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[2 JECRI (20040922)

(ECRI : the Emergency Care Research Institute)
% %[5 : DrJames P, Keller  : Director of Health Devices Group
Dr.Jeffrey C. Lerner : President
*ECRIIZDWT, HP: www.ecriorg
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(AAMT : Association for The Advancement of Medical Instrumentation)
*$I5#F Dr.Michael J.Miller :  President of AAMI
Dr.Theresa Zuraski: : Vise President of AAMI
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4) ANSI AAMIEQ 56:1999  Recommended practice for a medical equipment management program @
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4. ATL#H
1) IEC 62A/453/CD Medical electrical equipment-Recurrent test and test after repair of medical electrical
equipment (D contents
2)ISO/TC210/SC  ISO/CD2 14971 Medical devices-Application of risk management to medical devices
(Revision of ISO 14971:2000)
3)1S012Y/SC3 DT T 5 I
4) Technical Information Report AAMI TIR No,17-1997 Radiation sterilization-Material qualification

5) American National Standard ANSI  AAMI EQ 56:1999
Recommended practice for a medical equipment management program
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(Adv aMe d : Advanced Medical Technology Association) www.AdvaMed.org
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Dr.Philip R. Agress: Vice President, [EIFREERE - 534fr - 7 27 #HE
AdvaMed TS EOTHAMMEGEOBRIZ DOV THERLEDDEF> T,
% AdvaMed (Advanced Medical Technology Association. HP:www.advamed.org) 12D T
AAE RIS RE A E R T TR TREOBERBECROHE TS 5.

1. TitA bR (estimated useful life) IZDWT
1) it J IR (estimated useful life) iIZDWT
- estimated useful life D& X FILKENI/ZW,
« estimated useful life |2{EMAFARHRD B T E(A—H TRV
- BATReLEDRNEES. #l HEE
L., BREN. BTNRNERRShNEEHT S,
- TR TR A IR A B T AN ERSSICRE I D 2T KRS OTRANR,.
AT E N, THANRSEE B0 E L TESRLDM.

2) estimated useful life D H 1 K1 AERIZDWT
O EBEIINSRBE IR DDITE X,
OfX¥izcaHizhzsrnk ik BN FEFMENSBIIL N -,
@O Z DRSO CRNENEROBBIBFHT RN SHADLDTIA?
@EFHEE THARFAFHORTWAN O A MK £k 5 721 T — R
MMBETTIRNN,.
GEfTufELHDEEN.
EFPARRIBICE SO TES ED T MR, FYITaffEn ?
O AL AL < Z LIIMEEAH B S8 - TR,
®estimated useful life & P LikEDBRIL?
@estimated useful life & AN & DBEIRIL ?
[@estimated useful life 2D D Z LA YICTEHEZR X ELMT

3N WERORAMIZONT
THABRESEICED A—AEBREAAMIZEA L2 THRNEDERITDNTH, 1251
A&7 TR<. AR B DESSITNERS RN,

HTHAMEERET2 EEHEORNNTESNR, /IS HZA - - -

2. Z0ft

ORAIERICHLTHEDIRBEL DRMNHDTES

@4 ROBENTEEIIT &> THD S H O TR,

32004 5 4 A 1 HETIEIZEDRVO TRV,

@B EES THREA AOHRBA S — TN TETRAESBENS N B LIVRL.
G®HEDSCIMI R,

®bH- L boiz k.

—266—



[ 5 ] FDA (2004/09/24) HP:www.fda.gov
¥IEME B<OBMERA T I (T ARBE) HEUHTH o7,
* Mark N. Melkerson,M.S. : Deputy Director,Division of General,Restorative and Neurological Devices
* Martin A. Yahiro MD.:HR=H2 0 0 34E/AERBEREL L ¥ — 285
Orthopedic Surgeon Orthopedic Devices Branch
* Jove Graham,Ph.D. ;| Mechanical Engineer
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International and Consumer Assistance
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4. AFL=7H
1) Shelf Life of Medical Devices April 1991
2) Power Point YI¥l : FDA Perspective:Shelf Life of Medical Devices
3) Guidance for conducting stability testing to support an expiration date labeling claim for medical gloves.
4) Guidance for industry Q1E Evaluation of stability data
5) Guideline for the manufacture in vivo diagnostic products
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