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Single Use Device(Hi[al{# Fie%)

1.

A
PRI

LTI

WET U A URBYER EOMBUC LY, FIFRCHERT2ERBROEE HFlcxb
ODTEBRBEIND LI IT->TE T, %2 Single Use Device(B[El{# I W T,
RIESERIREREEER LT, K0T ARCEE»Y ., MBEEMRLEIS ELTE
7

Single Use Device(Hi[Elff AsEIC X, BEEG . WEH, BHEFEHEIA A, b7
—FARER T o -7 T4 AROFMRELERH T NS,

Single Use Device(Hi.[alff e X, HHARICHEEIND Z & THERNREE Y,
EIRBIGOEENRNEEZEIND D, BREFEEICE > TEIMEESEG D TH Y,
WRAHEATE ],

L LERICBT 2RENZ2BEZREIZLY, AREWVWETTHSH1ET O Single Use
Device(BEIF N EFEHIND L) Z &M, BREORMBEE LTHRELTWND,
AARICEBIT 2 EREHROBIERGEIL, EHEIZ L > TRElSh TS A, Single Use
Device(Bi[EIfH FSEICT &N L 9 ORI | BERTEEOHWIC LI VIT
ZLDBHRD,

R ERMER L, BREIC L) ZEFHEAREMT O TOH, BARRQELENRD
LNTNEbITTHARN,

KIE DB

Single Use Device(HEEIfE AL, KETRLELERLIZOT, ZOBEMADORE
N, FDA CKkERREELR) 2T0IARY B 1bEmINTET,

Wiy, EEMR. B EERREEER &) LY Single Use Device(H[E1{# FIH4%3)
OFANENMThbI Tz, BFEROY X7 B+amatsihvTnieho Tz,

20004E 8 HICFDA LY, EFMEsR. F = AME%Ix 35 Single Use Device(H[E|{#
D OBAENE T A 7 AREITINT,

KREICB W TEREST FDCA(Federal Food, Drug and Cosmetic Act, B & 3 i
fEERIENC & o THREI STV D, 2002 4 10 AICERIER. £ _FHERICHT D
Single Use Device(Bi[al{f AR5 O FAIRIZEE L C I EOBIENMThoT, T78b b,
% 510(0) Reprocessed single-use devices 2MHE v, BALEZ1T 2 EFEMER. XX
BoAMRICA Y DT ARBOEREEEFLHE LI, HET LNV T =—a v
F— R EBRHT 5 T ENBEMT O, FD=®, Single Use Device(Hi[EI{# Fss)
OBEANIREAT 5 EFIER IV Rolz bbb Tn 5,
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3.

BRI o> &

BRI BT 2 BB ORENIT, 3 2OBERICLVMBAEOE - LN TND, ER
28454 (MDD, Medical Device Directive) Cid. Single Use Device(¥i[alf# fii28) D
FRITESR LTV B, Single Use Device(H[AIfF AR O B H o —EH T, TED
L ZAEERIE ST DD TRV,

2007 EiCit, BINERL CHANEO T Y v 7 axy bR TS, £72 2008
12 Bicid, BERESROBALEOY —7 2 a v 70BN, Single Use Device(Bi[H]
RSSO AR N EL Y B B, BER. TR, B, RERRIE O E R A H]
BT b,

BEL, ZORFPRshTEY, BINERSTIZ20104 9 A 5 H X BIFICHREE
EE L, BES, KOBNBERESKICRET 2 TETH D, [k, BERESRETO
BEEZEBL TV,

EN
BONZIR = K 91z, BARICERT 2 ERESORERTIT, EEEICL > THRflah T
W57, Single Use Device(B[EIF I T _E N EH 7510)%—% W<, ERTEE
FHOHBHZ L VT H Z & HRD, ERERERIT. BERECL D ZREEP R
BNTWAER, BEMREERRD LN THEDITTHARN, [:ﬂ MRS T
Single Use Device(H.[Elff A OB RICEAT 28EMA SN TV LR, THAN—AT
ORFHEENTORY, ZOMBIERERUOEETH Y | EHIEORN TR
ZEIEFEEL WG LAy, F 7=, Single Use Device(B[EIfF D) & L TOMRBRINE
LEAMEZELL LTW5A, b9 LIEM: Single Use Device(B[AI{# S O 6
BT 28RO EITOMLERH D EEALDND,

EEREICIX

¥R u—RNApaa=r—3a O Thsb GMTN(Global Medical
Technology Network) D4 OFERE & L C, Single Use Device(Hi[E]ff FAHEES) A B
D EFOLNTEY, Bucomed NV FLDHBHZ Lo TWD, £ KT 7 FRET
SNTHWRWVAR, IFk, FEOEROAENE L ILIE White paper & LTHEINA T
ETHD,

ISO/TC210/WG3 T EBE# 2 5 L TR Y . Single Use Device(¥i[a]{# FH# ) DX
R (TRD2S IS0 15228 O NCHE Shiz, OGRS, Zhickib, BRI T
EN 980 & LT, 9 CIZ 1996 FEiICHIEINTWD, BHRHANHELNZ & 2RTRE
BT, ZAULJIST 0370 I bINER S TR Y, EEREMICRI I LD Lo TS,
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6. 4t
A A28 1T % Single Use Device(HL[EIf %) O B A LI IZ SOV COMEHE, £72+5
KATOI TN D SN AR, BURICEAND &, ZOBFREHEN WD, E-B-F
BHERXANT, bo LEBICINLOT —< 20 B, B, Fie., At
TR, VERY, BER. ROBRBERAEOE R EIT o TS LERS 5,

ULE

BEER

1. Reusing Disposable Medical Devices, FDA
http://www.fda.gov/MedicalDevices/DeviceRegulationand Guidance/ReprocessingofS
ingle-UseDevices/ucm121465.htm

2. Reprocessing of Single-Use Devices, FDA,
http//www.fda.gov/MedicalDevices/DeviceRegulationand Guidance/ReprocessingofS
ingle-UseDevices/default.htm

3. Reuse of medical products: the case of cardiac catheters, Comis J; International
Society of Technology Assessment in Health Care. Meeting., Abstr Int Soc Technol
Assess Health Care Meet. 1992; 34.

4. Risky Reuse of Medical Equipment Is on Rise Health care:
http!//www.hevets.com/data/transmission_methods/reprocessed_devices.htm

5. Guideline for Disinfection and Sterilization in Healthcare Facilities, 2008, William
A. Rutala, Ph.D., M.P.H.1,2, David J. Weber, M.D., M.P.H.1,2, and the Healthcare,
Infection Control Practices Advisory Committee (HICPAC)

6. Process for controlling the misuse of disposable medical products,
http//www.freepatentsonline.com/6454162.html

7. Reuse of  disposable medical devices in Canadian hospitals,
http://www.ncbi.nlm.nih.gov/pubmed/3674536

8 Is it safe to reuse disposable laparoscopic trocars?,
http://www.springerlink.com/content/pfy25nktudpkadxy/

9. (CSAZ314.8, Decontamination of reusable medical devices,2008

10. THE REUSE OF SINGLE-USE MEDICAL DEVICES, BIBLIOGRAPHY,

http'//www.hrt.org/carecha2bib.html
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11.

12.

13.

14.

15.
16.

Reprocessing and reuse of single-use medical devices, Health Canada,

http://fwww.hc-sc.ge.ca/dhp-mps/md-im/activit/ announce-annonce/reprocessing

md retraitement mm let-eng.php
Single use devices (SUDs) and the reuse of  SUDs,
hitp//www.tga.gov.au/devices/argmd-drsud.pdf

Re-use of Single Use Medical Devices, Wandsworth Teaching Primary Care Trust
May 2008

AORN guidance statement: reuse of single-use devices,
http://goliath.ecnext.com/coms2/gi 0199-6023651/A0RN-guidance-statement-reuse
-of.html

Eucomed White Paper on the reuse of single use devices, December 15, 2009
F 4 ARG EZ O HHEME, EEFE. Vol.79, No.5 (2009)
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{Breast Implants #z&5E)
TIVEME) FILUEIE
1. IEZCHIC
Breast Implants (A TELE) &IE. RENEDHHNBWEIME (/L) DRIZFTHIELI-ED T, K
AMLT2OOEHMTHERIN ., — DXL AIZ KD I EYIRE D I EBEH (Breast
Reconstruction) T&HY . Z2 &1 ZHafi (Breast Augmentation) T#H 5.

FKETIZ 2000 F( A EEIE/KE FEEL 1= Breast Implants A%, 2006 &IZ(F V5 IIVETEE
L7= Breast Implants A% FDA MS&FESHLT=, Breast Implants (& FDA ASEREET Hi&H LIRTD
1960 FERMSERINIED . 1980 FRIZIFHERAAHDEAIZITHH, 1990 FEFETITIL 100 B
AU ED XA Breast Implants #EZ 1A iTE 21T T-EEN TLYS, 2008 £E(2IE 30 AALILEA
BT, $98 B AL FUEYIRRE D FLERBIEN T Breasts Implants DERAAES2T=, FLAA
BED 30% U LA EBEEZIT TS,

—7. BRIZBUTIEEERTA 5= Breast Implants A%<, BI(ZIXEED Breast Implants
NEELGVDOHIIRTH S, DA BENIEBENZ T HEISI T —E U EEHNT
Y. Breast Implants DHEZ JAA XEIZfED 3,000 ARREHEEIND,

BATIHEBEHAERLLZWERICIFEOADERNEZ oNEH, BERIEE-LOHN
HRIRESN THEELTDRELEREEZ D, T, BATITENAABEHLT 6 FIN
BEELTHLID. SEEAELEHIEERIDNRESNERTHEFAIN TS,

FD1=HIZH FEERFE151= Breast Implants A EZFEN THY. Breast Implants DFEE, FIFAD
IR, REWAREIZOWTREL., BARIZETS Breast Implants DIEYAIZDLNTEEDT =,

2. Breast Implants (RS

1960 £ELEIZ Frank Gerow & Thomas Cronin D= ADTEARIEN )AL S IV ETHELT-
Breast Implants ZBAFEL . 1962 FICRADIEZAA D THNT =, TDE. L TILERBIZLA
WA I RAMZ D, #4743 Breast Implants A &LRESh TiTo1=,

1976 FEIZER. BER. tHAEEDOREM. AMMEREESRREITOMELL T FDA AL
Sf=HY, BEIZ Breast Implants (XERFIDIEZ AA DD 15 FEHFBAL TOTHLLRSICH TS
BEHERI5S | 1982 F£F T FDA hoR & T —AREEFTRIN DS LI h o1,

1980 £E{X1Z (% Breast Implants DREZAH DVEAN TN B LS e of=h, 1977 FIZILHH
EFDFMAAEIRBA AT BIEFEED RN Da—=2 T #EHEFISIEE, 1980 FRIC
A%¢& Ralph Nader’s Public Citizen Health Research Group A Breast Implants D F/ 140
EEIES LIADT-, ThE 21T 1982 42 FDA (& Breast Implants 295 A I EfEias -9 5
EEIRZEL. 6 FERD 1988 FITIERITH/SR M ERMRR CHESN., 1991 ££6 AFTICEEBHE
(PMA) FEERITICENEH Do Nz THITHL THa—=2515 1991 46 AIC 329 4E
DT —%% FDA ~NEHLT=,

1990 £E 12 AIZILEHEIZH LT Breast Implants DR £ <BEJ RN TH 1=,

1991 £ 10 AIZ FDA (RS - EfH 5L 1) Breast Implants W RETHAMERT
HENEHERT DICIETH2EL T, BldT—HRHER D=,

1991 &£ 11 BIZ FDA [E—iE R UMERNEIERSER AR ILEREL . ESVRIEE., [BEF. &F.
AR, RER. BEHRE. REE., RARE, 82, 2% DEZ ERMHEDOEMRE
TERWHEEENSLELT IN—TI&Y, SESENSREL-REET —2OREIERELTZ, C
DFHl. Breast Implants DEZ A ET/IMRIZLEDH D&/ SR ILITEIEEH LT,

1992 4E 1 BIZ FDA [ZELULVT—4%18571-6I 251 Breast Implants ZHEZALRS T+
TEE-Tz, £/ ARNVIEREHFABEDIIIEBENTRE DA HEAAAERET S LEEE
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L1=

1992 €2 BIZA a—= 7 #HE 2O REREFZAFL . 3 BICZIE Bristo-Myers Squibb #t.
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