reprocessing. In Section II below, we 
provide &tied comments on both diafl guidanct documents. . 

L Given the Strong Evidence of the Safety of LMedicai Device Reprocessing, FDA’s f a 
Premarket Review Scheme is Unnesasary to Protect Public Health. . 

III AMDR’s view, there is one, criticat eiement missing tiom the agency’s premarket review 
scheme: Nowhere does FDA provide a compelling public he&h rationale for changing the current 
regulatory hmework. Indeed, when the agency first &roduced its premarket review scheme, it 
stated that it is “committed to reevalaring its position on the reuse of SUDS (single use devices),” 
and that its “primary goal is to protect the public health by assuring that the practice ofreprocessing 
and reusing SUDS is based on good science.” Proposed Strategy at 7. However, neither the 
Proposed Strategy nor the ti guidance documents present any evidence that reproc:ssing has 
posed or is posing a threat to public health, . 

E 

From AMDR’s perspective, it is not surprising that the agency has failed to demonstrate a 
public health necessity for disrupting the cunent regulatory regime and replacing it with a premarket 
review scheme. AS discussed below, not only is there no evidence to indicate that reprocessing 
threatens public health, to the contrary, there is substantial, a&native evidence showing that proper 
reprocessing is safe. Given the demonstrated safety of reprocessing, the costly and burdensome 
premarket review fiamework proposed by FDA is unwarranted. Rather, the current retie - which 

emphasizes compliance with Quality System Regulation (QSR) requirements - is well-suited to 
protecting public health. 
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A Done property, medical device reprocessing is safe. 

1. Hospital and physician penpective 

As FDA acknowkdges in its Proposed Strategy, United States hospitals have been 
reprocessing medical devices Iabeled for single-use for over two decades. See Proposed Strategy 
at 2. According to most estimates, at least 50% of U.S. hospitals reprocess some devices labeled for 
single use -- either at in-hospital reprocessing centers or through the use of third-party reprocessors.’ 
Reprocessing is standard practice at a broad spectrum of health care institutions, inciuding many of 
the nation’s top research hospitak 

The inception of medical device reprocessing can be traced to arbitrary lab4 changes on a 
number of medical devices: Approximateiy two decades ago, manuf&turers began to change the 
label on certain devices from reusable to single use, without making any structuraI changes in the 
devices. Thus, it quickiy became evident to hospitals that “single use” does not aecessarily mean 
“sin@e use,” and that certain devices designated by originai equipment manufacturers (OEMs) as 
“single use only” can, in fact, be safely reprocessed. Examples of tie arbitrariness of the singie use 
Iabef are abundant: 

0 

l 

l 

In a 1980 letter to a hospitt-cxsromer, USC1 Cardiology & RadioIogy 
Products (USCI) explained that, although it was &an&g the label on its 
intracadac electrodes from reusabie to single use, “our manufacturing 
processes . . . have not changed. These electrodes are made with the same 
materials and in the same manner they have been in the past” 
(Athchment .4). 

In a 1987 letter, Boston Scientific Corporation’s Microvasive division 
informed a hospitai that i& “BICAP Hemostatic Probes are recommended for 
single use only. However this recommendation does not prohibit reuse under 
certain specific conditions . . . .” (Attwhment B) 

The December 11, 1998, episode of NBC’s news magazine “Dateline” 
exposed Johnson & Johnson’s practice of Iabeling as “single use” contact 
lenses that were virruaIly identical to the lenses that the company had been 
marketing as reusable. When asked why it had designated the Ienses as singie 

I &, u, ‘Survey: ORs are split on reuse of single-use items,” OR bfanaget, 
Vol. 15, No. 9 (Sept- 1999). 
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use, Johnson & Johnson stated: “If we had changed the Iabef and marketed 
for general use, then we couldn’t advertise and create this single-use, daity 
disposable category. We made that decision because we felt it was a good 
business decision to do it thar wav.“’ 

Given that the single use label is, in many cases, a “business decision” rather than a patient 
safety decision, it is not surprising that the medical community regards the reprocessing of “singie 
use” devices as a patient-safe practice that allows precious health care resources to be directed 
toward what matters most: providing ptients with the best possible care. Indeed, Dr. Wiiam Jan& 
of the Centers for Disease Control and Prevention (CDC) recently observed thar, with regard to the 
reuse of devices labeIed for single use, he ‘tvouid just be absolutely amazed if this is a major Public 
health problem and the (leading hospitals) have failed to realize iCr3 As detied behw, hospital and 
physician groups have articulated overwheiming support for the safety of reprocessing: 

a 

a 

a 

The American College of Cardiology has stated: “When it comes.to treating 
patients, our number one concern is patient safety. The reprocessed medical 
devices used in diagnosing and treating cardiac patients are in fact safe and 
effective.” (Attachment C) 

The North American Society of Pacing and Elecaophysiolo_ey has stated: 
“After studying thousands of patients who have undergone cardiology 
procedures withre-ster%zed catheters, findings indicate there is no increased 
risk of infection for patients. Re-sterikation of cardiac catheters for 
efectrophysiology studies has been an ongoing practice for over twenty years 
with no known patient adverse outcomes.” (Attachment D) 

The American Hospital Association has stated: “The ctinical use of 
reprocessed medical devices is safe, effective, and efficient. Hospitals have 
reprocessed devices Meled ‘single use’ or ‘disposable’ for years with 
excellent success.” (Atiachment E) 

See aIso Letter f?~m Dr. Stephen Hammill, Director, Electrocardiography and EIectrophysioio_qy -- 
Laboratories, Mayo Chic, to Senator Paul Wellstone (June 23, 1998) (Attachment F). 

2 Transcript of December 11, 1998, Dateline episode at 5 (emphasis added). 

i i i 

3 Neergaard, Lauren, ‘Debate on Reuse of Medical Devices,” Associated Press 
(Aug. 13, 1999). 
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Thus, the message emanating fbm the doctors and hospitals who use reprocessed devices 
every day - and who have done so for over two decades - is clear and consistent: Properiy 
reprocessed devices are safe and effective; there simply is no factual basis to support the notion that 
medical device reprocessing poses a threat to public heaith. 

2. Scientific support 

. 

. 

A significant body of independent, peer-reviewed scient& literature confirms the medical 
community’s confidence in the safety of reprocessing devices labeled as sin& use. Indeed, studies 
demonstrating the safety and efficacy of reprocessing have been published in a number of highiy 

. esteexned medical journals, in&ding Gawointestinal Endoscopy, ?“ne American Journal of 
Gastroenterology, Jwnd of the Ameticun College of Cardiology, Journal of Thoracic 
Cardiovascuhr Surgery, Pacing and Chical Elecnophysiology (PACE), American ;lownd of 
Cardiology, Medical Journal of Australia, Canadian Jowzai of Surgery, and Canadian Journal of 
Cardiology.4 . 

For example, the work of Dr. Richard Kozaek, Chief of Gastroenteroiogy at the Virginia 
Mason Medical Center in Seattle, Washington, and former President of the tie&n Sociev for 
Gastrointestinal Endoscopy, has been published in Gastrointestinal E’oscopy and the American 
Joiuwal of Gasttoenteroloa. Dr. Kozarek has conducted a number of independent studies 
demonstrating the reusabiliq of certain endoscopic accessories. In the area of sphincterotomes 
labeied as single use, for instance, Dr. Kozarek found that “[dlouble channei sphincterotomes 
marketed as one-time-use items can be reused safely when properly c!eaned.“’ Likewise, with 
respect to argon beam plasma coagulation (APC) probes Iabeied for single use, Dr. Kozarek 
conciuded: 

The combination of manuai cleaning and ET0 sterilization consistently cleaned APC 
probes. Ninety percent of the probes showed no sign of physical deterioration and 
100% maintained their electrical activity after IO uses. APC probes can potentially 

4 We have enclosed a bibliography and summary of these studies as Uacfiment G. 

5 R.A. Kozarek, M.D.,S.L.Rahz, R.N., M.S.N., T.J. Ball, M.D., J.J. Brandab~ 
1M.D.f “Reuse of disposabie sphincterotomes for diagnostic and therapeutic ERCP; a one-year 
prospective study.” Gastrointestinal Endoscouy, Vol. 49 (1999) at 39. 
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be safely and effectively reused up to 10 times, and a sign&ant procedural savings 
is possible with reuse.‘s6 

As another example, Dr. Edward Y Platia, a nationally recognized electrophysiologist at the 
Washington Hospital Center in Washington, D.C., conducted an extensive multi-center study of the 
reuse of eiectiophysioiogy (EP) catheters, involving 14,640 EP cases and 38,075 catheter uses. Dr. 
Platia concluded that 

the steribatioa and reuse of non-lumen, woven Dacron pacing catheters is safe, and 
does not appear to result in any increase in the risk of infection. The catheters are 
sufficiently durable to allow them to be reused we11 in excess of five times. One-time 
use of such catheters appears to be an unnecessary and expensive @icy.’ 

* 
What is, perhaps, most striking about the rigorous body of scientific evidence supporting the 

safety and efficacy of reprocessed devices is its dramaticaily superior quality, as compared to the 
“studies” offered by the OElMs that oppose reprocessing. Indeed, most of the “scientific evidence” 
submitted by the opponents of reprocessing shoutd be disregarded, as (i) much of it is based on 
“sxudies” conducted or sponsored by the OE,Ms themselves, rather than independent entities, and, 
as such, is tainted by the OEMs’ clear economic incentive to portray reprocessing in 3 negative tight 
and (ii) much of it is plagued by fLndamexxai scientific deficiencies, such as lack of an adequate 
sampie size, and, as a resuh, cannot serve as a basis for any conclusions about the safety of 
qxocessed devices. 

3. The safety record of reprocessing 

Based on FDA’s own database of device-r&ated patient adverse events, the safety record of 
reprocessing is exceilent. Pursuant to the agency’s AMedicai Device Reporting (MDR) regulation. 
hospitals must noti@ FDA when they iem that a device may have caused or contributed to a patiezz 

P 
. 

death or serious injury. 21 C.F.R. 5 503 30. Every year, FDA receives over 100,000 MDR reports. 
Signiiicantly, there have been ody a handfui of MDR reports associated with reprocessed devices. 
Indeed, FDA itself recentiy remarked that the number of MDRreports involving reprocessed devices 

6 S.K. Roach, R-A. Kozarek, %f.D., S.L. Waltz, R.N., M.S.X., andS.E. Sumida. 
Ph.D., ‘I” V&o Evaluation of lnte@t~ and Sterilization of Single-Use Argon Beam P!asma 
Coagulation Probes,” The American Journal of Gas@oenterofoq, Vol. 94 (1999) at 139. 

7 S. O’Donoghue, E.V. Platia, M.D., ‘Reuse of Pacing Catfieters: A Survey of 
Safey and Efficacy,” PACE, Vol. 11 (Sept. 1988) at 1280. 
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is “tiny” compared with other problems.* Furthermore, the incidents reported in the few MDRs 
invoiving reprocessed devices are idexkkai to problems that have occurred in new devices. Thus, 
it is not at alI ciear that these incidents were caused by reprocessing.’ 

Despite the exceuent safety record of reprocessing, OEM continue to pressure FDA, 
Congress, and State Iegislatures to address the “safety problem” posed by reprocessing. From - I 

AMDR’s perspective, the OEMs’ efforts are particukiy troubling, given that the safety record of 
reprocessed devices is as aood or better than the safety record of new sin@e-use devices. Indeed, i 
new singie use devices account for several thousand more reports of patient injury and device 
malfhction than reprocessed devices.” ; 

f 

For example; a 1994 outbreak of post-surgical inf&tions has been attributed to bacteria- 
contaminated sutures manhctured by a division of Johnson & .Joh,nson, a member of the 
Association of Disposable Device Manufacturers (ADDM) and one of the primary opponents of 
reproctssing. The contamination allegedly resulted f?om a n&&&on in. the company’s 
steziI&tion system.” As another example, FDA recentiy found that an improperiy fhctioning 
coronary stent system manufactured by Boston Scientific Corporation (BSC) - another ADDhf 

. 

a Device & Diagnostics Lear, Vol. 26, No. 48 (Dec. 17, 1999) at I. 

9 As one example, an 1MDR repon was submitted to FDA concerning a reprocessed 
efectrophysiology (EP) catheter whose tip became detached. k &0R Report Number 10623 10. 
1999-00001 (Atkdment EI). However, the identical incident has been reported for new EP 
catheters. &g MDR Report Numbers 4501350000-1995-0088 and 6000087-1998-00002 
(Athzhment I). 

IO We are enclosing as ktachment J a tabie.compariug tie number of MDR reports 
for new single use devices with the number of bfDR reports for reprocessed devices. 

II Seg, q~., Lance WiIliams, ‘Common thread in iksses: sutures lawsuits blame 
postsurgical infections on a singfe source,- San Francisco Examiner (Feb. 21, 1999); Lance 
Williams, ‘Patients wounded by inktions across the country, lives have been tom by post-op 
complications, m San Francisco Examinex (Feb. 21, 1999); Lance Williams, ‘How suture maker 
kept lid on infection suits despite recall, Ethicon said praiucr was wess,“’ San Francisco 
Examiner: (Feb. 22, 1999); Lance Wtiliams, ‘Patients who suffered,” San Francisco Examiner 
(Feb. 22, 1999). 

F 

E 
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member - caused 26 patient injuries, and may have been a factor in the death of one individuaL12 
Thus, the truth is that the very companies who are clamoring for a “crackdown” on the alleged 
“public heakh threat” associated with reprocessing are responsible for manufacturing devices which, 
on their first use, have very likely caused serious patient injury. 

4. FDA’s Statements 

FDA’s observation regarding the scarcity of WIR reports involving reprocessed devices is 
not the only time the agency has commened on the striking lack of evidence indicating a safety 
pro biem with reprocessing. In May 1999, for example, the hfedicaf Device hfanticturers 
Association (MDMA) submitted a Citizen Petition to FDA requesting that reprocessing be banned. 
Five months later, FDA denied ,%fDh4.Xs request, explaining that the agency . 

has received ‘adverse event reports where a reprocessed single use device was 
involved; however, in each of hose cases, it was not ciear that reprocessing caused 
the problem reported. In fact FDA has been unable to find clear evidence of adverse 
patient outcomes associated witi the reuse of a single use device f?om anv ~ourct.‘~ 

Simihriy, h July 1998, FDA denied a Citizen Petition submitted by the Health Industry 
Manufacturers Association (HIMA), in which HI&W bad requested that the agency impose 
premarket clearance requirements on third-party reproc:ssors. In its denial letter, the agency stated, 
among other things, that “FDA notes the generai absence of adverse patient outcomes attributed to 
the reuse of single-use devices.“i4 

12 . . z., Ronald Rosenberg, ‘Boston Scientific, FDA spar over steno, * The Boston See e 
Globe (October 10, 1998). 

13 Letter from Dr. David Feigal, Director, Center for Devices and Radiological 
Health, FDA, to Larry R. Pilot, Esq., Counsel to MDMA (October 6, 1999) (emphasis added) 
(Attachment K). 

14 Letter from Bruce Burlington, IV. D., Director, Center for Devices and Radiological 
Health, FDA, to Nancy Singer, Esq., Special Counsel, HfMA at 2 (July 13, 19%) 
(Attachment L). 
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B. The current reguiatory regime is weiknxited to prot&g public health and 
sbouid be maintained. 

Notwithstanding the medical ~omxmnity’s endorsement of the safety of reprocessing, the 
significant scientific support for reprocessing, the paucity of MDR reports involving reprocessed 
devices, and FDA’s own observations regarding the lack of evidence indicating a safery probiem 
with reprocessing, the agency has, nonetheless, decided to impose a costly and burdensome 
pemarket review scheme on reprocessing. In XMDR’s view, this prernarket review scheme is 
unwarranted. Rather, the current reguhtory fkmework governing third-party reprocessing is weil- 
suited to ensuring the safety and ef&acy of reprocessed devices. 

Under the present regime, third-party reprocessors are required to comply with a number of 
FDA regulatory requirements, the most significant of which is the Quality System Regulation or 
QSR” The QSR is an extensive set of qua&y assurance provisions governing every aspect of a 
reprocessor’s operations, including production and process controls, process validation, control of 
non-conforming product, and finished device acceptance. Pursuant to these QSR requirements. for 
example, third-party reprocessors must control and monitor production processes to ensure that a 
device conforms to its specifications; validate with a high degee of assurance that their reprocessing 
processes ensure that specified requirements are met; and establish and maintain procedures for 
reprocessed devic: acceptance to exam t hat ssch production Am 10s or Satch meets acce~~~~z 
criteria See 21 C.F.R. Part 820. In other words, reprocessors must document that they have 
developed comprehensive systems to assure that a reprocessed device is clean, sterile, and abie to 
perform its originally intended ciinic3i function. Third-parry reproc:ssors must make aii required 
QSR information and data available for FDA inspection!‘, and ti that fail to comply with these 
requirements are subject to agency enforcement action. 

15 In addition to complying with appIicable FDA requirements, AMDR members 
regulate themselves through adherence to several fundamental safety p&@es: (i) ANDR 
companies perform functionality testing on every sing!e device they reprocess, whereas OEM test 
only a small samphg of their devices; (ii) AiWIR members are highIy selective as to the devices 
they reprocess, and, in fact, reprocess only a small percentage of the &ousas& of devices used 
by hospitals; (iii) AMDR companies utilize sophisticated systems for mcking reprocessed devices 
and for enabling hospitals to trace reprocessed devices to the specific patients on whom they were 
used; and (iv) AhOR members must undergo an annual, independent, third-party audit to ensure 
compliance with QSR requirements. 

All AMDR companies have been inspected by FDA in the last 12 months. 
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Given the nature of medical device reprocessing, an FDA regulatory regime focusing on QSR 
compliance - and, in particukr, on process validation and finished device acceptance requirements 
- makes sense. Indeed., reprocessors provide a device cteaning, sterilization, and testing service for 
hospitals. Reprocessors do not market products; rather, they perform a process on products which, 
in most cases, have akeadv been cleared through the agency’s premarket review process. Therefore, 
kom a safety perspective, whaf is most criticai is that reprocessors validate their processes, i.e.. 
demonstrate that their cleaning, sterilization, and testing processes will, on a consistent basis, yield 
devices that are as safe and effective as new devices. 

. 

Furthermore, it is important to emphasize that FDA’s current QSR-centered reguiatory 
fkmework for reprocessors is entireiy consistent with longstanding agency poiicy in other areas of 
medicai device regulation. Indeed, FDAhistoricaUy has viewed demonstrated compliance with QSR 
requirements as an acceptable substitute for premarket notification submission in certain instances. 
For example, in its manual addressing compliance with QSR requirements, FDA informs 
manufmrs tha& when manufacturers with highly qualified personnel or subst&ai experience 
feel confident that a particular change in a device, component, or manufkruring process will not 
signikantly affect the safety or effectiveness of the device, there may be no need to submit a 
premarket notification submission. Medical Device Quality Systems Manual: A Small Entity 
Compliance Guide (December 1996) at 96. * 

Thus, rather than impose a ney burdensome premarket review framework on medical device 
reprocessing, AMDR believes that FDA should maintain the current regulatory re@e. As FDA 
states in iti draft guidance doctrment &tied “Enforcement Priorities for Sin+-Use Devices 
Reprocessed by Third Parties and Hospitals” (hereafter, “Enforcement Pkxities drank guidance 
document”), under the current regime, &tid-party reprocessors must comply witim+ation, listing, 
QSR, Iabeling, MDR, and metiicaI device corrections and removals requirements. Enforcement 
Priorities dr& guidance document at 1% Significantly, however, whi,le FDA has historically 
enforced - and continues to enforce - these requirements with respect to tkbrtv reorocessors, 
there is an important component of the current regulatory regime, which, to date, the agency has 
failed to enforce with respect to OEMs. Specifically, FDA’s own regt&iom state that 

if a manufacturer knows, or has knowledge of facts that would give him notice that 
a device introduced into intersmte commerce by him is to be used for conditions, 
purposes, or uses other than the ones for which he offers it, he is required to provide 
adequate labeling for such a device which accords with other such uses to which *he 
article is to be put. 
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21 C.F.R 9 SO 1.4. As discussed above, according to most estimates, at least 50% of hospitals reuse 
certain devices Meted as single use. Thus, the manuf&urers of these devices clearly ‘%now~ or 
have knowledge of facts that wouId give [them] notice” that -- despite the singie use label - 
hospitals are using these devices more than once. As such, we respec&ily request that FDA enforce 
5 80 1.4, and require manufacturers to provide adequate labeling on their “single use” devices.” 

II. Given that FDA Appear to be ?/loving Forward to Implement a fremarket Review 
Scheme, AiiR Urges the Agency to Proceed in a Reasonable Manner, and is Troubled 
by &Many Aspects of the Draft Guidance Documents. 

As explained above, AMDR does not believe that FDA’s proposed premarket review scheme ’ 
for reprocessing is necessary to protect public health. To the contrary, as outlined in Section I, the* 
‘evidence cieariy shows that the current regime is well-suited to ensuring the s&ety and efficacy of 
reprocessed devices. Nonetheless, FDA appears to be moving forward to impiement a premarket 
review scheme. As such, AMDR is eager to provide input on the agency’s proposed scheme, to 
ensure that it is carried out in a reasonable manner. Moreover, AMDR notes t&at, pursuant to its 
mandate under the Food and Drug Modernization Act of 1997 (FDAMA), FDA is obligated to 
implement its premarket review scheme in a manner that minimizes the time and expense burden 
that premarket review requirements potentiaiIy coufd create for reprocessors. Congress throu# 
FDAMA specifically directs the agency to “consider, in consultation with the applicant, the Ieast 
burdensome appropriate means of evaluating device effectiveness that would have a reasonabie 
likeiihood of resulting lk approvai.“‘8 21 U.S.C. § 360c(a)(3)(D)(ii). 

17 It is importyt to emphasize that AMDR does m support FDA’s proposal &at 
OL;Ms include on their labetig %ny information of which they are aware regarding the potential 
risks associated with reusing their SUDS.” Proposed Strategy at 13. In itMDR’s view, requesting 
OEMs to put reprocessing-related “risk” info&&on on their lab& simply would serve as an . 
invitation for OEMs to place inflammatory and unsubstantiated statements on their products, thereby 
scaring hospitals away from reuse. Indeed, 5om a liability perspective, hospitals certainly would 
be reluctant to reprocess devices that are Iabeted with a litany of “risks” allegedly associated with 
reuse. Furthermore, AMDR believes there is lit-tie sense in empowering OEIMS to defke 
reprocessing-related risks. Simply because a device manufacturer believes there are certain risks 

associated with reprocessing a device, does not mean a third-party reprocessor would encounter 
those risks. OEMs have no economic incentive to prove that a device can be reprocessed, and, in 
fact, have every incentive to show that it cannot be reprocessed. 

18 In its draft guidance docyument interpreting FD&&.fA’s “least burdensome” 
(continued.. .> 
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While AWIR appreciates the daunting challenge FDA faces in implementing premarket 
review requirements on reprocessed devices and recognizes the amount of time and resources the 
agency has already devoted to this complicated issue, as discussed below, AMDR is troubled by 
many aspects of the agency’s draft guidance documents. Most fundamentdy, .&iR believes that 
the complex scheme contained in FDA’s draft guidance document entitled “Reprocessing and Reuse 
of S ingle-Use Devices: Review Prioritization Scheme” (hereafter, “RPS draft guidance document”) 
is wholly unnecessary. In its RPS d.& guidance document, the agency sets out an eiaborate Review 
Prio&ization Scheme (RPS) - two ~IOV&UTS containing a series of questions - which it uses to 
categorize reprocessed devices as “high,” “moderate,” or “low” risk. Under FDA’s proposed 
approach, a device’s risk category would determine the length of the “enh-c:ment discretion” period 
permitted for compliance with premarket review requirements. 

As shown beiow, we believe that FDA’s newly+zonstructed risk assessment tool could lead 
to confusing and arihuy results, thus making a reasonable and workable transition to a premarket, 
review regime exceedingly difficult. Furthermore, we see no reason for FDA to invest the time and 
resources that would be needed. to correct the serious deficiencies in tie RPS and accurateiy appiy 
it to the devices labeM for single use that are currently being reprocessed. Indeed, rather than 
attempting to construct an elaborate new “high-moderate-loti’ risk assessment tool, AMDR strongiy 
urges the agency to rely on the existing device cIassi&ation system as a mechanism for determining 
enforcement priorities. h other words, .we recommend that FDA simply assign appropriate 
enforcement discretion periods based on tie device’s classification, i.e. C&s 1: C!ass II, or Cbs III. 
Given that the existing device cIassif?cation system is inherentlyT?&ed on an assessment of a 
device’s risk, we see no reason to depart from it. Moreover, it would ensure an orderly and 
predictiie transition to a premarket review regime for reprocessing, because there would be no 
ambiguity as to whether a premarket review submission is required or when it is due. Both of these 
questions would be answered by ascertaining the device’s classification.‘g 

18(. . .continued) 
provisions, the agency itself recognizes ?&is principle. Specifically, FDA states that the agency 
is required to consider the “‘least burdensome means’ that will allow appropriate premarket 
development and review of a product without unnecessaF7 de[avs and expense to manufacturers. * 
‘Evidence Models for the Least Burdensome Means to biarket, * CDm Draft Guidance (Got. 1, * 
1999) (emphasis added). 

19 Notabiy, ADDM, the trade association representing OE3ls who oppose 
reprocessing, has expressed support for utilizing the exisdng: device c&siflcation system as a 
mechanism for implementing premarket review requirements witi respect to reprocessed devices. 

(continued.. .) 
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A&fDR recognizes, however, that FDA may, ultimately, choose to preserve its proposed 
approach, rather than adopting AMDR’s recommendation. T’hus, in the discussion beiow, we 
identify what we view as the most serious problems and inaccuracies with FDA’s proposed scheme, 
and, where possible, we offer alternative approaches.1o 

A. Stmcturd problems with FDA’s Review Prioritization Scheme make accurate 
risk designation diEculL 

In its RPS draft guidance document, FDA acknowledges that “many of the questions asked 
in the flowcharts may require subjective responses, - and fiutber notes “the possibility of different 
interpretations. * RPS draft guidance document at 3. In A&fDR’s view, FDA itself has identified 
the most serious problem with the RPS: It is built - not on a foundation of objective questions and 
easily defined terms - but, rather, on sribjective, ambiguous questions &at create confbsion rather 
than ctarity. For example, Question 3, Flowchart 1, asks: 

Does the SUD include features that could imnede thorough cleaning and adequate 
sterilizationhiisinfection? Some design features, such as narrow lumens and 

* imeriocking parts,.can harbor debris that cannot be readilv accessed and removed 
during cleaning unless the device can be disassembled or otherwise serviced and 
ail surfaces of the devices reposed for manual cleaning. If a device cannot be 
adequately cleaned, terminal reprocessing to disinkct or sterilize the device will 
not be successti and the ND presents a greater risk of disease mm&ion. If 
a device does not incorporate any of &se hard to ciean features, then the SUD 
presents a Iow risk of disease nansmission. 

19 ( . . . continued) 
e.u., See Letter from Josephine Torrente, President, ADDM, to FDA Dockets Management 

Branch (December 2, 1999). 

FDA’s draft guidance documents primarily address the imposition of premarket 
review requirements on reprocessors, and, as such, &‘MDR’s comments mainly focus on 
premarket review issues. However, the draft guidance documents also briefly describe other FDA 
regulatory requirements, e., regismtion and listing, medical device reporting, labeling, etc. See 
Enforcement priorities draft guidance documents at 5-9. In &tiIDR’s view, additional clarification 
is needed with regard to certain of *These requirements, and, as such, we respectfUlly request the 
opportunity to meet with the agency to discuss t&e matters. 

t 
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RPS draft guidance document at 6 (emphasis added).. In AMDR’s view, the four highlighted 
phrases above - ?ouid impede, * Wrrow hens,” ‘readiIy accessed, m and ‘hard to clean” - 
raise more questions than they answer, and, as such, cannot be relied upon as critetia for assigning 
risk. Indeed, a device that FDA or an OEM views as “hard to clean,” may weil be quite ‘easy 
to clean” for a third-party reprocessor who has invested time and resources in reverse engineering 
the device and developing a validated cieaning protocol. Similariy, any judgment as to whether 
features “could impede” thorough cleaning, or whether debris can be “readily accessed,” or 
whether a Iumen is ‘narrow,” is entirely subjective. Responses to these questions wiU differ 
dramatically depending upon who is answering them. 

In order to illustrate the exhxme subjectivity of the RPS, AblDR applied +tie RPS to 14 of 
the 30 reprocessed devices that FDA categorized as “high risk.* $or ail of the 14 devices 
examined, AMDR reached the conchsion that these devices are either “low” or ‘moderate” risk, 
m ‘high risk.” In otfier words, AMDR asked the same questions that FDA asked, but reached 
different answers. For example, A&fDR determined tint eiectrophysiology recording catheters” 
are ‘low risk” according to the following a&iysis? 

l?Iowchart 1 - Infection Risk: 

1.1 Question: Is the SUD a nomcriticrrl de&e? AMDR *Answer No - Under the ‘Spaufding’” definition of 
device criticality, the tiectnxk recording cather or thmde recording probe engages the vascular system, 
meaning ir enters the bhdstrtam. 

24 Question: Does po3lnudet hfonnrrtion suggest th using the reprvctssed SUD may present an increased 
risA of infeciion when compmcd to the use of an SUD that ha not been mprocessed? AMDR .hswet: 
m - Then3 is subsranrial p0smJarkcS tiormalion that support3 tie safety of proper reprocessing of the 
eiectrode recording catheter and the ehxmde rccmdiq pmbe. !& for exampIe: 

a Am, U, ~Muray, P, Frax, V, ‘Conaway, L, C&i, ME, %@y of Reusing Gmfiix 
Elemophysioiogy @heren: A Prospeczive Sh&y, l hxriun Journal of C~diology, 1944.74 
1173- 1175 

l Avita& B, Kahn, M, Drum, D, Jazayeri, M, Hare, J, *Repeared Use of Abhion t2hm-s: A 
Prospecrivc S&c@, m Journal of the American College of Cdiohgy, 1993.22: 1367-1372 

21 Electrophysiology recording catheters (electrode recording catheters and electrode 
recording probes) are Class II devices. Set 21 C.F.R. 6 870.1220. FDA has assigned these 
devices product code DRF. 

f 

22 We are endosing as Attachment &I AMDR’s risk assessment of 14 reprocessed 
devices that FDA categorized as ‘high risk. q 
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l Dunnigm, A, Roberts, C. McNm, iM, MSM, DW, Ben&c, DG, ‘3~~ce.u of Re-Use of _ 
Cidac Ekmde CMetem ” American Jomu! of Cardioiogy, 1987.60: 807-m 

0 Fern& l , Wolf, CE, Ellenbogen, KA, Wood, AMA, CIemo, HF, GilIigan, DM. T’iene &i&z f 
on Ekarophysioiqy C’rers Following Restetili&on: Impliuziorts for Gzthezer Reuse. * 
American Journat of Cardiology, 1997, 80:. f558-1561 

l O’Thoghue, S, Platia, EV, “Reuse of Pacing Gzrkers: A Survey of Safety and EJlcaq,” Pacing 
and ChicA Ekchphysiology, 1988, 11: 1279-1280 I 

3.1 Questions Does the SUD indude feutures that could impede thorpugh cieaning and mhquut2 
ste~nfdisinfection? AiMDR Ansmr: No - An e&rode recording catheter or electrode recording 
probe is a sealed lumen device that is reprocessed reguiariy by AiiR companies without any cieaning 
difficuities. 

AMDR CONCX,USTON: LOW TUSK 

Flowchart 2 - Inadeqwe Performance Risk 

1.1 Questbc Dots pojtmmkct information suggest that xsing the rtpmcessed SUD may present au incnlzsrd 
risk of injzq when compared to the use of an SUD that has not been mpvcessed? AMDR Answer: NO 

- Postmark2 information suggests thar pruper reprocessing of au eieczrode recording catheter or ekcxrode 
rccordhg pm& poses no increased risk of injury (stt anicies Ested in Rowchart I). 

2.) Questions Could failure of the &vice muse &uth, scrims iniurJl or permanent hnpaimeti? A.MDR 
Answer: Yes - The faiIure of an electi recording catheter or tkczrode recurding probe - new or 
reprocessed - couid potentiaUy cause &a& serious injury or pexmancnt ilIl.pdtnt. 

3.1 Question: Does the SUD contain any materi&, coatings or components that may be &unaged or akered 
by a singi& use or @ reprocessing an&or restektiuaion in such a way that the perfomance of the hike 
my be adversely a#ected? AMDR Answer: No - While the mat&is, coat&s or components of eieczode 
recording ca&elers or ekcxmde recording probes arc sometixnes altered during their first use, AMDR 
members do uot rqrocess damaged eiecmie recording catheters or eiectmde recording pm&s. Weed, an 
electrode recording cather or e&rode rtcording pm& whose ma&ah, coatings or components have been 
damaged or altered by a singie use in such a way that .&c pxformancc of rhe device has been advetsely 
affected would w be a suitabie candidaxe for reprocessing and w&d be rejected by AMDR companies. 
With respect to rhe pottntiai effects of reprocessing, AMDR companies have validated cleaning and 
steblization pmtocois that mable them to reprocess efecucde record@ catheters or ekcti record.& 
proks with no damage to the matexiah, coatings or components. This is achieved through AMDR 
companies’ rexarch, reverse engineering, and tfie cieaning and s&lizarion protocol vaiidation process that 
is completed before any electrode recording catheter or electrode reaxding. probe is rep&. Every 
ekctrode recording catheter or ehrode rtcording probe reprocessed by Ah4DR companies is tested for 
functionality and is examined under high magnification for any signs of wear or damage. If a problem is 
detecxsd, the ekctxxie recording catheter or ekcrrodt recording pmbe is rejeczed and is not returned to the 
hospirai that had requesti reprocessing. 
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a-1 Question= Are then recognki mamsus pcrformmrcc stmrdmdr, ptrformMce tear recommended by the 
OEM or a W4UQdance dbc~ent tW may be used to dtmmtint if the pt~omtmct of the SUD has 
been a&end due to reprocessing and use? AMDR Answer: NO. 

2b.) Quest.io~~ Can visuai insptclion dk!tmint if ptfomumct has been #ected? AMDR -Answer: Yq - 
AMDR companies visually iaspect every ekrrode recording cather or electrode nxording pro&c. This 
visual inspection encompasses both functicmaIity Using and e xamiaion under high magnifkation for any 
signs of wear or damage. If reproc&ng has affeczed the performance of the elecaode recording catheter 
or eiecuode recording probe, it is rejected and mf ienMcd to the hospicaf thar had requested rcprocessiq 

AMDR CONCLUSION: LOW EWX 

As the above example and the other mmples contained in Attachment M clearly 
demonstrate, the RPS is an inappropriate mecfianism for assigning risk because the questions are 
subject to a range of interpretations. In addition to the subjectivity of the RPS questions, AL4DR 
sees other smcturai problems witi the scheme. For instance, Flowchart 2, Question 2a asks: 

Are there recognized consensus performance standards, performance tests 
recommended bv the OE&fs or a CDRH PQuidance ciocument that may be used to 
determine if the performam; of the SUD has been altered due to reprocessing and 
use? FDA has recognized numerous domestic and international standards that may * 
be used for design and performance aspects of the reprocessed SUD. The list of 
FDA-recognized standards is available on FDA’s WEBsite. OE13f-recommended 
performance tests (e.s., mnufactmrdeveioped tests, standards that are not 
recognized) may also be appiicable. In addition, there are CDRH guidance 
documents on FDA’s WEBsite, whicfi may inc!ude specifications, test protocols, 
and acceptance criteria. ’ 

RPS guidance document at 9 (emphasis added). This question conspicuously omits any reference 
* to remocessor-recommended performance tests. It is reprocessors who have the most extensive 

knowledge base regarding how to evaiuate whether a device’s performance has been altered due 
to reprocessing and use. Thus, it is troubling to .WDR that the above question permits reiiance 
on OEM-recommended performance tests, but fails to acknowledge the importance of reprocessor- 
recommended and deveioped performance tests. 

Another si,onificant problem with the RPS is its reliance on the ‘Spaulding” definitions of 
‘Critical, m 'semi-criticd," and ‘non-critical” devices. As Flowchart 1, Question 1 states, under 
the ‘Spauiding” system: 

f 

E I! 

[ 
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0 A non-critical device is a device that is imended to make topical 
contact and not penetrate intact sky& 

0 A semi-critical device is a device that is ‘&ended to contact intact 
mucous membranes and not penetrate notmaiIy sterile areas of the 
body; and 

a A critical device is a device that is intended to contact normally 
sterile tissue or body spaces during use. I i 

RPS draft guidance document at 5. What the flowchart fails to convey, however, is that the 
“Spauiding” scheme was initially designed as a mechanism for determining the appropriate level of 
disinfectant, and, therefore, the SpauIding definitions of criticaiity are of littie use when it comes to 
evahating the risk of a reprocessed device. Rather, a much more relevant exercise is to evaluate 
ctiticaIity &om the standpoint of functiona@, i.e., what wiU be the consequences for &e patient if 
the device fXs? Obviously, reprocessed devices whose faiiure is likely to cause signiEcant patient 
harm should be categorized as higher risk than those whose failure would have IMe or no effect on 
the patient. 

Sign&&y, FDA itself has historically viewed device critic& in terms of the 
consequences of device failure. Indeed, in its Good Manufacrur;Sg Practice regulations, which 
prectded the current QSR requirements, FDA defined “critical device” as 

& 

a device whose failure to perform when properly used in accordance with the . . . 
instructions for use provided in the Iabeiing can be reasonably expected to resuit in 
sign&ant injury to the user. 

Previous 21 C.F.R. 4 820.3 (removed October 7,1996). AMDR strongly urges FDA to utilize the 
above definition of device criticaliry, rather than refyins on the Spaukiing scheme. 

B. FDA should disciose the detail underlying its risk assignments. 

Given the structural problems with the RPS, AMDIi, not ~~risingiy, takes issue with the 
risk category assigned to SMIIY of the devices in FDA’s “List of Frequently Reprocessed SUDS.” 
Indeed, as noted above, AMDR applied the RPS to 14 devices designated as “high risk,” and found 
that each of the devices should, more accurately, be categorized as “moderate” or “low risk.” 
However, except for the three examples provided in the WS draft guidance document, FDA 
provides no information as to how it arrived at the risk assignments in its “List of Frequently 
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Reprocessed SUDS.” Thus, it is impossible for AiiR to identify where our 4ysis diverged Tom 
the agency’s, and, as such, we are hampered in our ability to offer FDA useful, thorough comments 
on its application of the RPS. Accordingly, we respec~y request that the agency make public the 
detail underlying its risk assignments, thereby enabling stakehoiders to constructively challenge, or 
concur with, FDA’s risk assignments. 

C* FDA’s “List of Frequently Reprocessed SUDS” appears to be incomplete. 

It is AMDR’s understanding tha& in its “List of Frequently Reprocessed SUDS,” FDA hopes 
to capture the entire universe of devices Iabekd for single use that are currently being reprocessed. 
Based on AhIDR’s review of the list, it appears that many of the devices that &MDR members 
reprocess are not on the list. However, the list contains numerous ambiguities and inaccuracies, 
which make it diEcult to verify whether aU of thedevices currentiy being reprocessed are properly 
represented? Therefore, to ensure that FDA has a complete I& we are enclosing a database of the 
devices that, to the best of AMIX’s knowledge, are presently being reprocessed? In addition, 

AMDR reqeddly requests the opportuni~ to meet with FDA in order to recon6le our database 
with the agency’s list, so as to ensure that the agency has a complete understanding of the devices 
currently being reprocessed.” 

23 For example, in a number of instances, devices are mau=hed with incorrect 
regulation numbers and/or product codes. In addition, in some cases, FDA’s device a~up~g~ 

are overiy broad, thus making it dBicuit to discern which specific products the agency intends to 

include. 

24 See Attahti N. We are also enclosing a list of devices that ..tiIDR companies 
may begin reprocessing in the near future. s .Ua&neti 0. - 

25 AMDR also respehily requests that FDA clarify what, if any, roie the “List of 
Frequently Reproc:ssed SUDS” will play once the final guidance document is issued. For 
example, FDA states that it “anticipates using the RPS in the future in response to requests from 
the public on the category of a reprocessed SUD not listed in Appendix 2. Such requests should be 
directed, in writing, to the contact noted in the Prefze. FDA will perkdidy puidish a revised Iist 
of categorized devices based upon these requests. . . . FDA wilI consider any SUD not on the current 
List or subsequently revised lists to be one that poses a high risk if it is reprocessed.” RPS draft 
guidance document at 2. These statements ;ippear to conflict with other elements of the draft 
guidance documents. Thus, we respectfully request tit, in its final guidance document, FDA 
formally address and clarify these ambiguities. 

F 
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D. FDA’s proposed ,gact periods for submission of premarket review applications 
are unreasonabiy short and shouid be lengthened. 

In its Enforcement Priorities draft guidance document, FDA proposes to require that 
premarket review submissions, i.e., 5 1 O(k)s and PMAs, be filed for %igh risk” reprocessed devices 
within six months of the issuance of a final guidance document. Premarket review submissions for 
“moderate risk” reprocessed devices would have to be filed within 12 months; submissions for “low 
risk” reprocessed devices would be due within 18 months of issuance of a final guidance document. 
Enforcement Priorities draft guidance document at 15. In AMDR’s view, these grace periods are 
unreasonably short and should be Iengthened. 

Significandy, FDA’s proposed grace periods aredramatically shorter than the grace periods 
that historically have been permitted for simibrly situated entities. For example, in 1994, when FDA 
determined that software produm used by blood establishments to manage donor information were 
subject to regulation as medical devices, the agency initially provided an entire vear for 
man&xtnrers to submit PMAs or 51O(k)s, and the agency subsequently extended the deadIine for 
another year. See 59 Fed. Reg. 44,991 (Aug. 3 I, 1994); 60 Fed Reg. 5 1,802 (Oct. 3,1995). 

Likewise, when Congress enacted the Medical Device Amendments of 1976, manufacturers 
of pre-amendment devices were allowed a minimum of 30 monthg,eom the time a device was 
classified as Class III to submit a PMA. 21 U.S.C. 4 35 l(f)(2). In contrast, FDA proposes to require 
reprocessors to submit PMAs witi 6 months. 

. 

As Congress cieariy recognized, firms unaccustomed to complying with FDA’s premarket 
review requirements must be given adequate time to prepare proper submissions. Indeed, acompany 
traditionally subject to premarket review requirements wouid be unable to assemble a satisfactory 
PM4 within six months. To impose such a deadline on an industry that is facing prexnarket review 
requirements for the first time - and for numerks different devices - is not only unprecedented, 
it is unnecessary and unfti. If there were compefling evidence that protection of the public he&h 
warranted requiring such a draconian grace period, AMDR would, of course, support FDA’s 
proposal. However, the facts clearly show that no such public health threat exists. Indeed, FDA 
itseif acknowledges that it has “been unable to find clear evidence of adverse patient outcomes 
associated with the reuse of a sir&e use device from any ~ourc:.“~~ 

26 Letter from Dr. David Feigal, Director, Center for Devices and Radiological 
Health, FDA, to Larry R. Pilot, Esq.. Counsel to tviDM (October 6, 1999) (emphasis added) 
(MUbent I(). 
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In fact, AMDR is concerned that the public he&h may wefl be harmed ifmA maintains its 
proposed grace periods. Conf?ont&d’with impossibly short deadlines for submitting premarket 

. review applications on numerous devices, reprocessors may be compelled to stop reprocessing 
certain devices. As a result, hospitals co&i face shortages of important devices and be forced to 
discontinue providing certain medical procedures. For patients in need of such procedures, the 
implications are potentially devastating. 

Therefore, as an alternative to FDA’S approach, AMDR respectfully requests that the agency 
increase each proposed grace period by at least six months. Accordingly, premarket review 
submissions for “high risk” devices would have to be submitted wit&n 12 months of the issuance 

. of a Sinai guidance document. Submissions for “moderate” and “tow &” devices would be due 
within 18 and 24 months, respectively.” 

E. “Enforcement discretiou” periods should not depend upon FDA responding to 
the reprocessor’s premarket review submission within a predetermined 
timeframe, . 

In addition to our above objections to the length of FDA’s proposed grace periods, AMDR 
strongiy objects to the notion that, under FDA’s drafI guidance documents, the duration of agency 
clenforcement discretion” would depend upon FDA responding to premarket review submissions for 
reprocessed devices within a prederermineti time&e. For example, FDA sates that it intends to 
continue to exercise its discretion to not enforce premarket requirements for third party reprocessors 
and hospiti reprocessors of devices that are considered high risk for one (1) year &om the date of 
issuance of a f?nai SUD enforcement guidance provided: 

I. FDA receives a 5 1 O(k) submission or a PMA application within six (6) months 
of the issuance of the f?nal SUD enforcement guidance; 

2. The 5 1 O(k) submission or PMA application is compiete and is of suflkient quality 
to be acceptabie for substantive review. . . ; and I 

27 If, as AMDR strongly urges, FDA abandons the RPS, and instead simply assigns 
submission grace periods to each device ciass, AMDR recommends the fohving ,mce periods: 
12 months for Class m devices. 18 months for Class n devices, and 24 mon& for CIass 1 
devices. 
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3. The aDDkant receives an FDA order finding the device substantially eativaIent 
and cleared for marketina. or an order anDroving a oremarket aDDrow aouiication 
within six (6) months of the filinp date. 

Enforcement Priorities draft guidance document at I5 (emphasis added). According to this criteria, 
a reprocessor that submits an administratively complete premaricet review application within the 
specified grace period would, nonetheless, be forced to stop reprocessing the device in question if 
FDA takes longer than six months to respond to the appiication. 

. 

AMDR strongly objects to such an approach. Because of agency resource constraints, delay 
in reviewing and responding to premarket review applications is common, and, given that FDA . 
reviewers have littie experience with submissions for reprocessed devices, there is likeiy to be more 
delay than normal. Moreover, in proposing to pen&e an industry because of FDA’s failure to 
approve or deny a submission within a predetermined timehe, the agency has, once again, 
dramatically departed from prior practice. Indetd, as described inthe example above, ma&“- 
of pre-amendment devices are permitted at least 30 months fiom.the time a devke is classi;fied as 
Class III to submit a MA. A.s long as the manufacturer submits a timeiy PMA, its device may 
remain on the market until the PMA is approved or denied - even if the approvai/deniaI process 
takes seve& years. h other words, manufacturers of pre-amendment class m devices arem forced 
to stop marketing their products simply because FDA fails to respond within a predetermined . 
timeframe. 

Thus, AMDR strongly urges the agency to eliminate any link between&e duration of agency 
enforcement discretion and the agency approving or denying premarket review submissions within 
a pre-set time period. Rather, reprocessors who tie timeiy and admi&rativeiy complete 
submissions should’be permitted to conhue reprocessing until their applications are approved or 
denied - regardless of how long this process takes. 

F. Submission of an “administratively incomplete” applicstion should not 
terminate FDA’s exercise of enforcement discretion, 

AMDR also is concerned that, under FDA’s proposed scheme, it appears that submission of 
an “administrativeiy incomplete” premarket review submission could automaticaify terminate FDA’s 
enforcement discretion with respect to premarket review requirements. The agency states, in 
pertinent part: 
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FDA will initially review YOU 5 10(k) submission or Pm apphcauon to m&e a 
threshold determination as to whether it contains sufficient inform&on to begin 
subsmtive review. If the submission does not on its face, contain aU the information 
required under 2 1 C.F.R. 807.87 (for 5 1 O(k)@ or 2 1 C.F.R. 8 14.20 (for WAS), FDA 
will not review that application or submission any further and the file will be placed 
on hold. . . . You may submit the additional information to complete the file, but 
FDA does not intend to exercise enforcement discretion described in this document 
for reprocessed SUDS that are not the subject of complete applications or 
submissions. In other words, FDA may take immediate enforcement action for 
failure to comply with premarket requirements upon determining that a 5 IO(k) 
submission or PM application is administratively incomplete. 

Enforcement Priorities cir& guidance document at 12. 

According to the above provision, if FDA were to find a reprocessor’s premarket review 
,submission “ativefy incomplete,” this would trigger an end to agency enforcement 
discretion, and the reprocessor would be vulnerabie to enforcement action for failure to comply with 
premarket review requirements - even if FDA’s finding of “administrative incompleteness” came 
before the reprocessor’s grace period for submission had ended. Thus, if, hypothe$calIy, a Sinai 
guidance document were issued on July. 1,2000, under FDA’s proposed scheme, reprocessors would 
have one year - until July I, 2001 - to submit premarkex review applications for “moderate risk’ 
devices. The above language suggests that a reprocessor who submitted a premrket review 
application .on .4ugust 1, 2000, and Iearned on September 1, 2000 that the application was 
6 . . flrjmrnlstrariveiy incomplete,” would, as of September 1 ,2000, be subject to FDA enforcement 
action for fiiihre to compiy with premarket review requirements - even though that reprocessor 
could have waited until July 1,200l to initially submit its application. 

In informal conversations with FDA, AiiR was told &at the agency did not intend for the 
above provision to deprive reprocessors of the benefit of a full grace period for submission of their 
premarket review applications. When presented with the above hypothetical, the agency informed 
AMDR that a reprocessor who learned on September 1, 2000 that its application was 
“adminisuativeiy incompiere” would continue to enjoy agency enr”orcement discretion with respect 
to premarket review requirements until the specified grace period had ended, i.e.. July 1,2001. 
AMDR respectfully requests that, in the final guidance document FDA f&mal~y address and clarify 

this issue. 

H: 
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AMDR ako respectfully requests that, in its &ai guidance document, FDA specify thaq as 
long as a reprocessor files a timely premarket review submission - even if the submission is fried 
at or near the very end of the designated grace period - the reprocessor will be permitted an 
additional 60 days to make appropriate modifications, if FDA finds that the application is 
“adrninistrativeiy incomplete.” FDA would exercise enforcement discretion with respect to 
premarket review requirements during this 60&y period, and, as long as the re-submitted 
application were found to be “Wtiveiy complete,” enforcement discretion wouid continue. 
However, ifl?DA determined that the re-submitted application was “administratively incomplete,” 
enforcement discretion wouid cease, and the reprocessor would be subject to enforcement action for 
fiihtre to comply witb premarket review requirements. 

Given that tile reprocessing industry has never before been required to comply with 
premarket review requirements, and, mer, that FDA has little experience in reviewing premarket 
review tibmissions for reprocessed devices, there will be a steep “learning curve” as reprocessors 
become familiar with what is required for an “admSst&veiy complete” submission, and as FDA 
reviewers learn what a submission for a reprocessed device should look like. Thus, in AMDR’s 
judgment a fair and Iogicril approach would be to permit reprocessors at least one opportunity to 
make necessary corrections to an “admi&tmtively incomplete” premarket review submission. . 

G. III order to address HCl?.4-related Medicare reimbursement concerns, FDA 
should clarify its historical and ongoing rationale for using “enforcement 
discretioiP with respect to premarket review requirements. 

As FDA acbowledges in its Enforcement Priorities draft guidance document, the agency 
has, to date, utilized its enforcement discretion not to enforce premarket review requirements with 
respect to reprocessors of devices labeled for singie use. Enforcdment Priorities draft guidance 
document at 14. Likewise, FDA’s proposal to begin imposing premarket review requirements on 
reprocessed devices depends heavily on the exercise of agency enforcement discretior~ Indeed, 
rather than requiring immediate compliance with premarket review requirements, FDA proposes to 
“phase-in” compliance, allowing different grace periods depending on the perceived risk of the 
reprocessed device. During the grace periods, the agency plans to use its enforcement discretion not 
to enforCe premarket review requirements. 

If premarket review requirements are going to be imposed at all on reprocessors, 
impiementation must be done on a gradual basis. However, .&MIX is concerned about the Health 
Cm Financing Administration-related iMedicare reimbursement ~p&&~ Of’FDA utihhg its 
enforcement discretion to implement a “phased-in” approach. Indeed, in the &t several months, 
questions have arisen as to whether the Health Care Financing Mmi&rauon (HCFA) will allow 
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reimbursement for medical procedures invoiving reprocessed devices. This uncertaiaty stems 
from FDA’s current policy of using its enforcement discretion with respect to premarket review 
requirements, as well as certain FDA statements regarding the ‘lawfulness” of reprocessing 
conducted absent premarket review? 

Given that the HCFA-related uncertainty surrounding FDA’s use of enforcement discretion 
could have potentially devastating consequences for the reprocessing industry and for the thousands 
of hospitals that utilize reprocessed devices, AlMDR strongly urges FDA to cbr@ its historical and 
ongoing rationale for using enforcement discretion with respect to premarket review requirements. 
As an example, we believe thaw inchding the foilowing language in FDA’s final guidance document 
could heip to queit some of the uncertainty this issue has generated: . I 

To &te, FDA has used its enforcement discretion not to enforce premarkzt review 
requirements agaimt rhirdpzrty re~zmcessors - and will continue to use the same 
enforcement discretion to “pkzse in ” the enforcement of premarket review 
requirements against third-party reprocessors - because FDA has riot found 
suficient evidence to suggest that reprocessing, absent FDA premarket review, 
presents a threat to public heaith E 

H. FDA’s proposed definitions should be revised. 

In Appendix A of the Enforcement Priorities draft guiciance cbxment, FDA proposes 
definitions for “hospital,” “single-use device,” “opened-but-unused,” “reuse,” “reprocessing,” and 
“resterilizatiod’ AMDR recommends the foilowing revisions to FDA’s proposed defbitions: 

1. Single use device 

FDA proposes the following definition fdr “single-use device”: 

Sineie-use device: a single-use device that is intended to be used on one patient 
during a single procziure. It is not inrended to be reprocessed (cleaned and 

za a, u, Letter from Lany Spears, Director, Division of Enforcement III, Offk 
of Compliance, Center for Devices and kiiotogical Hea&, to Stephen D. Terman, Esq., Ohon, 
Frank and Weeda, PC (July 9, 1999); Letter from Grant P. Bagley, M.D., Director, Coverage 
ad Mysis Group, HCFA, to Josephine Torrente, Esq., Hym, PI+ & L~dhmara, P.C. 
(Aitacbment P) . 



Letter to Letter to Dockets Management Branch 
April 11, zoo0 
Page 25 

disinf&ted/sterilized) and used on another patient. The Iabei@ identifies the device 
as disposabfe and does not in&de instru&ons for reprocessing. Some single-use 
disposable devices are marketed as non-sterile and include appropriate pre-use 
stedhtion or processing instr~ctiox~~ to make the device patient-ready. 

E 

AMDR is troubled by the above definition because it links the notion of single use to what the 
man-r “intends.” However, it is not at d dear what “intent” means in this context. Rather, 
in AMDR’s view, a device should come within the defition of&de we only ifit is labeled to be 
used on one patient during a single procedure. As such, AMDR recommends that the above 
definition be modified as foiIows: 

Shale use device: A device that is labeled to be used on one palient during a single 
procedure. me labeiing idenrifies the device as disposable and does not in&& 
instructions for reprocessing. Some single use devices are marketed as non-sterile 
und include appropriate pre-use s~eriIizatitm or processing imtmctions to make the 
&vice patient-ready. . 

2. ODened-but-unused 

FDA proposed the following defkition for “opened-but-unused”: 

Owened-but-unused: an opened-but-unused device is a single-use device whose 
sterility has been breached or whose sterile package was opened but the device has 
not been used on a patient 

As explained above, AMDR believes that any definition &xporadng the notion of “single use” 
must be conf?ned to explicit singie use labeling. Thus, &lDR proposes to define “opened-but- 
uxlused~ as follows: 

Opened-but-unused: An open-but-unused &vice is a &ice that is la&&d to be used 
on one pan’ent during a single procedute, whose sterility has been breached or 
whose steriie package bus been opened but which ~QS not been used on a patient. 
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3. 

FDA proposes the following definition for “reuse”: 

Reuse: the repeated use or multiple use of any medicai device inciuding reusable and 
singie-use medical devices, on the same patient or on different patients, with 
applicable reprocessing (cleaning and disti~onhrilihon) between uses. 

In MDR’s view, the above defkition is uuuecessariiy repetitive and complex Instead, AMDR 
recommends that “reuse” be defined as foiIows: 

Reuse: The use ofa device mote than once. 
. 

4. ~emmssiqg. 

FDA proposes to def’me “reprocessing” as follows: . 

Reurocessinq: includes ail operations performed to render a contaminated reusabie 
or single-use device patient ready or to ailow an unused product&at has been opened . 
to be made patient ready. The steps may in&de cleaning and 
disinr”ection/~~tio~ The mantier of reusable devices aud single-use 
devices that are marketed as non-sterile should provide validated reprocessing 
instructions in the labeiing. 

AhfDR believes that the above dehition is incomplete because it does not include the fundonal 
t&g or packaging steps of reprocessing. In addition, this defbition fbils to reflect that 
reprocessing may be performed on open but unused devices. Therefore, AiiR recommends that 
FDA adopt the following defhition of “reproceshg”: . 

Remocessing: All opetatiom per;formed to render a used ot opened but unused 
device parient-ready. Reprocessing steps my incfuak cieaning, jimctional testing 
packaging and sterilimion. The mamfactwets of rewable devices and single use 
devices that are marketed as non-sterile should provide vaiidared reprocessing 
instructions in the labeling. 

E 
. 

I 
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5. Resterilization 

FDA proposes the following definition of “resterilization”: 

Resterilization: the repeated application of a terminal process designed to remove or 
destroy all viable forms of microbial Iife, inciuding bacterial spores, to an acceptabie 
sterility assurance Ievei. 

AMDR believes that the following definition of resteriiization is more scientifically accurate and 
should be adopted by FDA: 

Resteriikation: l%e repeated application of a terminal process designed to reduce 
the &o&den to an acceptable sterility asmtance level. 

III. Conchion 

In conchsion, AMDR wishes to reiterate its support for a strong, rational FDA regulatory 
regime governing reprocessing. AMDR believes that patient saf+ety is best served throu& vigorous 
FDA oversi&t of medical device reprocessing. While AMDR feeis that premarket review for 
reprocessed devices is urmec~ssary, we hope that a reasonable premarket’review scheme can be 
achieved, and we Iook forward to working with the agency and other stakeholders to accomplish this. 

From AMDR’s perspective, the utilization of consensus standards must play a critical roie 
inmoving t&varcis a woricable premaricet review scheme for reprocessing. In this regard, we applaud 
the agency’s participation in the Association for the Advancement of Mxiical Instrumentation’s 
(&XMI) devebpment of a Technical Information Report for the cleaning ofmedical devices. Going 
forward, A&lDR is eager to work with FDA, MMi, manufacturers, hospitals, physicians, and 
other interested parties to develop additional cOnsensus standards. 

FkiIy, AMDR feeis it is important to emphasize that, by far the strongest opposition to 
reprocessing comes &om companies that have an overwhelming economic incentive to advocate for 
a regulatory regime so burdensome that it will effectively eliminate reprocessing as an option for 
ho@&. As discussed above, these manufacturers argue that reproc:s&g is unsafe. Yet, as 
demonstrated in Section I, the facts ckar~y show that proper reprocessing is absoiutely safe. These 
manufacturers aiso argue that FDA is oblipated to impose premket review requirements on 

reprocessors because it considers reprocessors to be ‘manufacturers.” However, it is clear that 
the agency has no such obligation. To the comrary, quite recent& FDA decided mt to apply 
premarket review requirements to the device servicing and refurbishing indusuy - despite the fact 

i 
I. 1 
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that the agency considers serviceq and refurbishers to be manufacturers.‘p It is unclear to 
AMDR why the agency has chosei to treat repmcessors of devices labeled for single use 
difTerentiy than device servicers and refurbishers. 

Conspicuousiy missing firom the manufkturers’ rhetoric, however, is any acbowiedgment 
of the economic agenda driving their campaign against reprocessing. Indeed, f?om the OE&Ms’ 
perspective, every time a hospital safeiy uses a reprocessed device, rather than purchasing a new one, 
this is a lost sale. Thus, as FDA final&s its draft guidance documents, AMDR urges the agency to 
avoid being swayed by the tremendous fhncid and political pressure exerted by the OE,‘Ms who 
oppose reprocessing. Rather, we respay request that FDA take into account the strong safety 
record of reprocessing, and the direct negative impact on patients of unnecessarily restriczing 
reprocessing. 

c 

*** 

AMDR qxeciates the opportunity to provide comments on FDA’S draft guidance 
documents. Should the agency have any questions regarding the infoxmation presented in this 
document, pkase do it hesitate to contact us. 

. 

RespectMy sub&ted, 

PJF:ia 
EIEiOsureS 

Pameia J. Furman ’ 
Executive Director 

29 Apparent&, FDA studied the risks presented by servicing and reikrbishing, and 
concluded that “seif-regulation” of this set of device manufacturers was adequate to protect public 
h&h. hid, rather than imposing a complex premarket review scheme on the device servicing 
and &iAshing industry, FDA is permitting the industry to police itself through a system of 
volunuu-v controls. & Hatem, Mary Beth, “From Reguiation to Registration,” Biomedical 

# Vol. 33 (SeptJOct. 1999). 
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