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AGENCY: Food and Drug Administration, HI-IS. 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is announcing the availability of a list (List 

I) of critical reprocessed single-use devices (SUDS) whose exemption from premarket submission is 

being terminated and for which validation data, as specified under the Medical Device User Fee and 

Modernization Act of 2002 (MDUFMA), is necessary in a premarket notification (5 10(k)); and a list 

(List II) of reprocessed SUDS that are currently subject to 5 10(k) requirements for which FDA has 

determined that validation data, as specified under MDUFMA, is necessary in a 510(k). FDA is 

requiring submission of these data to ensure that these reprocessed SUDS are substantially equivalent 

to predicate devices in accordance with MDUFMA. 

DATES: These actions are effective [INSERT DATE OF PUBLICATION IN THE FEDERAL 

REGISTER]. Manufacturers of SUDS identified in List I whose exemption is being terminated must 

submit 510(k)s for these devices by [INSERT DATE 15 MONTHS AFTER DATE OF 

PUBLICATION IN THE FEDERAL REGISTER], or their devices may no longer be marketed. 

Manufacturers who already have clearance letters for SUDS identified in List II must submit 
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validation data for these devices by [INSERT DATE 9 MONTHS AFTER DATE OF 

PUBLICATION IN THE FEDERAL REGISTER], or marketing of these devices must cease. 

ADDRESSES: Submit written comments to the Dockets Management Branch (HFA-305), Food and 

Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. Submit electronic 

comments to http://www.fda.gov/dockets/ecomments. Comments on Lists I and II 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-410), Food and Drug Administration, 9200 Corporate Blvd., Rockville, 

MD 20850. 

SUPPLEMENTARY INFORMATION: 

I. Background 

On October 26,2002, MDUFMA (Public Law 107-250), amended the Federal Food, Drug, and 

Cosmetic Act (the act) by adding section 510(o) (21 U.S.C. 360(o)), which provided new regulatory 

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

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

SUDS identified by FDA must include validation data. These required validation data include 

cleaning and sterilization 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. 

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 previously exempt reprocessed SUDS 

will no longer be exempt from premarket notification requirements. Manufacturers of these 

identified devices will need to submit 5 1 O(k)s that include validation data to be specified by FDA. 

Reprocessors of certain SUDS that are currently subject to cleared 510(k)s also will need to submit 

the validation data specified by the agency. 

In the near future, FDA will publish a guidance document providing more specific information 

about the types of validation data that should be submitted in premarket notification submissions for 

the reprocessed SUDS listed in this notice. 

A. Definitions 

Under section 302(b) of MDUFMA, a reprocessed SUD is defined as an “original device that has 

previously been used on a patient and has been subjected to additional processing 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 definition.” 

B. Reprocessed SUDS Exempt From Premarket Notification 

Reprocessed SUDS are divided into three groups: (1) Critical, (2) semicritical, and (3) noncritical. 

The first two categories reflect definitions set forth in MDUFMA, and all three reflect a 

classification scheme recognized in the industry’. These categories of devices are defined as 

follows: 

’ Spaulding, E. H., “The Role of Chemical Disinfection in the Prevention of Nonsocomial Infections,” P. S. Bra&man 
and T. C. Eickof (ed), Proceedings of International Conference on Nonsocomial Infections, 1970, American Hospital 
Association, Chicago, 197 1:254-274. 
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‘Ll / A critical reprocessed SUD is intended to contact normally sterile tissue or body spaces 

during use. 
,. 

c4ey 
T/? 

“)L 
A semicritical reprocessed SUD is intended to contact intact mucous membranes and not h 

penetrate normally sterile areas of the body. f&k &S& 

noncritical reprocessed SUD is intended to make topical contact and not penetrate intact 

skin. 

1. Requirements for Critical Reprocessed SUDS 

MDUFMA requires FDA to review the critical reprocessed SUDS that are currently exempt from 

premarket notification requirements and determine which of these devices require premarket 

notification to ensure their substantial equivalence to predicate devices. By April 26,2003, FDA 

must identify in a FEDERAL REGISTER notice those critical reprocessed SUDS whose exemption 

from premarket notification will be terminated. List I in this FEDERAL REGISTER notice 

implements this MDUFMA requirement. 

In accordance with MDUFMA, manufacturers of the devices identified in List I must submit 

5 1 O(k)s that include validation data regarding cleaning, sterilization, and functional performance, in 

addition to all the other required elements of a 5 1 O(k) identified in 5 807.87 (2 1 CFR 807.87), within 

15 months of publication of this notice or no longer market their device. 

2. Requirements for Semicritical Reprocessed SUDS 

MDUFMA also requires FDA to review the semicritical reprocessed SUDS that are currently 

exempt from premarket notification requirements and determine which of these devices require 



premarket notification to ensure their substantial equivalence to predicate devices. FDA must 

identify these devices in a notice published in the FEDERAL REGISTER by April 26,2004. 

Manufacturers of devices identified at that time will be required to submit 5 1 O(k)s that include 

validation data regarding cleaning, sterilization, and functional performance in addition to all the 

other required elements of a 5 1 O(k) identified in 6 807.87, within 15 months of publication of that 

notice or no longer market their device. 

3. Requirements for Noncritical Reprocessed SUDS 

MDUFMA does not require FDA to take any action under this section for noncritical SUDS that 

are exempt from premarket submission requirements. 

C. Reprocessed SUDS Already Subiect to Premarket Notification Requirements 

MDUFMA also requires FDA to review the types of reprocessed SUDS already subject to 

premarket notification requirements and to identify which of these devices require the submission of 

validation data to ensure their substantial equivalence to predicate devices. FDA must publish a list 

of these devices in the FEDERAL REGISTER by April 26,2003, and update the list as necessary. 

List II of this FEDERAL REGISTER notice implements this MDUFMA requirement. The devices 

on List II may be critical, semicritical, or noncritical reprocessed SUDS. 

1. For devices identified in List II that have not yet been cleared through the 5 1 O(k) process, 

manufacturers must submit 5 1 O(k)s that include validation data regarding cleaning, sterilization, and 

functional performance, in addition to all the other required elements of a 5 1 O(k) identified in 

5 807.87, upon publication of this notice in order to market these devices. FDA will soon publish 

guidance to help submitters understand what types of validation data should be included in these 

510(k)s. 
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2. For devices identified in List II that already have been cleared through the 5 1 O(k) process, 

manufacturers must submit validation data regarding cleaning, sterilization, and functional 

performance within nine months of publication of this notice or marketing must cease. FDA will 

soon publish guidance to explain how a 5 1 O(k) holder may submit the additional data now being 

required to support an earlier clearance. 

II. FDA’s Implementation of New Section 5 1 O(0) of the Act 

FDA used a number of criteria to determine which device types should be included in the lists 

required by MDUFMA. As part of its consideration, FDA relied upon the Review Prioritization 

Scheme (RPS) it described in the February 2000 draft guidance document entitled “Reprocessing 

and Reuse of Single-Use Devices: Review Prioritization Scheme.“2 In the RPS guidance, FDA set 

forth factors that could be used to evaluate risk associated with reprocessed SUDS. This approach 

assigned an overall risk to each SUD based on: (1) The risk of infection and (2) the risk of 

inadequate performance following reprocessing. Based on these risk factors, three categories of risk 

(high, moderate, and low) were developed. The designation of “high risk” was assigned to those 

devices that posed the greatest risk of infection and inadequate performance after reprocessing. In 

response to several comments about potential subjectivity of the RPS, FDA did not use the RPS 

approach when the agency finalized its enforcement priorities for reprocessed SUDS on August 14, 

2000. 

FDA has determined, however, that the RPS is an appropriate risk-based tool for developing the 

lists required by MDUFMA because the RPS identifies the devices that are likely to raise the most 

’ This draft guidance document is available on the CDRH Web site at http//xww.fda.gov/cdrh/reuse/l156.pdf. 
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concerns about both infection transmission and inadequate performance following reprocessing. In 

formulating these lists, the agency also had the benefit of comments from stakeholders and an 

internal center-wide committee to evaluate the results of the FWS and ensure its consistency. In 

addition, there was a final review of all the devices on these lists by the Director of the Office of 

Device Evaluation. In this context, the agency believes these steps have adequately addressed 

concerns about the subjectivity of the RPS. 

In addition to the previous criterion, FDA used one other criterion to identify those reprocessed 

SUDS that will be subject to the new requirements established by MDUFMA. The agency has 

included in these lists all reprocessed SUDS intended to come in contact with tissue at high risk of 

being infected with the causative agents of Creutzfeldt-Jakob Disease (CJD). These are generally 

devices intended for use in neurosurgery ophthalmology. This criterion was included in FDA’s 

evaluation because insufficient scientific information exists at this time to establish standard 

methods to eliminate CJD infectious agents. 

Therefore, in order to develop the two lists required by MDUFMA, FDA used the following 

process. First, the agency identified the types of SUDs that are being reprocessed. FDA did this by 

searching the 5 1 O(k) database for any 5 1 O(k)s that had been submitted for reprocessed SUDS and by 

asking original equipment manufacturers and reprocessors to provide information about types of 

devices that were being reprocessed. Second, FDA determined whether these devices are “critical,” 

“semi-critical,” or “non-critical”. (These definitions reflect the Spaulding3 classification and are the 

same definitions FDA used earlier in developing its RPS.) FDA then applied the criteria described 

previously and “listed” any reprocessed SUD that was either “high” risk according to the RF’S or 

3 Spaulding, E. H., “The Role of Chemical Disinfection in the Prevention of Nonsocomial Infections,” P. S. Bra&man 
and T. C. Eickof (ed), Proceedings of International Conference on Nonsocomial Infections, 1970, American Hospital 
Association, Chicago, 197 1:254-274. 
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intended to come in contact with tissue at high risk of being infected with the causative agents of 

CJD. 

All devices identified in List I (previously exempt from 510(k)) have been determined to be 

critical reprocessed SUDS. In addition to being critical, they are either high risk according to the 

RPS or intended to come in contact with tissue at high risk of being infected with CID. It should be 

noted that not all exempt devices that are critical have been listed. Critical reprocessed SUDS that 

are not listed in List I at this time may be reconsidered in subsequent updates of the list. The devices 

in List II (devices currently subject to 510(k) requirements that now will require the submission of 

validation data) are either high risk according to the RF’S or intended to come in contact with tissue 

at high risk of being infected with the causative agents of CJD. 

FDA has also provided a reference list in Attachment 1. To show how FDA evaluated the risk of 

a specific device, Attachment 1 includes the entire group of devices FDA considered when 

identifying the reprocessed SUDS in Lists I and II, and shows how FDA applied the criteria that 

determined whether the device would be identified on either of these lists. 

In the FEDERAL REGISTER of February 4,2003 (68 FR 5643), FDA invited interested persons 

to provide information and share views on the implementation of MDUFMA. The agency received 

several comments that identified specific reprocessed SUDS to be included in Lists I and II. The 

agency considered these recommendations while finalizing this document. Although FDA’s lists do 

not include all the reprocessed SUDS that were recommended, the agency believes that those devices 

that pose the greatest risk of infection transmission and inadequate performance have been 

identified. The agency recognizes, however, that these lists may need to be re-evaluated and updated 

over time. Therefore, FDA will consider comments from the public on additional devices that 



should be included in the lists at any time. The agency also notes that MDUFMA permits FDA to 

request validation data for a device type that is subject to 5 1 O(k) clearance but not yet included in 

List II. If this were to occur, FDA would ensure that manufacturers were aware of this change in the 

5 1 O(k) submission requirements for that type of device by promptly updating the list. 

Finally, FDA received one comment that suggested the agency’s prior determinations about risk 

associated with reprocessed SUDS precluded FDA from now requiring 5 1 O(k)s for devices that were 

previously exempt or additional data for devices that were already cleared. FDA believes that this 

comment ignores the existence of MDUFMA’s requirements. It is true that FDA had initially 

developed a regulatory approach for reprocessed SUDS that sought to treat those devices and original 

devices in a similar manner and that FDA had not required additional data to be submitted for certain 

reprocessed SUDS under that approach. However, through MDUFMA Congress clearly stated its 

intent to have the agency re-examine its policy with respect to reprocessed SUDS and legislated 

additional controls for those devices. FDA is committed to fulfilling its responsibilities under 

MDUFMA. The development and publication of these lists is part of the agency’s implementation of 

these new statutory provisions. 
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List I.--Critical Reprocessed Single-Use Devices Previously Exempt From Premarket Notification 

Requirements That Will Now Require 51 O(k)s With Validation Data (to be submitted by July 26, 

2004) 

21 CFR 
Sectron 

Classrfication Name Product Code 
for Non- 
reprocessed 
Device 

Product Code Product Code Name for Reprocessed 
for Reprocessed Device 
Device 

872.3240 

872.4535 

872.4730 

874.4140 

874.4140 

874.4420 

878.4200 

878.4800 

878.4800 

878.4800 

878.4800 

B82.4190 

884.1730 

384.4530 

386.4350 

Dental bur Diamond NME Dental diamond coated bur 
Coated 

Dental diamond instrument DZP NLD Dental diamond instrument 

Dental injection needle DZM NMW Dental needle 

Ear, nose, and throat bur Microdebrider NLY ENT high speed microdebrider 

Ear, nose, and throat bur Diamond NLZ ENT diamond coated bur 
Coated 

Ear, nose, throat manual surgical KAB, KBG, NLB Laryngeal, Sinus, Tracheal trocar 
KC1 

Introduction/drainage catheter GCB NMT Catheter needle 
and accessories 

Manual surgical instrument MJG NNA Percutaneous biopsy device 

Manual surgical instrument FHR NMU Gastro-Urology needle 

Manual surgical instrument for DWO NLK Cardiovascular biopsy needle 
. . . . . . . . . 

Manual surgical instrument GAA NNC Aspiration and injection needle 
for.. . . . . 

Forming/cutting clip instrument HBS NMN Forming/cutting clip instrument 

Laparoscopic insufflator . . . . HIF NM1 Laparoscopic insufflator and accessories 

OB/GYN specialized manual HFB NMG Gynecological biopsy forceps 
instrument 

Manual ophthalmic surgical NLA Ophthalmic knife 
instrument 
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List II.--Reprocessed Single-Use Devices Subject to Premarket Notification Requirements That Will 

Now Require The Submission of Validation Datad&anufacturers who already have 51 O(k) 
--P L&. / jr 

clearance for these devices must submit validation data by January 26,2004. Any new 5 1 O(k) will 
/L&, 6c w-w, 

P OfI?. 

require validation data upon publication of this list.) 

21 CFR 
Section 

Classification Name Product Code Product Code 
for Non- for 
reprocessed Reprocessed 
Devtce Device 

Product Code Name for Reprocessed Device 

unclassified 

unclassified 

unclassified 

868.5150 

868.5150 

868.5730 

868.5905 

870.1200 

870.1220 

870.1220 

870.1230 

870.1280 

870.1290 

Oocyte aspiration needles 

Percutaneous transluminal 
angioplasty catheter 

Ultrasonic surgical instrument 

Anesthesia conduction needle 

Anesthesia conduction needle 

Tracheal tube 

Noncontinuous ventilator 
(IPPB) 

Diagnostic intravascular 
catheter 

Electrode Recording Catheter 
. . . . 

Electrode Recording Catheter 
. . . . 

Fiberoptic oximeter catheter 

Steerable Catheter 

Steerable catheter control 
system 

MHK NM0 

LIT NMM 

LFL NJ-Q 

BSP NNH 

MIA NMR 

BTR NMA 

BZD NMC 

DQO NLI 

DRF NLH 

MTD NLG 

DQE NMB 

DRA NKS 

DXX NKR 

Oocyte aspiration needles 

Transluminal peripheral angioplasty catheter 

Ultrasonic scalpel 

Anesthetic conduction needle (with or without 
introducer) 

Short term spinal needle 

Tracheal tube (with or without connector) 

Noncontinuous ventilator (respirator) mask 

Angiography catheter 

Electrode recording catheter 

Intracardiac mapping catheter 

Fiberoptic oximeter catheter 

Steerable Catheter 

Steerable catheter control system 

/’ Hemodialyzers have been excluded from this list because the reuse of hemodialyzers is addressed in “Guidance for 
Hemodialyzer Reuse Labeling” (final draft issued on October 6, 1995). 
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870 1330 

870.1390 

870 1650 

870.1670 

870.2700 

870.2700 

870.3535 

870.4450 

870.4885 

872.5470 

874.4680 

876.1075 

876.1075 

876.1500 

876.1500 

876.1500 

876.1500 

876.4300 

876.4300 

876.4300 

976.4300 

376.4300 

Catheter guide wire DQX NKQ Catheter guide wire 

Trocar DRC NMK Cardiovascular trocar 

Angiographic injector and DXT NKT Anglographic Injector and syrmge 
syringe 

Syringe actuator for injector DQF NKW Injector for actuator syringe 

Oximeter MUD NMD Tissue satnratlon oxlmeter 

Oximeter DQA NLF Oximeter 

Intra-aortic balloon and control DSP NKO Intra-aortic balloon and control system 
system 

Vascular clamp DXC NMF Vascular clamp 

External vein stripper DWQ NLJ External vein stripper 

Orthodontic Plastic Bracket DYW NLC Orthodontic Plastic Bracket 

Bronchoscope (flexible or BWH NLE Bronchoscope (nonrigid) biopsy forceps 
rigid) and accessories 

Gastro-Urology biopsy FCG NMX G-U biopsy needle and needle set 
instrument 

Gastroenterology-urology KNW NLS Biopsy instrument 
biopsy instrument 

Endoscope and accessories FBK, FHP Endoscopic needle 

Endoscope and accessories MPA NKZ Endoilluminator 

Endoscope and accessories GCJ NLM General and plastic surgery laparoscope 

Endoscope and accessories FHO NLX Spring-loaded Pneumoperitoneum Needle 

Endoscopic electrosurgical unit FAS NLW Active Urological electrosurgical electrode 
and accessories 

Endoscopic electrosurgical unit FEH NLV Flexible suction coagulator electrode 
and accessories 

Endoscopic electrosurgical unit KGE NLU Electric biopsy forceps 
and accessories 

Endoscopic electrosurgical unit FDI NLT Flexible snare 
and accessories 

Endoscopic electrosurgical unit KNS NLR Endoscopic (with or without accessories) 
and accessories Electrosurgical unit 
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876.5010 

876.5540 

876.5540 

876.5820 

878.4300 

878.4750 

880.5570 

880.5860 

882.4300 

882.4305 

882.43 10 

884.1720 

884.6100 

886.4370 

886.4670 

892.5730 

Bihar-y catheter and accessories FGE 

Blood access device and LBW 
accessories 

Blood access device and FIE 
accessories 

Hemodialysis systems and FIF 
accessories 

Implantable clip FZP 

Implantable staple GDW 

Hypodermic single lumen FM1 
needle 

Piston Syringe FMF 

Manual cranial drills, burrs, HBG 
trephines and accessories 

Powered compound cranial HBF 
drills, burrs, trephines . . _ 

Powered simple cranial drills, HBE 
burrs, trephines . . . 

Gynecologic laparoscope and HET 
accessories 

Assisted reproduction needle MQE 

Keratome HMY, HNO 

Phacofragmentation system J-W 

Radionuclide brachytherapy IWF 
source 

NML 

NNF 

NNE 

NNG 

NMJ 

NLL 

NKK 

NKN 

NLO 

NLP 

NLN 

NMH 

NNB 

NKY 

NMP 

B~hary catheter 

Single needle dialysis set (co-axial flow) 

Fistula needle 

Single needle dialysis set with uni-directional 
pump 

Implantable clip 

Implantable staple 

Hypodermic single lumen needle 

Piston Syringe 

(Manual) drills, burrs, trephines and 
accessories 

(Powered, compound) drills, burrs, trephines 
and accessories 

(Simple, powered) drills, burrs, trephines and 
accessories 

Gynecologic laparoscope (and accessories) 

Assisted reproduction needle 

Keratome blade 

Phacoemulsification needle 

Isotope needle 

z d Comments 

You may submit written or electronic comments on these lists to the Dockets Management 

Branch (see ADDRESSES). You may submit a single copy of an electronic comment to 

http://www.fda.gov/dockets/ecomments. You should submit two copies of any mailed comments 

but individuals may submit one copy. You should identify your comment with the docket number 
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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 SUDS Known to be Reprocessed or Considered for Reprocessing 

2 Cardio Percutaneous & Operative Transluminal post- III LOX 3 C 
Coronary Angioplasty Catheter (PTCA) amendment N 

3 Cardio Percutaneous Ablation Electrode post- III LPB 3 C N 
amendment 

4 Cardio Peripheral Transluminal Angioplasty unclassified LIT 3 C N 
(PTA) Catheter 

5 Cardio Blood-Pressure Cuff 870.1120 Il DXQ 1 N N 
6 Cardio Angiography Catheter 870.1200 II DQO 3 C N 
7 Cardio Electrode Recording Catheter 870.1220 II DRF 3 C N 
8 Cardio High-Density Array Catheter 870.1220 II MTD 3 C N 
9 Cardio Fiberoptic Oximeter Catheter 870.1230 II DQE 3 C N 
10 Cardio Steerable Catheter 870.1280 II DRA 3 C N 
11 ICardio ISteerable Catheter Control System I 870.1290 I N 

20 Cardio Vascular Clamp 870.4450 II DXC 3 C N 
21 Cardio Device,Stabilizer,Heart 870.4500 I MWS 2 C Y 
22 Cardio External Vein Stripper 870.4885 II DWQ 3 C N 

1 I 1 I I I I I 

23 Cardio Compressible Limb Sleeve 1870.5800 III IJOW 1 1 1 N 1 N 
24 Dental Bur 872.3240 I EJL 1 C Y 
25 Dental Diamond Coated Bur 872.3240 I EJL 3 C Y 
26 Dental Diamond Instrument 872.4535 I DZP 3 C Y 
27 Dental AC-Powered Bone Saw 1872.4120 II DZH 2 C N 
28 Dental Manual Bone Drill and Wire Driver 872.4120 II DZJ 2 C N 
29 Dental Powered Bone Drill 872.4120 II DZI 2 C N 
30 Dental Intraoral Drill 1872.4130 II [DZA 1 C Y 
3 1 Dental Injection needle 1872.4730 II IDZM 3 C Y 
32 Dental - Metal Orthodontic Bracket 
33 Dental Plastic Orthodontic Bracket 

I 
872.5410 I EJF 3 S Y 
1872.5470 II DYW 3 S N 
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46 Gastro/ Mechanical Biopsy Instrument 876.1075 II FCF 2 S N 

Urology 

47 Gastrol Non-Electric Biopsy Forceps 876.1075 I FCL 3 S Y 
Urology 

48 Gastro/ Cytology Brush For Endoscope 876.1500 II FDX 2 S N 
Urology I 

49 Gastro/ Endoscope accessories 876.1500 II KOG 2 s N 
Urology 

50 Gastro/ Extraction Balloons/Baskets 876.1500 II KOG 2 S N 
Urology 

51 Gastro/ Endoscopic needle 876.1500 II FBK 3 C N 
Urology 

52 Gastrol Simple Pneumoperitoneum Needle 876.1500 II FHP 3 C N 
Urology 

53 Gab-o/ Spring Loaded Pneumoperitoneum 876.1500 II FHO 3 C N 
Urology Needle 

54 Gastrol Active Electrosurgical Electrode 876.4300 II FAS 3 S N 
Urology 

I 
55 Gastro/ Biliary Sphincterotomes 876.5010, II FGE 3 S N 

Urology 876.1500 
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64 Gastro/ Urological Catheter 876.5130 II KOD 2 S N 
Urology 

65 Gastro/ Single needle dialysis set 876.5540 II LBW, 3 C N 
Urology FIE 

66 Gastrol Hemodialysis Blood Circuit Accessories 876.5820 II KOC 2 S N 
Urology 

67 Gastro/ Single needle dialysis set 876.5820 II FIF 3 C N 

Hospital 
73 General Alternating Pressure Air Flotation 880.5550 II FNM 1 N Y 

Hospital Mattress 
74 General Temperature Regulated Water Mattress 880.5560 I FOH 2 N Y 

Hospital 
75 General Hypodermic Single Lumen Needle 880.5570 II FM1 3 C N 

Hospital 
76 General Piston Syringe 880.5860 II FMF 3 C N 

Hospital I 
77 General Mattress Cover (Medical Purposes) 880.6190 I FMW 2 N Y 

HosDital 
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IHospital 1 
79 IGeneral IIrrigating Syringe 1880.6960 

Hospital 
80 Infection Surgical Gowns 

Control 
81 ILab IBlood Lancet 1878.4800 
82 INeuro IClin ForminrrlCutting Instrument, 1882.4190 
83 INeuro I~rills, Burrs, Trephines & Accessories 1882.4300 

84 Neuro 

85 Neuro 

(Manual) 
Drills, Burrs, Trephines & Accessories 882.4305 
(Compound, Powered) 
Drills, Burrs, Trephines & Accessories 882.4310 
ItSimple. Powered) 

86 IOB/GYN loocvte aspiration needle kInclassified 
87 IOB/GYN llanaroscone accessories (884.1720 I HET 
88 IOB/GYN ILaparoscope Accessories 1884.1720 II 

I 

I 

HET 

HET 

HET 
HET 

CIY 89 OB/GYN Laparoscopic Dissectors 884.1720 

90 OB/GYN Laparoscopic Graspers 884.1720 C Y 
C Y 
C Y 

=E N N 
N N 

I 9 1 OB/GYN Laparoscopic Scissors 884.1720 
92 OB/GYN Insufflator accessories (tubing, Verres 884.1730 

needle, kits) 
93 OB/GYN Laparoscopic Insufflator 1884.1730 
94 OB/GYN Endoscopic Electrocautery And 884.4100 

Accessories 
95 OB/GYN Gynecologic Electrocautery (And 884.4120 

Accessories) 
96 OB/GYN Endoscopic Bipolar Coagulator-Cutter 884.4150 

(And Accessories) 
97 OB/GYN Culdoscopic Coagulator (And 884.4160 

Accessories) 

98 OB/GYN Endoscopic Unipolar Coagulator-Cutter 884.4160 
(And Accessories) 

99 OB/GYN Hysteroscopic Coagulator (And 1884.4160 

HIF 

HIF 
HIM 

HGI 

HIN 

I-IF1 

N N 

N N 

N N 

N N 

N N 

N N 

HFH 
Accessories) 

100 OB/GYN Unipolar Laparoscopic Coagulator (And 884.4160 
Accessories) 

101 OB/GYN Episiotomy Scissors 884.4520 

a 2 HFG 

KDK 1 C I y 
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161 Surgery Electrosurgical Apparatus 878.4400 
162 Surgery Electrosurgical Cutting & Coagulation 878.4400 

Device & Accessories 
163 Surgery Electrosurgical Device 878.4400 
164 Surgery Electrosurgical Electrode 878.4400 
165 Surgery Implantable Staple, Clamp, Clip for 878.4750 

Suturing Apparatus 
166 Surgery Percutaneous biopsy device 878.4800 
167 Surgery Gastro-Urology needle 878.4800 

168 Surgery Aspiration and injection needle 878.4800 

II GE1 2 C N 

i I I L  

169 ISurgery IBiopsy Brush 1878.4800 II GEE 1 C Y 
1 170 hurgerv IBlood Lancet 1878.4800 I: [ FMK 1 C Y 
1 171 ISurgerv IBone Hook 1878.4800 I: ,I KIK 1 C Y 

1878.4800 II DWO 3 C Y 1 172 ISurgerv ICardiovascular Biopsy Needle 
‘[ 

I I I 
IGDJ 1 1 I C 1 173 ISurgery IClamp 1878.4800 I: Y I 

174 Surgery Clamp 878.4800 II IHXD 1 1 I C Y 
175 Surgery Curette 87 -.8.4800 I HTF 1 C Y 
176 Surgery Disnosable Surgical Instrument 1 ---=-- -_-- --.-o---~- 878.4800 I KDC C Y 
177 Surgery Disposable Vein Stripper 878.4800 I GAJ 1 C Y 

I I I 

DI I 1 I C I Y 1 178 

, 

Surgery 

-< 
182 

Dissector 

Surgery 

878.4800 

Hemostatic Clip Applier 878.4800 

179 

183 

Surgery 

Surgery 

Forceps 

Hook 878.4800 

878.4800 
180 

184 

Surgery 

Surgery Manual Instrument 

Forceps 878.4800 

878.4800 

181 Surgerv Gouge 878.4800 

I- IGEN I21 c I Y I 

r ,--- I ~ I I I 

I 

IGDG 

IGj 

I 1 I c I Y 

1 
1 
1 HTD 2 C Y 
I GDH 1 C Y 

HBT 2 C Y 

I _- I 

[ IGZW 1 1 C Y 
1 C Y 

1 187 
1 188 
1 189 

1 C 1 , 1 1 Y 
192 ISurgery losteotome 1878.4800 II Imxmf I 1 I 

II .I ,“I 
r I v 

I 193 Surgery Rasp 878.4800 1 
194 Surgery Rasp 878.4800 1 

Retractor 
Retractor 
Saw 

r 
GAC ; ; ; 
HTR 1 C Y 

878.4800 I GAD 1 C Y 
878.4800 I HXM 1 C Y 
878.4800 I HSO 1 C Y 

198 ISurgery IScalpel Blade 1878.4800 11 IGES 1 1 I C 1 Y 
199 ISurgerv IScalDel Handle 1878.4800 II IGDZ I 1 I C I Y 



ccessones 

226 Surgery Electrosurgical Electrodes/Handles/ 876.4300 II HAM, 2 C N 
Pencils 878.4400 GET, 

FAS 
227 Surgery Scissor Tips 878.4800, I LRW, 2 C Y 

884.4520, H-DK, 
874.4420 mJ, 

JZB, 
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KBD 

228 Surgery Laser Fiber Delivery Systems 878.4810 II GEX 
874.4500 EWG 
886.4390 LLW 
884.4550 HQF 
886.4690 

HOB 

1 = low risk according to RPS 

2 = moderate risk according to RPS 

3 = high risk according to RPS 

3* = high risk due to neurological use 
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Dated: 4 2> oj /- 
April 23, 2003. 

Signed: 

Assistant Commissioner for Policy. 

[FR Dot 03-????? Filed ??-??-03; 8:45 am] 
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