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Medical Devices; Reprocessed Single-Use Devices; Termination of 

Exemptions From Premarket :Notification;. Requirement for Su,~rn~,ssj~~ of 

Validati’on Data 

AGENCY: Food and Drug Administration, HI-IS, 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is adding noncompression 

heart stabilizers to the list of critical reprocessed single-use devices (SUDS) 

whose exemption from premarket notification requirements has been 

terminated and for which validation data, as specified under the Medical 

Device User Fee and Modernization Act of 2002 (MDUFMA), are necessary 

in a premarket notification (51:0(k)). The agency is also adding laparoscopic 

and endoscopic electrosurgical accessories to the list of reprocessed SUDS 

currently subject to premarket notification requirements that will now require 

submission of supplemental validation data. FDA is requiring, submission of 

these data to ensure that reprocessed singIe-use noncompression heart 

stabilizers and laparoscopic and endoscopic electrosurgical accessories are 

substantially equivalent to predicate devices, in accordance with MDUFMA. 

DATES: These actions are effective [insert c&e of publication in the Federal 

RegisterJ. Manufacturers of reprocessed single-use noncompression heart 

stabilizers must submit slo(k)s for these devices by [insert c&r& 15 nron&s 

after date of pubkation in the Federal Register], or their devices may no 
ch0519 
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longer be legally marketed. Manufacturers of reprocessed single-use 

laparoscopic and endoscopic ielectrosurgical accessories who already have 

510(k) clearance for these devices must submit supplemental validation data 

for the devices by [insert date 9 months after dute @publication in the Federal 

Register], or their devices mai no longer be legally marketed. 

ADDRESSES: Submit written comments to the Division of Dockets IvX.anagement 

(HFA-305), Food and Drug Administration, 5630 Fishers Lane, m. 1061, 

Rockvillte, MD 20852. Submit ,electronic,comments to http://w-ww.fda.guv/ 

dockets/ecomments. Comments should be identified with the docket number 

found in brackets in the heading of this document. 

FOR FURTHER INFORMATION CONTACT: Barbara A. Zimmerman, Center for Devices 

and Radiological .Health (HFZ-4X0), Food and Drug Administration, 9200 

Corporate Blvd., Rockville, MQ 20850, 301-443-8320, ext. 158. 

SUPPLEMENTARY INFORMATION: : 

I. Background 

On October 26,2002, MDUFMA (Public Law lO7-250), amended the 

Federal Food, Drug, and Cosmetic Act (the act) by adding section 510(o) (21 

U.S.C. 360(o)), whJch provide4 new regulatory requirements for reprocessed 

SUDS. According to this new provision, in order to ensure that reprocessed 

SUDS are substantially equivalent to predicate devices, 5lO[k)s for certain 

reprocessed SUDS identified by FDA must include validation data. These 

required validation data include cleaning and sterili,zation data, and,functional 

performance data demonstrating that each SUD will remain substantially 

equivalent to its predicate device after the maximum number of times the 

device is reprocessed as intended by the person submitting the premarket 

notification. 
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Before enactment of the new law, a manufacturer of a reprocessed SUD 

was required to obtain premarket approval or premarket clearance for the 

device, unless the device was exempt from premarket submission 

requirements. Under MDUFMA, some previousfy exempt reprocessed SUDS are 

no longer exempt from premarket notification requirements. Manufacturers of 

these identified devices were required to submit 51@k)s that included 

validation data specified by FDA. Reprocessors of certain SUDS already subject 

to cleared 510(k)s were also required to submit the validation data specified 

by the agency. 

The reprocessed SUDS subject to these new requirements were listed in 

the Federal Register as required by MDUFMA. In accordande with section 

510(o) of the act, FDA shall revise the lists as appropriate. This notice adds 

two types of reprocessed SUDs to the lists of devices subject to MDUFMA’s 

data submission requirements Noncompression heart stabilizers are being 

added to the list of previously: exempt reprocessed SUDs that now require the 

submission of 5 1 O(k)s containing validation data. Laparoscopic and. endoscopic 

electrosurgical accessories are’being added ta the list of reprocessed SUDS, 

already subject to premarket notification requirements;for which supplemental 

validation data are required. 

A. Definitrions 

Under section 302(b) of MDUFMA, .a reprocessed SUD is defined as an 

“original device that has previiously been used on a patient and has been 

subjected to additional hrocessing and manufacturing for the purpose of an 

additional single use on a patient. The subsequent processing and manufacture 

of a reprocessed single-use device shall result in a device that is reprocessed 

within the meaning of this defjnition.” 
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Reprocessed SUDS are divided into three groups: (1) critical, [z) 

semicritical, and (3) noncritical. The first two categories reff ect defmitions set 

forth in MDUFMA, and ail three reflect a classification scheme recognized in 

the industry.1 These categories of devices are defined as follows: 

(I) A critical reprocessed .SUD is intended to contact normally Sterile tissue 

or body spaces during use. 

(2) A semicritical reprocessed SUD is intended to contact intact mucous 

membranes and not penetrate ,normally sterile areas of the body. 

(3) A noncritical reprocessed SUD is intended to make topical contact and 

not penetrate intact skin. 

B. Critical and Semicritical R$processed SUDS Prew’ously Exempt From 

Premarket Notification 

MDUFMA required FDA to review the-critical and:semi&i~al reprocessed 

SUDS that were previously exempt from premarket notification requirements 

and determine which of these idevices required premarket notifica,tion to 

ensure their substantial equivalence to. predicate deuicp. By April 26,2603, 

FDA was required to identify in a Federal Register notice those critical 

reprocessed SUDS whose exemption from premarket notification would be 

terminated and for which FDA determined that validation data, as specified 

under MDUFMA, was necessary in a 510(k). According to the law, 

manufacturers of the devices whose exemptions from premarket notification 

were terminated were required to submit 510fk)s that included validation data 

regarding cleaning, sterilization, and functional performance,’ in addition to all 

the other required elements of:a 5IOtk) identified in § 807.87 (21 CFR X307.87), 

ISpaulding, E.H... “The Rote of Chemical Diskfection in the Preve’ntion of Nonsocomial 
Infections,” P.S. Brachman and T.C.. Eickof (ed], Proceedings of International~Conference on 
Nonsocomial Infections, 1970, AmeSican Hbspital~ Association, Chicago, 254-274,197l. 
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within 15 months of publication of the notice or no longer market their 

devices. 

In accordance with section 510(o) of the act, FDA must revise the list of 

devices subject to this requirement as appropriate. On June 26, 2003 (68 FR 

38071), FDA recategorized nine device types from semicritical to critical, and 

added nonelectric gastroenterdlogy-urology biopsy forceps to the list of critical 

devices whose exemption from premarket‘notification requirements was being 

terminated. 

By ApriI 26, 2004, FDA was required to identify in a Federa Register 

notice those semicritical reprocessed SUDS whose exemption from premarket 

notification would be terminated and for which FDA determined that 

validation data, as. specified under MDUFMA, was necessary in a 516(k). As 

discussed above, manufacturers of the devices whose exemptions from 

premarket notification were terminated were required to submit 5lOfk)s that 

included validation data regarding cleaning, sterilization, and functional 

performance, in addition to all: the other required elements of a 520(k) 

identified in g807.87, within 15 months of publication of the notice or no 

longer market their devices. Irraccordance with section 510(o) of the act, FDA 

must revise the list of devices $ubject,to this requirement as appropriate, 

C. Reprocessed SLJDs Already Subject to Pz-@market Notifcicat,ion Requirements 

MDUFMA also required FDA to review the types ofrepracessed-SUDs 

already subject to premarket notification re@.rirements and to identify which 

of these devices required the submissian of validation data to ensure their 

substantial equivalence to predicate devi‘ces. FDA published’s list of these 

devices in the Federal Register on April 30, 2003 f68,ER 23139). As described 



above, FDA must revise the list of devices subject to this requirement as 

appropriate. 

For devices identified on this list that had already been cleare’d through 

the .610(k) process, manufacturers- were required to submit validation data 

regarding cleaning, sterilization, and functional performance within 9 months 

of publication of the list or nolonger market their devices. 

For devices on this list that were not yet cleared through the 510(k) 

process, manufacturers were required to submit slO(k)s including validation 

data regarding cleaning, sterilization, and functional performance, in addition 

to all the other required elements identified in 21 CFR 807.87, in order to 

market these devices. 

II. FDA’s Implementation of New Section-510(o) of the ‘Act _ 

In the Federal Regkter of ,April 30, 2063 (,68 FR 231391, FDA described 

the methodology and criteria used to identify the repracessed S’cJDs that were 

included in the lists required by MDUFMA. First, FDA described how it 

identified the types of SUDS currently being reprocessed and how the 

Spa&ding definitions (see footnote 1) were used to categorize these devices 

as critical, semicri.tical, or noncritical. (See Attachment 1.) Next, the agency 

described its use of the Risk Prioritization Scheme (RI?S,)z, that was’ used to 

evaluate the potential risk (high, moderate, or low) associated with an SUD 

based on the following factors:, (1) Risk of infection and ,(Z) risk of inadequate 

performance following reprocessing. FDA identified its final criterion as those 

reprocessed SUDs intended to Icome in contact with tissue at high risk of being 

2This scheme is described in the February 2000 draft guidance document entitled, 
“Reprocessing and Reuse of Single+se Devices: Review Prioritization Scheme.” ht;tp:// 
www.fda.gov/cdrh/rerrse/~ 156.h tml., 
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infected with the causative agents of Creu~tzfeldt-Jakdb’Diseasu (CJD). [These 

are generally devices intended for use in neurosurgery and ophthalmology.) 

Using this methodology and these criteria, the devices included on List 

I (Critical and Semicritical Reprocessed SUDS Previously Exempt from 

Premarket Notification Requirements that Now Require 510(k)s with Validation 

Data) of the April 30, 2003, June 26, 2003, and April 13, 2004, Federa 

notices are those critical and semicritical reprocessed SUDS that were either 

high risk according to the RPS or intended to come, in contact with tissue at 

high risk of being infected with CJD. The devices included on‘ List II 

(Reprocessed SUDS Subject to ,Premarket Notification Requirements that Now 

Require the Submission of Vahdation Data) of the April 30, 2003, Federal 

Register notice are those reprocessed SUDS already subject to premarket 

notification requirements that ,were either thigh risk according to the RPS or 

intended to come in contact with tissue at high risk of being infected with 

CJD. 

III. Revisions to Attachment li List I, and‘I;ist IT 

A. Revisions to Attachment 1 (List of SUeS Known To Be Reproc&sed or 

Considered for Reprocessing) 

FDA has evaluated the comments received regarding-section 510(o) of the 

act. In doing so, the agency has determined that all noncompression heart 

stabilizers and endoscopic and laparoscopic elestrosurgical xcessories should 

be considered high risk devices when reprocessed. 

Noncompression heart stabilizers are intended to move, lift, and position 

the heart while maintaining hamodynamid stability during cardiovascular 

surgery. The agency has determined that noncompression heart stabilizers are 

high risk devices when reprocessed because they include features, such as 
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narrow tubing, interlocking parts, and small crevices that could impede 

cleaning and sterilization and .beeause these devices co,ntain mat.erials, 

coatings, or components that may be damaged or altered by reprocessing. 

Therefore, these devices have the potential for a high risk‘of infection and/ 

or inadequate performance when reprocessed. This inclu’des noncompression 

heart stabilizers (device 21 in Attachment 1) classified under $j 870.4500 (21 

CFR 870.4500). In. determining that noncompression heart stabilizers are high 

risk devices when reprocessed, a new product code has beerrcreated TV identify 

these devices within regulation § 870.4500. The new product code is NQG. 

This new product code has been added to device 21 in Attachment 1 of this 

document. 

Endoscopic and laparoscopic electrosurgical accessories are surgical 

instruments used during minimally invasive surgery, nxzfuding vein 

harvesting. The agency has determined thSat these devices should be considered 

high risk devices when reprocessed because they include features, such as 

narrow lumens, that could impede thorough cleaning and steriG~ati$n and 

because these devices containmaterials, coatings, or camponents that may be 

damaged or altered by reprocessing. Therefore, these devices have the potential 

for a high risk of infection or inadequate performance when reprocessed. This 

includes endoscopic and laparoscopic electrosurgical accessories (device 162 

in Attachment 1) classified under $$878.4400 (21 CFR 8~78.4400). In 

determining that endoscopic and laparoscopic electrosurgical accessories are 

potentially high risk devices when reprocessed, a new product code has been 

created to identify these devices within regulation § 878.4400. The new 

product code is NUJ. This new product code has been added to device 162 

in Attachment 1. 
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These changes are reflected in a revised version of Attachment 3 included 

in this Federal Register notice. 

B. Revisions to List I (Critical and Semicritical ReproceSsed Single-Use LIevices 

Previously Exempt from Premarket Notification Requirements that Now 

Require 51O(k)s with Validatian Data) 

Using the RPS, FDA has recategorized noncompression heart stabilizers 

from moderate risk to high risk when reprocessed,,and the agency has therefore 

added noncompression heart stabilizers to List I, Manufacturers of 

noncompression heart stabilizers will berequired to submit slo(k)s with 

validation data by [insert date ;15 months after date of publication in the 

Federal Register], which is 15 cmonths following this revision of the list. 

To help reprocessors be able to easily identi’fy those critical and 

semicritical reprocessed SUDsl that have. been categorized into List I in this 

notice and previous Federal Register notices, FDA is re-issuing a complete 

listing of these devices. Therefore, List 1 now identifies all critical and 

semicritical reprocessed SUDS previously exempt from premarket notification 

requirements that now requirei510/k)s with validation data. 

C. Revisions to List II (Reproce+xed Single-Use Devices Su,bjecE to Premarket 

Notification Requirements that Now Requirg the Submission of Validation 

Data) 

Using the RPS, FDA has recategori,zed: endoscopic and laparoscopic 

electrosurgical accessories under regulatio,n § 878.4400 from moderate risk to 

high risk when reprocessed. Therefore, endoscopic and laparoscopic 

electrosurgical accessories have been added to List II. Under MDUFMA, 

manufacturers of these devices who have already obtained clearance through 

the 510(k) process must submit validation data regarding cleaning, 
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sterilization, and functional performance by [insert date 9 months afk~r date 

ofpubljcation in the Federal Register], which is 9 months following this 

revision of the list. Upon publication af this notice, manufacturers who have 

not yet obtained clearance thrbugh the 5IOfk) process must submit iSlh‘)(k)s 

including validation data regarding cleaning, sterilization, and functional 

performance, in addition to ali the other required elements of a SlO(kj 

identified in 21 CFR 807.87, iti order to market these devices. 
LIST L-CRITICAL AND SEMICRITICAL REPROCESSED S!NGLE-USE DEVICES PREVIOUSLY EXEMPT FROM PREMARKET NOTIFICATION RE- 

QUIREMENTS THAT Now REQUIRE COOS WITH VA~&IATI~+~ RATA [MANUFACTURERS OF’ NONCOMPRESSION HEART STABJLIZERS 
WILL NEED TO SUBMIT !%o(K)S WITH VALID&TloN DATA BY 15 MONTHS FOLLOWtNG THE PUBLtkATloN OF THIS REVISED LIST.] 

Product code name far 
reprocessed device 

nlal diamond tnstrument 

ctric biopsy forceps 

LIST IL-REPROCESSED SINGLE-USE DEVICES ~SUBJECT TO PREMARKET NOTIFICATION RMUIREME~S THAT Now REQUIRE THE SUB- 
MISSION OF VALIDATION .DATA’ [MANUFACTURERS OF ENROsCOPlC AND LAPAR~SC~P~~ ELECTROSURGtCAL ACCESSORIES WHO AL- 
READY HAVE 51 O(K) CLEARANCE FOR THESE DEvlcEs Musi SuBMlT vP;uDAiwN DATA BY [i&ert date 9 monfhs after date of publi- 
cation]. Any new 51 O(k) for this devke ty’pe will require validation data upon publication of this document.] 

21 CFR No. Classlficalton narrie 
Product code for 
mnrepraessed 

device 

Unclassified Oocyle aspration needles MWK 



LIST II.-REPROCESSED SINGLE-USE DEVICES. SUWECT ~0. PREMARKET NOTIFICA~~ON‘REQ~IREMENTS THAT Naw REWIRE THE SUB- 
~1230~ OF VALIDATION DATA’ [MANUFACTURERS OF EN&C0PIC AND LAPA~O~~~PIC ELECTRQWRGICAL ACCESSCXWS WHO AL- 
READY HAVE 510(K) CLEARANCE FOR THESE DEVJCES MUST SUBMiT VALIDATION’ DATA BY [ihsei+f dale 9 months af/er date of pub//- 
cation]. Any new 510(k) for this devrce type wilt require validation data upan publication of this document I--Conttnued 

21 CFR No. 

Unclassified 

Unclasslfred 

868.5150 Anesthesia conduction needle Anesthettc conductlon needle wrthi 

868 5150 

868.5730 

868.5905 
-I 

870.1200 

870.1220 

870.1220 

870.1230 

870 1280 

870 1290 

870.1330 

870.1390 

870.1650 

870.1670 

870 2700 

870.2700 

870.3535 

870.4450 

870.4885 

872 5470 

874.4680 

Electrode Recording Catheter I MTD I NLG I Intracardiac mapping Catheter ---1 

Fiberoptic oximeter catheter ROE NM8 Fiberoptic oximeter catheter 

Steerable Catheter &A NKF Steerable Catt7eter 

External vein striooer ‘I DWQ 1 NW f External vein striooer I 

’ Orthodontic Plastic Bracket 1 DYW I NLC I Ortkodontid Plastic Bracket I 

Bronchoscope (flexible or rigid) and accessciries 
I 

BWH 
I 

NLE Bronchoscope (nonrigid) biopsy for- 
ceps I 

376.1 Of5 

376.1075 

376.1500 

376.1500 

376.1500 

Endoscope and accessories 

Endoscope: and accessories 1 t&A I NKZ I Endoilluminator I 

Endoscope and accessones 

376.1500 Endoscope and accessories 

376 4300 

376.4300 

376 4300 

376.4300 

>76 4300 

t r 
Endoscoplc electrosurgical unit an! accessories FAS NLW Active Urological electrosurgicat elec- 

trode 
~. 
fndoscopic electrosurgical unit an4 accessories FEW NLV Flexible suction coagulator electrode 

ummaf peripheral angioplasty 

lnjeetor for actuate 

Endoscooic needle 

I 
GCJ 

I 
Generat and plastic surgery 

!aparascape I 

I 
FHQ 

I 
Spring-loaded pneumopentoneum nee- 

dte 
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LIST I1 -REPROCESSED SINGLE-USE DEVICES.SUBJECT TO PREMAf3KET NOTIFICATaN REQUiREMENTS ?%iAT Now REWIRE THE SUB- 

MISSION OF VALIDATION DATA’ [MANUFACTURERS OF ENDOSCOPIC AND LAPAkXCb~lC ELECTROSURGICAL ACCESSORIES WHO AL- 
READY HAVE 510(K) CLEARANCE FOR THESE DEVICES MUST SUBMIT VALiDATtON DATA BY [insert&e 13 monlhs after date &pub/;- 
cafion]. Any new 510(k) for this devtce type will require vtilidation data upon pub;iicatiorl qf this document.]-Continued 

Classlflcatlo” “,i, 

876 5010 I Btlrary catheter and accessones I FGE i NMC B&gy calheter 

876 5540 Blood access device and accessories needle dialysis set (co-axial 

880.5860 1 Piston Syrmge I &KN f P&m Syringe 

882.4300 Manual cranial drills, burrs, trephlries and acces- (MafluaZ) drills, burrs, trephines and ac- 

Assisted reproduction needle 

‘Hemodialyzers have been excluded from this list because the reuse of hempdiaiyzers is addressed in ‘Draft Guidance for liemodialyzef Reuse Labeling” October 
6, 1995. An archived copy may be obtained from ,CDRH’s Oivision of’ Small Manufacturers, international, and Consumer Assistance, please contact 
dsmica@cdrh. fda.gov. 

III. Stakeholder Input : 

In the Federal Register of February 4, 2003 [68 FR 5643), FDA invited 

interested persons to provide information wd share views on the 

implementation of MDUFMA. ;Since that time, the agency has received 

comments on various MDUFMA provisions, including several an its 

implementation of section 510fo) of the act. As discussed above, one comment 
’ 

recommended that heart stabilizers should be consider&d high risk because of 

the risk of cross contamination: and deterioration of the mechanical properties 

of the device. FDA agrees that noncompression heart stabilizers, a subset of 

all heart stabilizers, should be added to the list of critical reprocessed SUDS 
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previously exempt from premarket notification requirements that will now 

require slO[k)s with validation data. Therefore, FDA has added 

noncompression heart stabiliz’ers to List 1. 

Another comment recommended that FDA recategorize endoscopic vessel 

harvesting devices as high risk to be consistent with the categorization of other 

endoscopic accessories under 21 CFR 876,i 500 (Endoscope and accessories). 

FDA agrees that endoscopic vessel harvesting devices should be considered 

high risk and subject to the submission of validation data. -As discussed 

previously, in reviewing this comment, the agency also determined that 

laparoscopic electrosurgical accessories should be similarly categorized. 

Therefore, FDA has added laparoscopic and endoscopic electrosurgical 

accessories to List II. 

Other additional comments requested. that specific reprockssed SUDS be 

added to either List I or II. Each of these comments wascarefully <considered, 

However, FDA does not believe, based on the risk-based approach described 

in the April 30, 2003, Eederal Register notice, that SUDS other than those 

identified in this notice should be added- to the Lists at this time. 

Another comment requested the FDA to call for the immediate submission 

and review of validation data regarding cleaning, sterilization, and functional 

performance for all reprocessed SUDS. The comment further stated that this 

request was based on the significant number of reprocessed devices which 

were withdrawn or were deemed to be insufficiently supported by validation 

data as of February 8, 2005. 

Section 5lOfo) of the act required EDA to identify those reprocessed SUDS 

for which validation data must be submitted in order to ensure that those SUDS 

remain substantially equivalent to predicate devices after reprocessing. 
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submission and review of validation data in order to demonstrate substant 

Because the agency has found’that some reprocessed SUDs do not require the 

1 ia 

equivalence, the agency identified the types of devices requiring the 

submission of validation data by implementing a risk-based approach. This 

risk-based approach, described in the April 30, 2003, Federal Register notice, 

identified a significant number of reprocessed SUDS that cm no longer be 

legally marketed without agen’cy review and clearance of validation-data. The 

failure of some manufacturers to submit this validation‘data and th.e agency’s 

review of submitted data resulted in a determination that a significant number 

of reprocessed SUDS could nollonger be legally marketed. However, the process 

also identified a significant number of reprocessed SUDS that could continue 

to be marketed because: (1) they were. found not to require the submission of 

additional validation data in order to ensure substantial equivalence to legally 

marketed predicate devices; or [z) after a review of submitted validation data, 

they were found to be substantially equivalent to legally marketed predicate 

devices. Therefore, FDA does not intend to expand the list of reprocessed SUDS 

subject to the submission and review of validation data,to all reprocessed SUDs 

as requested in the comment. The agency believes it has implemented section 

510(o) of the act by identifying the types of devices that require the su 

of validation data and determihing which of those devices can no longer be 

legally marketed. 

IV. Comments 

You may submit written or electronic comments on the designation of 

reprocessed noncompression heart stabilizers and laparoscopic and ,endoscopic 

electrosurgical devices requiring the submission of premarket notifications 

with validation data to the Division of Dockets Man,agement (see AD 
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Submit electronic comments to htrp://wrt~~~.fda.govldsc~eis/ecornnl~xl~s. 

Submit two copies of mailed comments. but individuals may submit one copy. 

You should identify your comments with the docket number found in brackets 

in the heading of this document. You may see any comments FDA receives 

in the Dockets Management Branch between 9 a.m. and 4,p.m., Monday 

through Friday. 
Attachment 1 List of SUD$ Known To Be Reprocessed or Considered for Reprocessing 
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MAB, 1 c 

DRF 

DWCJ 13 Ic 
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Exempt 
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Attachment 1 list of SUDS Knoivn To Be Reprcksssed or Conskkred for Reprocessing-Continued 
r------- 

Medbcal 
Specialty Dewce Type Class 

Product 
Code / Wi&A 

1 

N 

Y  

Y  

Y  

N 

Y  

Y  

Y  

N 

DZI 

Dix 

li 

I 
-- 
I 

2 

1 

DZM 

3 
L-.--- 

3 

‘I 

II- 

EJF 5 
-- 

S  

EQJ 

EQJ 

EQJ 

LMS 

ENT Microsurgical Argon Fiber Optic 
Laser Cable. For Use In 
olology 

874.4490 

/ ~:~#~~~ ::I 
MicrosurgIcal Carbon-Dioxide 

/ ;Irric Laser Cable 

Bronchoscope Biopsy Forceps ! 

EWG 

42 ENT 
I 

Bronchoscope Biopsy Forceps 
I 

874.4680 
(Rigid) 

JEK 

FFF Gastro/ Urol- Biopsy Forceps Cover 876.1075 

876.1075 

Gastro! Urol- 846.1075 46 

FCG 

FCI 

47 

48 

Mechanicat Biopsy instrument : izjz+Gzd FCF 

FCL 

49 

50 

Gastro/ Urol- 
W Y  

Cytology Brush For Endoscope 

Gastrol Uroi- 
W Y  

Gastrol Urol- 
ogy 

Gastro/Urology Endosc 

Ga.stro/ Urol- 
W Y  

Gastro/ Urol- 
09Y 

Gastro/ Urol- 
W Y  

Gastro/ Urol- 
W Y  

FOX 

KOG 

KOG 

&K 

FHP 

FHO 

FGE 

51 

52 

53 

54 

55 

56 



Attachment 1 List of SUDS Kndwn To Be Reprocessed or Considered for Replrocessing-Continued 
_i_l..d.- 

Producl 
Code 

e”.-.-- 
KGE 

-- 
KNS 

FEH 

FGO 

FFL 

FGX 

KOD 

LBW. FIE 

KOC 

FIF 

FHN 

LKK 

MTV 

FSA 

FNM 

FOH 

FMI 

FMF 

F M W  

FYA 

FMK 

HBS 

HBG 

-----Y 

Dewce Type 

-_I_ 
Electric BIOPSY Forceps I 

Electrosurglcal Endoscoptc Unit 
(With Or Wrthout Accessorie$) 

Flexrble Snare 

~-__ 
Geguiarlon 

Number 

-“--.--- 
875 4300 

a75 4300 

-___I_ 
876 4300 

Flexible Suction Coagulator Elec 
trode 

Flexible Stone Dislodger 

876 4300 

876.4680 

Metal Stone Dislodger 

Needle Holder 

876.4680 

876.4730 

Nonelectrical Snare 876.4735 

Urological Catheter 8i6.5130 

Single needle dialysis set 

Hemodiafysis Blood Circuit AC-: 
cessories 

Single needte dialysis set 

Hemorrhoidal Ligalor 

Implanted, Programmable tnfu-’ 
sion Pump 

Needle Destruction Device 

Nonpowered notation Therapy 
Mattress 

NonAC,Powered Patient Lift 

876.5540 

876.5820 

876.5820 

876.4400 

Post-amend- 
ment 

Post-amend- 
ment 

880.5150 

880.5510 

Alternaiing Pressure Air Flotation 
Mattress 

Temperature Regulated Water ’ 
Mattress 

H\cdermic Single Lumen Neer 

Piston Syringe 

880.5550 

880.5560 

880.5570 

880.5860 

Mattress Cover (Medical Pur- ’ 
poses) 

Disposable Medical Scissors 

880.6190 

880.6820 

Irrigating Syringe 880.6960 

Surgtcal Gowns 878.4040 

Blood Lancet 

Clip FormingiCuttrng Instrument, 

Drills, Burrs, Trephines 
&Accessories (Manual) 

878.4800 

882.4190 

882.4300 

I -  -  

CrrttcaliSemtcrtticaI/ 
Noncritical 

--- 
c 

---- 
5 

5 

s 

s 

- 
s 

i: 

-7--- 
S  

- 
S  

- 
c 

S  

c 

c 
- 
c 

- 
N 

- 
N 

N 

N 

N 

c 

c 

N 

N 

c 

C 

c 

c 

c 

Rsk” 
Premarket 

Exempt 

I___--- 
N 

-- 
N 

--- 
N 

MedIcal 
Specialty 

Gastro; Urol- 
W Y  

63 

64 

65 

66 

67 

68 

69 

Gastro/ Urol- 
OQY 

Gastrd Urol- 
ogy 

Gastro/ Urol- 
OQY 

GastroIUrology 

Gastrol Urol- 
W Y  

Gastro/Urology 

GastroiUrology 

70 General Hos- 
pital -!--- 71 General Hos- 
vital 

72 General Hos- 
pital 

73 General Hos- 
pital 

74 

75 

76 

77 

General Hos- 
pital 

General Hos- 
pital 

General Hos- 
pital 

General Hos- 
pital 

78 

79 

80 

81 

General Hos- 
pital 

General Hos- 
pital 

General Hos- 
pital 

Infection Con- 
trol 

82 Lab 

83 Neurology 

84 Neurology 

1 

r 

3” 

I 
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Attachment 1 List of SUDS Known To Be Reprocessed or Corisicfered for ReprDeessing-Continued 

r----- 90 OBIGYN Laparoscopic DIsseclors 884.1720 I’ HET 2 c Y 

91 OBIGYN Laparoscopic Graspers 884.1720 1 HET 2 c Y 

92 OBIGYN Laparoscopic Scissors 884.1720 t HET 2 * c Y 

104 OBIGYN Biopsy Forceps 884.4530 I HFB 3 c Y 
I 

I I 113 Orthopedic 
I 

Saw Blades 878.4820 
I 

I 
I 

GFA, DWH, 
i 

1 
i 

c Y 
GEY. GET 



118 

119 

120 

121 

122 

123 

124 

125 

126 

127 

128 

129 

130 

131 

132 

133 

134 

135 

136 

137 

138 

139 

140 

141 

142 

143 

144 

145 

146 

147 

148 

149 

150 

151 

19 
Attachment 1  List of SUDS Known To Be Repropzssed or Considered for Reprocessing--Cont inued 

MedIcal 
Speuaity 

I 
Dewce Type 

: i 

f iegulatlon 
Number CklSS 

Orthopedic Carpal Tunnel  Blade 1888.4540 f (Xl-4 

External Fixation Frame 

Plastic Surgery Stapler 
I I 

878.4800 I 
I- I 

GAG, GEF, 
FHM, Hi37 

1  c Y 

t 

f I 
2 N Y 

2  ti Y 

2  

2  c N 

I I 
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Attachment I List of SUDS Kndwn To Be Reprocessed or Considered for Reprocessing-Continued 

I I Medical 
Specialty Device Type : 

Regrilatlon 
Number / Class j pt%%:’ j Risk” / 

I 152 I Surcerv I Breast lmaianl Mammary Sizei 1 Unclasslfled 1 I MRD II /C IN I 
153 Surgery Ultrasonrc Surgical instrument I Unclassihed LFL 3 c 

1 I 1 / ---l”i 

! I 154 Surgery Trocar 
I 

874.4420 I KAB, KEG, ’ 3 
KCI / 

164 Surgery Electrosorglcal Device 

165 Surgery Electrosurgical Electrode 

878.4400 If DWG 2 c N 

878.4400 If JOS, 2 c N 

Disposable Surgical Instrument 

1 179 1 Surgery 1 Dissector 1 878.4800 1 1 Iy I 

878.4800 1 GDH 11 Ic IV I 

878 4800 [t IHBT 12 

184 Surgery , Hook 

185 Surgery Manual Instrument 

186 Surgery Manual Retractor 

187 Surgery Manual Saw and Accessories : 

iaa Surgery Manual Saw and Accessories 



Attachment 1 List of SUDS Known 70 Be Repr+essed or Considered for Reprocessing-Continued 

216 1 Surgery I Dermatome 1 GFD 

217 1 Surgery I Electrically Powered Saw I 878.4880 It IDWI 

218 1 Surgery Pneumatic Powered Motor I 878.4820 1 f 1 GET 

219 I Surgery 

220 1 Surgery 

Pneumatically Powered Saw 

Powered Saw and Accessories: 

Saw Blade 

Nonpneumatic Tourniquet a78.5900 11 IGAX 

?23 1 Surgery I Pneumatic Tourniquet : 1 878.5910 f KC? 

?24 Surgery Endoscoptc Staplers 888.4540 i MXJ 
I 

225 Surgery 

t 
226 Surgery 

Trocar 

Surgical Cutting Accessories 

Y I 

Y 

Y  

Y  

q 

Y  

Y  

Y  I 
Y I 
Y 

N 

Y  

Y  3 Y 

Y  
I 
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227 

228 

229 

Attachment 1 List of SUDS Known To Be Reprocessed OF Considered for Reptocessing-Continued 

Medtcal 
Specialty 

Surgery 

Surgery 

Surgery 

Dewce Type 

Elecrrosurg& Electrodes/Han- 
dles/Pen& 

Swsor Tips 

Laser Fiber Delivery Systems ’ 

T 

e-“, 

876.4300 II 
878.4400 

878 4800; I_ 
884.4520, 
874,442O 

878.4810 . II 
874.4500 
886.4390 
884.4550 

‘886.4690 

P FOdlJCt 
Code 

HAM, GEI, 
FA5 . 

LRW, HDK, 
HDJ, JZB, 
KBD 

GEX EWG 
LLW MQF 
HWR HQB 

2 c Y 

1 c N 

*Risk categorization may be either: 
1 = low risk according to RPS 
2 = moderate rusk according to IMPS 
3 = high rigk accordtng to RPS 
3’ = high, risk due to fleurologicel use 
See sectjon II of this document, “FDA’s Implementation of New SectIon 510(o) of the Act” for methodobgy and crrteria used IO idewfy the risk. 
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BILLING CODE 4160-01-S 
.c_ ,*/ _,. f$ 

$5 

ch0519 


