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» Federal Food, Drug, and Cosmetic Act (FD&C Act)
» Medical Device User Fee and Modernization Act (MDUFMA)

® TIRATFEEEIIDNDERT AL A
» Guidance for Industry and FDA Reviewers — Reprocessing and Reuse of Single-U
se Devices (02/08/2000) [E¥HRE: KE2—1]
>» Enforcement Priorities for Single~Use Devices Reprocessed by Third Parties and
Hospitals (08/14/2000) [#kHR: KE2—2]
» Federal Register Notice: Medical Devices; Reprocessed Single-Use Devices; Term
ination of Exemptions From Premarket Notification; Requirement for Submission o

f Validation Data (09/29/2005) 3%
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Guidance for Industry and FDA Staff Compliance with Section 301 of the Medica
| Device User Fee and Modernization Act of 2002, as amended - Prominent and
Conspicuous Mark of Manufacturers on Single-Use Devices (05/01/2006) [&
B ok E2—8]

Guidance for Industry and FDA Staff -Medical Device User Fee and Modernizati
on Act of 2002, Validation Data in Premarket Notification Submissions (510(k)s) f
or Reprocessed Single-Use Medical Devices (09/25/2006) [&FHHg: KE2—9]
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List I.——Critical and Semicritical Reprocessed Single-Use Devices
Previously Exempt From Premarket Notification Requirements that Now Require 5
10(k)s With Validation Data [Manufacturers of noncompression heart stabilizers w

ill need to submit 510(k)s with validation data by 15 months following the public

ation of this revised list.]

21 CFR Classification name Product code for | Product code f | Product code name for reprocesse
No. nonreprocessed or reprocessed | d device
device device

868.6810 | Tracheobronchial suction catheter BSY NQV Tracheobronchial suction catheter
870.4500 Cardiovascular surgical instruments MWS NQG Noncompression heart stabilizer
872.3240 | Dental bur Diamond coated | NME Dental diamond coated bur
872.4530 | Dental diamond instrument DZP NLD Dental diamond instrument
872.4730 | Dental injection needle DZM NMW Dental needle
872.5410 | Orthodontic appliance and accessories | EJF NQS Orthodontic metal bracket
874.4140 Ear, nose, and throat bur Microdebrider NLY ENT high speed microdebrider
874.4140 | Ear, nose, and throat bur Diamond coated | NLZ ENT diamond coated bur
874.4420 Ear, nose, throat manual surgical .. KAB, KBG, KCI | NLB Laryngeal, sinus, tracheal trocar
876.1075 Gastroenterology—urology biopsy instru | FCL NON Nonelectric biopsy forceps

ment
876.4680 Ureteral stone dislodger FGO, FFL NQT, NQU Flexible and basket stone dislodger
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21 CFR Classification name Product code for | Product code f | Product code name for reprocesse
No. nonreprocessed | or reprocessed | d device
device device
878.4200 | Introduction/drainage catheter and acc | GCB NMT Catheter needle
essories
878.4800 Manual surgical instrument MJG NNA Percutaneous biopsy device
878.4800 Manual surgical instrument FHR NMU Gastro-Urology needle
878.4800 Manual surgical instrument for... .... DWO NLK Cardiovascular biopsy needle
878.4800 Manual surgical instrument for... .... GAA NNC Aspiration and injection needle
882.4190 Forming/cutting clip instrument HBS NMN Forming/cutting clip instrument
884.1730 Laparoscopic insufflator, .. HIF NMI Laparoscopic insufflator and access
ories
884.4530 OB/GY specialized manual instrument | HFB NMG Gynecological biopsy forceps
886.4350 Manual ophthalmic surgical instrument | HNN NLA Ophthalmic knife
List II.-——Reprocessed Single-Use Devices Subject to Premarket
Notification Requirements That Now Require the Submission of Validation Data
[Manufacturers of endoscopic and laparoscopic electrosurgical accessories who already have 51
0(k) clearance for these devices must submit validation data by June 29, 2006. Any new 510
(k) for this device type will require validation data upon publication of this document.]
21 CFR N Classification name Product code for | Product code f | Product code name for reprocesse
0. nonreprocessed | or reprocessed | d device
device device
Unclassified | Qocyte aspiration needles MHK NMO Qocyte aspiration needles
Unclassified | Percutaneous transluminal angioplasty LIT NMM Transluminal peripheral angioplasty
catheter catheter
Unclassified | Ultrasonic surgical instrument LFL NLQ Ultrasonic scalpel
868.5150 Anesthesia conduction needle BSP NNH Anesthetic conduction needle (with
/ without introducer)
868.5150 Anesthesia conduction needle MIA NMR Short term spinal needle
868.5730 Tracheal tube BTR NMA Tracheal tube (with/ without conn
ector)
868.5905 Noncontinuous ventilator (IPPB) BZD NMC Noncontinuous ventilator (respirato
r) mask
870.1200 Diagnostic intravascular catheter DQO NLI Angiography catheter
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21 CFR N Classification name Product code for | Product code f | Product code name for reprocesse
o. nonreprocessed or reprocessed | d device
device device
870.1220 Electrode Recording Catheter DRF NLH Electrode recording catheter
870.1220 Electrode Recording Catheter MTD NLG Intracardiac mapping catheter
870.1230 Fiberoptic oximeter catheter DQE NMB Fiberoptic oximeter catheter
870.1280 Steerable Catheter DRA NKS Steerable Catheter
870.1290 Steerable Catheter control system DXX NKR Steerable Catheter control system
870.1330 Catheter guide wire DQX NKQ Catheter guide wire
870.1390 Trocar DRC NMK Cardiovascular trocar
870.1650 Angiographic injector and syringe DXT NKT Angiographic injector and syringe
870.1670 Syringe actuator for injector DQF NKW Injector for actuator syringe
870.2700 Oximeter MUD NMD Tissue saturation oximeter
870.2700 Oximeter DQA NLF Oximeter
870.3535 Intra—aortic balloon an control system | DSP NKO Intra~aortic balloon and control sy
stem
870.4450 Vascular clamp DXC NMF Vascular clamp
870.4885 External vein stripper DWQ NLJ External vein stripper
872.5470 Orthodontic Plastic Bracket DYW NLC Orthodontic Plastic Bracket
874.4680 Bronchoscope (flexible or BWH NLE Bronchoscope (nonrigid) biopsy for
rigid) and accessories ceps
876.1075 Gastro—Urology biopsy instrument FCG NMX G-U biopsy needle and needle set
876.1075 Gastroenterology— urology biopsy instr | KNW NLS Biopsy instrument
ument
876.1500 Endoscope and accessories FBK, FHP NMY Endoscopic needle
876.1500 Endoscope and accessories MPA NKZ Endoilluminator
876.1500 Endoscope and accessories GCJ NLM General and plastic surgery laparo
scope
876.1500 Endoscope and accessories FHO NLX Spring-loaded pneumoperitoneum n
eedle
876.4300 Endoscopic electrosurgical unit and ac | FAS NLW Active Urological electrosurgical el
cessories ectrode
876.4300 Endoscopic electrosurgical unit and ac | FEH NLV Flexible suction coagulator electro
cessories de
876.4300 Endoscopic electrosurgical unit and ac | KGE NLU Electric biopsy forceps

cessories
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21 CFR N Classification name Product code for | Product code f | Product code name for reprocesse
o. nonreprocessed or reprocessed | d device
device device

876.4300 Endoscopic electrosurgical unit and ac | FDI NLT Flexible snare
cessories

876.4300 Endoscopic electrosurgical unit and ac | KNS NLR Endoscopic (with or without access
cessories ories) Electrosurgical unit

876.5010 Biliary catheter and accessories FGE NML Biliary catheter

876.5540 Blood access device and accessories LBW NNF Single needle dialysis set (co—axial

flow)
876.5540 Blood access device and accessories FIE NNE Fistula needle
876.5820 Hemodialysis systems and accessories FIF NNG Single needle dialysis set with uni—
directional pump

878.4300 Implantable clip FZP NMJ Implantable clip

878.4400 Electrosurgical Cutting and Coagulatio | GEI NUJ Endoscopic and laparoscopic electr
n Device and Accessories osurg ical accessories

878.4750 Implantable staple GDW NLL Implantable staple

880.5570 Hypodermic single lumen needle FMI NKK Hypodermic single lumen needle

880.5860 Piston Syringe FMF NKN Piston Syringe

882.4300 Manual cranial drills, burrs, trephines HBG NLO (Manual) drills, burrs, trephines an
and accessories d accessories

882.4300 Powered compound cranial drills, burr | HBF NLP (Powered, compound) drills, burrs,
s, trephines . trephines and accessories

882.4310 Powered simple cranial drills, burrs, tr | HBE NLN (Simple,powered) drills, burrs, trep
ephines . hines and accessories

884.1720 Gynecologic laparoscope and accessori | HET NMH Gynecologic laparoscope (and acce
es ssories)

884.6100 Assisted reproduction needle MQE NNB Assisted reproduction needle

886.4370 Keratome HMY, HNO NKY Keratome blade

886.4670 Phacofragmentation system HQC NKX Phacoemulsification needle

892.573 Radionuclide brachytherapy source IWF NMP Isotope needle
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» Establishment Registration and Device Listing for Manufacturers and Initial Importe
rs of Devices 21 CFR 807
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» Quality System (QS) Regulation/Medical Device Good Manufacturing Practices 21
CFR 820
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» Labeling 21 CFR 801
» Quality System (QS) Regulation/Medical Device Good Manufacturing Practices 21
CFR 820
» Guidance for Industry and FDA Staff ~ Compliance with Section 301 of the Medic
al Device User Fee and Modernization Act of 2002, as amended - Prominent and

Conspicuous Mark of Manufacturers on Single-Use Devices (05/01/2006)
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» Medical Device Reporting (Sections 519(a)(b) and (¢) of the Act; 21 CFR Part 803)
» Medical Device Tracking (Section 519(e) of the Act; 21 CFR Part 821)
» Medical Device Corrections and Removals (Section 519(f) of the Act; 21 CFR Part 80
6)
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¥ Quanta Computer, Inc. v. LG Electronics, Inc., 128 S. Ct. 2109, 2122 (2008)
[The authorized sale of an article that substantially embodies a patent exhausts the pate
nt holder’s rights and prevents that patent holder from invoking patent law to control
postsale use of the article. ]

Static Control Components, Inc. v. Lexmark International, Inc., 615 F. Supp. 2d 575,
584 (E.D. Ky. 2009)
[Additionally, like LGE, Lexmark attempts to reserve patent rights in its products throug
h post—sale restrictions on use imposed on its customers. This is what Quanta says L
exmark cannot do. |
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Mr. Dan Humphrey, VP of Supply chain and Surgical Support
Mr. Chris Toomes, Senior systems director, Supply chain management and sterile processing
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Surgeons to meet goals

Patient satisfaction

Supply cost

Incentive to doctors and nurses
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SRS AR T A N—Y TFXYRRAF 4N E 2 — (6411 Fannin St Houston, TX 77030;
713-704-4183)
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< DBREFIE S E R (Dr. Saumya Sharma) Heart and Vascular Institute
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+Introduction VP, Supply Chain and Surgical Supp
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Mr. Chris Toomes
Senior System Director

Supply Chain Management

and Sterile Processing
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Association for Medical Device Reprocessors (AMDR)
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0D, EREELL T, nE—{EH) - BRUEEROBROLEFREEIT->TD, BFEIR, EITK
EERAYTERIL TS,
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Dan Vukelich,
President, AMDR
(& kR KE1—1—2]

Dan Vukelich &V, FRIEEDIEENNOHIEOBHEIETS, OEM fié& SUD HREMRD
FB SR EITHOWTEER D o7,

KERRAYTIL, SUD OFREZEWERNHS, —FF, FEE BU 1T 2016 FE4 I H )
ERERICBIESND T E THD, ZILHDE K UMK CIE, OEM & & O SUD B8l R
BB AT LBRECTHDD, 2 2 DOEFEIRIIFREE DI TS, FE ] TR,
772 1 EFREROB RSB OGN EE 2T, L3L, EU OBRHBINI TR 1 BRI
DOBEMELTF AT 578 ThA1D | KELS BB X ExHLEbND,

KREICBWTIE, RIS D7TA T BRI W THIRETE HIZ AR E THhHS, BRlEEE T
Quality System Regulation/Good Manufacturing Practices ~DIE S A RD HILT\ND, IFF
T, BITOEEEISRHARIZE S L SUD BRERORFBEF AT HAEEHITLIL, A —Xb
VT T, EIEHAZ VABRRIN TRV, BIITOREEISFRHISES L SUD Bl
SR DR FEEFF R 925 A CTHEA TUD,

TRTOFHITBNT, OEM &K SUD BH-IESDORRER AT LMIFACTHD, Fiz,
ZDVAT LI FRIZEP BT —T DX 72 mEED ERBEERIIR L T, 2RI TH D,

OEM #h& SUD FEbE S DO ERME AL, YERLHRON T —1ar Thd, BRIEERIL,
etk B R OMERRIC B35\ 5 — o a BB E EHEL . THRRTIZ FDA IR HALERH D,
ZOWEE, B R OMERRIZEA T2\ T~ a7 —#iE, OBM A—H—ZI3EREINZ2NE DT
HD,

WD yx L FEFROHEFICEETHD, T XTORIILER O —a—Fpftah,
IEIFRES N0, EORBENPDEIRENZH DD, 7l DIFHRB 50D I1278>TnD, F
FRIZOUWTIE, OEM fhEEHRRICHEEIE R ThHha B CHRIEEE OLA MBI TOBH, T
EFRESNZNIC OV TOFTRIZEREE Tl

Hi2;2016 23 H 1 H
AT The Camby Hotel 2401 East Camel Back Road, Phoenix, AZ 85016; 602-468-
0700

2P HENE HEE
1:00 - 2:30 BFRIEEEDOHVIEIZONT Dan Vukelich, President, AMDR
CERIEEEL T ERRIEREOREY (EFSREAERS)

RN E S BTBEHICE T AR ETE R
< KEBEEMBI A~ AE A LT
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ARTA T — P AT 4T VT A V2 —a X5 (SSS #1)

TUSF T UL R B 2R B EY 1,000 A SUD O FEEECTHD, EP 17
—F VSR ICE 7 —T /v, DMEFRIT THEASNIRZETAY —  BEE AR, =V T T /A
A, WHREEFH FHTE, BB RGN — LEFAV—N, BRIEF=Fo b7 | GRERERIR
MBFETFEEHT | 7 IVAFH L A—5—R P ipE S 7= B EF RO B 3G R O E21T
STEY, RKETOFHEERESTHRICBN T =TE N THD,

- B [A|E RSO FRETT A ICx T ARMI A E o7 2000 F Y F L) EREROFRERTo
THY, SUD FHELE R DR BRLHEENE X 1 RO, FDA HFI~DH 2SI\ TE:
BRRRRBRL /U NTERFo TS, Lo T, BRIEEE )G SUD BRIEHOATHOBIRKE, 51
0(k) FHFEIZ B AR HEIH, £k 4 72 FDA MBIk BB ORHG 7 k% B 45 BB CRHfL
77

Bill Scott, Senior director marketing,

Stryker Sustainability Solutions
(& Ak KE1—-1—-3]

FTKEMHORE LB, SUD BFRIEMOBEDRSBRIFEILOWT, = — 7747 EM
® Senior Director T#5 Bill Scott KIZEELZRIV -, 2015 40 1 £ T, BE LK T2E S,
200 J7 US RV AN ZIR LTz, O FIZIX, SUD FELE & & Dl B OfE R Dk
% OEM f DA S 7 AT X BHIERR, SSS AN EIN 7 17 T M LD E TV, &
72 5,579 N D ERBEFEYFHIF CEXT2LDZLThoTz, WIZ, FDA IZE DRI OBEL 510(k)

BN E R EROHBRL R — M2 BT oW T, EELEEH IO Senior Director Téh% Chris
Sugg K& O* Senior Director T Moira Barton—Varty FIZEELA Rz, (AR 2. ZEHH
FOREIEREE (1) TRATFRS] 228
ZL T, SUD FilER0OREEMECHREZHRTODICERTIRRDIB, 510(k) TRIEEZK
DOHNTWAIEBIZOWT, R&D EBFY Manager @ Monique Acothley FRIZEELW YT —ay
REBRDONEEE T, [A#R 3. SUD OBEELEICRE+T5%E5%] 221

SUD DOFELEITA L, 2000 FEICRAIB AT -T2, BAE, ZOFRGEEFITE = HAOKE R
ZTB, OBM A= —HPBREEFICBATLIZLICLY, BRICEROGEESEEENSE
D, OEM A——NHEIEEE TbHDH, LVOEHEIL, s SUD BREEMSE OEM D'
BRI THLEBEfFETHOEHLL TS,

KAV FE 22— bORE THDHID | EROFE— R TIITA,

BE—HEAR: 2000 FELLRTO FHRLEIZ B 2B 23 e b o T RER

B AR 2010 FELSDWETOHIE T, MAIFELHE, OBM A— I — Tl FREEE I H R

EEVRRELT o TR

=R OEM A=A — BB RIEEFUCB AL TEIZZHFE DR
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A#;2016 43 A 2 A

SHRH4E;SSS £ (1810 West Drake Drive, Tempe, AZ 85283;

480-763-5300)

[EESSG

HENE

[iTE=¢:3

9:00 - 9:45

TSRO E

EEHEE A

- ELER L OBEE
EEIRITAF—TL—F—

- OEM A—H— L BEIESEE OBIRIZOWNT

Bill Scott, Senior Director Marketi

ng, SSS

9:45 - 11:15

HHIBEER L FDA 5107 kX

I D EE R — R MR OEM fhDkb
BUZBE T DRI RORR R

DAY R AT A

AN & AL E

-388f,PMS

-OEM @iz 31T AR E BRI OV T

Da— R

Chris Sugg, Senior Director RA/Q
A, SSS

Moira Barton—Varty, Sr Director R

A, SSS

11:30 - 12:30

V=TI TIRRE
HREERICBI B = V=TV T DOBE
-SUD FHRLERICRITD 5100 O E-HAREE M
SIDENSES QNCA [oietiv )
- AR E BT 5Bk
cEHERRDHD ETOERREITONT

SUD FH i sl ¢ o/ Mm@ ELRERE

Chris Sugg
Moira Barton—-Varty

Monique Acothley, Manager R&D

12:30 - 14:00

HEEatme

Chris Sugg

14:00 - 15:00

FHA b=V ENY T =g T AR
AT YA AR

LR T YA ATAR (SUD BilER)

- LSRR O R

AERTE A

RoxT S RICELT

Chris Sugg
Moira Barton—Varty

Monique Acothley
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AAG—I V= J TV FHp /X2

AAB—IV =V DAERFEIL, A T—F T3 19 A I/ NRE IR R E IR/ 2 M e T =
RE—TIZ DL 2T EN Db ETz, BIETII KB 7T FESNTZRERIE THY, EFK
bOFRESN WD, ZDAI—DBRELTT I FINT 2=y J AR A T~ V=7 TUF
XL RARHB,

A=Y =7 TV TR, REEICHEB T DL/ CHY , Ny NEIT 268, LALFAH
EX 21 555,

Donanda Reimer, M.S.N., R.N., Manager
Clinical Support Services, Surgical Services, Supply Chain Management, Mayo Clinic Phoenix

(&R XE1—1—4]

DT —5/VED Daniel Al FITEFEEEND Ms.Donanda Reimer 1212 2—1L71%,
A=V =7 T, 17 F/IDD Ascent #1: (3R SSS #1) D EHLYE SUD mEFEH LD, 4
L, S TN NN AFF Y A—H—F P —7pE D SUD BRIEROEBADL THoTz, Hil
& SUD & EATAIINI oI ANDIE, F0 D, Green team EVVIDEIRERIZH
D, ZHERLTEENEZL COAIEITHERL TS, BIE TIAREZE LT X TOA T — D
R CHELE SUD # AV Tuna,

D T —F VR THER TS OB T — T NV EIERRIL, OBM SAFERICEE THAD,
YU CTHROHE ARSI RDPRENELG L7220 TN,

BONIERCEERM S EEE SUD 28 HLZ085F, OEM dhkY SUD FHELE L AELL T
BRI LENT TREY T DEE S Tolz, K72 —T-bid, e SUD TR RS o703,
FERL T LICEEL TNAI T80Tz, SSSHEEAMT =R THENC, A(F—T V=7
ELTHU TN E 1~2 BN ET ARSETHLUWEHE LT,

SUD HEERDOANEERAERITIEF L BEEL 1% T EHERIEND, FEERHIVT
LT THHITENTED, Eie, LIREKEBANT —T AV EERL TWAERMIZ, O
M B EDENEESTEUERLRNEE 2 TS, BITE, FREESH QR LOMES SUD F il
RERAELTRL, EHREEFICEZEL NS,

FIEIL 21 D, FITE CHAEFRLE SUD IHEHOR 7 A AN T2 _—ZTFL, F
T SSS #HDANFHETEELDZEATRENEN TS, EPIT—7 VDSl BRI T
WABTFFFIIMERTEleo7254E. SSS NEEBHEEIZHRHAL TEOREEHBEIZELT
(AN

B HHIEEN ROV T, HBETid SUD FELE S OTA TERM 40 77 US A0E AEHIET
ETWD, 7288, ZOFEMIZIZ, SUD FELE L E DM FORE RN BKD OEM DM fES &
WL DHIBRRITE N TR (AYRBEOFM O ESEMRE | BRI IR L T2y,

BEICHRE SUD 8RR R TAE8ICA 7+ — AR 3B NIERL TR, 27
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F—bRaer e, BRI E DBRICERT 2D THY, SUD HRIEMOERITENIC
X752 B TH D,

LW SUD B8R 263584, OBM BELFRUAED ThIZLE YRIIE LA
WRIUCRERAT 572012, HHROBE 2~4 BMOMN AT AEBERIT 5,

LARTIZ, 5 OEM A—%—78 SUD BRLEROERZIEDDIINCE->TEILLHD, 2D
—AITZFRRICEELEZN, &EHIZ OBM A—T—DEWHBARY L HEiEh,

AAG—I V=7 TYF D SSS #FHY D Ms.Meredith Stites DEF

FEiZ SUD DEIRDFIEIZONWTAZE 2— LT, FINBEOREYDFNOHETELLDE
VoI T TBIET o TNWD, BETEELDIXEERD 8% bWTHA), FEEELEHICFEEY
Il 1R RHIY 15 BB TEL DL, 4E7 14,000 32 R OBEZEY % Ei, M ERM
B 342,000US RAZEIHKILTA,

EPAT =7 N DSEICEBIE DN TS T TF T TERI2o7 56 SSS BESR
E£EIIRAL TEOREERPEIREL TS,

HF2;20164£3 A 3 H
R4 AT — 27V =2k (5777 E Mayo Blvd, Phoenix, AZ 85054; 480-515-6296)

& FENE =&
9:30 - 10:30 avriaryaEA0OME Meredith Stites, Sales Representati
YR - N—=0 T OB R TR AT OB DE | ve, SSS
Atz
10:30 - 11:30 ERRE DR A Donanda Reimer, M.S.N., R.N., Ma
T =T IVREEF nager
HERR S BRABRTE Daniel, Chief technician,cath lab
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ARbe=y 2t (Bav 45 4z 4h)
(&R KE1—2]

ARPO =y 7RO ARFIIIR Y FMZHY, 1949 FEITFRLEN T, BAE MBS B TIIHR 7
EETHD, 2015 I, FH R, R 7 HECEIRY AT MUFADHDaY 1T 1= 4t
ZEPLTND, BEILR ., BERT, FEMERIE NETT 27— a ¥ —1d 140 »[E - 260 #L
RUEICOIEY, SEEFELZOI., B2y 7 4= 4 (SLIZBRNEZ AT~ VAT T 4E) 03 &
WNZESIFE M THD LigaSure DEFEZIED T2 ZRMAENZ —D U —THTHD,

A T Valleylab’s factory EFFIEN TRY, FIZEER FRMCAVLNEL —V 7 FRA R
@ LigaSure ZBLEL TW5, ¥ —UL T TNARL, Pa—ZhnbYBAREE R/F =T —
(FEE) DARLIZR TIE RV ROBE L — NV EOIBEE T HZ LR TEHHERRTH D, #1545
VIARETIE L TmmBETRISFREEV DL D THD,

T UHEER TR AVWSNEEVIZRE T, BEFFCBWTHLERESNIHD
THDHN, EEFEFITEML TCOBER T FIRCBWTEOR N ZRETHHETHD, v —)
VT ANRAL I T EFNE OV 2R —F— LA DETHWLND,

EORITY =R —F—ERHIND S AR T AL E
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