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15.1 Such devices should be designed and
manufactured in such a way that they
perform appropriately for their intended
purpose taking into account the skills and
the means available to users and the
influence resulting from variation that can
reasonably be anticipated in user’s
technique and environment. The
information and instructions provided by

the manufacturer should be easy for the

user to understand and apply.
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15.2 Such devices should be designed and
manufactured in such a way as to reduce as
far as practicable the risk of use error in
the handling of the device and, if
applicable, the specimen, and also in the

interpretation of results.
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15.3 Such devices should, where reasonably
possible, include a procedure by which the

user can verify that, at the time of use, that
the product will perform as intended by the

manufacturer.

16. BOEEE DRI DHEW

16. Information supplied by the

manufacturer

16.1 4 FIE 11 A B ORIl B Ok o s
ErERL WEEEL KERERELOE
MR SIS 2 W BE DB I U T MERE 2 TR
T OO ERF RS RSN IER
B2V, ZOBEMIL A ICHES DL TS
RFEHR TSN QORI IIE RS0,

16.1 Users should be provided with the

information needed to identify the
manufacturer, to use the device safely
and to ensure the intended performance,
taking account of their training and
knowledge. This information should be

easily understood.

NOTE: Further information is provided in
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SG1/NO09 Labelling for Medical Devices
and in SG1/N043 Labelling for Medical
Devices (including In Vitro Diagnostic

Devices).

17. MEREREAN . FZ 44 DB A WIRRY
Mhzate

17. Performance evaluation including,

where appropriate, Clinical

Evaluation

17. 1Bl A1 TO - DI INES NS T _TD
T A, ERETE L TR ESN 2T
EASYA AN

17.1 All data generated in support of
performance evaluation should be obtained
in accordance with the relevant
requirements applicable in each

jurisdiction.

17.2 ANEZE#HERE L3 DR IX,. GCPIZ
Rl > TEITLRT TR B0,

17.2 Clinical investigations on human
subjects should be carried out in accordance
with the sprit of the Helsinki Declaration.
This includes every step in the clinical
investigation from first consideration of the
need and justification of the study to
publication of the results. In addition, some
countries may have specific regulatory
requirements for pre-study protocol review

or informed consent.

NOTE: Refer to SG1/N040 Premarket
Conformity Assessment for Medical Devices
for further information on the use of clinical
evaluation to demonstrate compliance with

these Essential Principles.
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From Director, Office of Device Evaluation

Subject BEfFERMASOEFTIZEET 551000 O®E (Deciding When to Submit a
510(k) for a Change to an Existing Device)

To ODE Review Staff
#H : ODE Branch Chiefs
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ROERE, SN EIIIMERAROEE, MEBOEE, ©7 2R 5121, s100FTHE
BUTICEEYT2ET, 7a—F ¥ — FOEMIZEIZET S : (1) 5100DRHEZHEFT2
( (HBEE2HEE] LFRFRTHHHSI00EET) Fid (2) BRERERRELRET
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2—CBI DB RICESWTEITON A &4 AXEMER ST,
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19764 OE AL « EH - (LHEdRTE DO EFEIFWIETE (Medical Device Amendments)
HlEDEA DL, FDAMEB X, EfRMEE DT L > TREZEE B FDA~OFHL AR ATE H
(premarket notification) (510(k) % #RIHT 2 MLERH HLEIZOWNT, LV ERICESE
T5Z LB T0D, HRIEELETE, FIRATVEHIZUTOBEICRE LRITER 574
W2 ERHRR SN TND

(3) YRR, SFEPTEAIL TS, b L< IBFOIRLL 5 & LTHE b D
TH Y, Bif T AR RELE SIROBR LT E SIS TS IR L 5 &
LCHBbDE 5, TiRATEL IR EALIE F 7= 1B T 625 -

() HZEREHFDLEME T TIEIZ BB 5 2 5 AR DD 3 KRS D
EREEILHE (B, Ril #HL (EFERE, TR F—IR, RETEDEALEEE
7EVEHEE) o

(11) 4RSI D SR D KNG T 5 7 4 e 20
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—RUCLARTD Z D & 5 78 A & ADVERAEZE Tid, 510 OWEIZ D ~ & [RH
IO oMEEITFAZERETHZ LICEAEZEBEVTWE, 2089 RIEEITRRO
RIS IS B TH DI T E R oo, OB LvERN Thho e B2 E I,
RIETREN T D [EFREEROLHM & BIRORBIZCE ) BB OETIIHFICEICE D
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510)HICETARENFE I THDH E WD Z & EHEND DT BE L £ TOEW
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35



36

I EREOEENSH DL RERT DL L. ZIERTERIEETHDLEAH, S bHIZ,
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VY, EFRESREEO—HOBEEIZ OV TIE, FDAIXS EEx5100 03 0EE Sy, BEF
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BATDO19T84EGMPELH T, BRSO LHDORFHI DWW TEHEFE LTI ki
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FOHIHICRERT 5, A BICBT 2 R/RIET19984E6 A 1R ICHMT D,

LU, 19785 DO GMPRHIA E R DR FHIE iy TV 2RV DT Tiddevy, [FHH]
TiE, BEEEICR L, ER#S~ X ¥ —i08k (device master record) (§820.181) IZ[E
RS H LW HEE (BLUOEEOHNAR) LBET2H LW 5ER (§820.100)
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BRI REIND L2 RETH AR F—ra rbERENTWND (§820.56%
£ 1'§820.100) , & HiT, WEEH T, ERES RALEORZELXTDbOZED)
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(§820.100(b)(3)) .

S AT LHTNITRFEEICE L TRROBEHRH Y, 2 6 DEMIL199856H 1
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ZENRERINTWVWD, BOBEBIUHBRICE > THRERSERICHER S NLZVWH O D
TaERIZDONTANY T — T ARNERD D (¥§820.75) . Tt ROEEX, HE. 4
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BEREFIZOWT, 5100003 MEE L SRV I E R s b & B, FDAMGMP (1978
FEOCGMPE T E Y AT DB OWT RO T THIITSND b O) IRFETHZ LICE
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I, WSEENRBRBEREELIIMMOBRH AN F—va VEEIIE SO TEOBERRESR T
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EREEE B L OFHAEES T, 21 CFR 807.850) D EH: - 1154 51012
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o AHAFUATL, BREHEEEELLD ETO2HSITEMSNSN, RNV T—
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W OXBRETHZENTE S, Thbhb, HEEENHH100ZRET 254,
S BUTIEZHOERE R 55, L L, FEDOEFIZ DV THHS10() D A3
VENTNOHE % BT DAL A F v AOFIAICEEL Tk, BIEEE L OER
WARROLEEZ LRI EENICAE LR b bDE LTHKRTRETHD, Zh
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D510() A FBLUREIC 22 SO ZEE LA RNIFHE LT id R 670, E/TD
510 AFE LD LURTOEE L RFFICHRFT SN D HHEEORED D JiEHEE )
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BEES & BEMICTIR S N D EFHERR & 2 k3 55100 2 1R & Th D, (i
EHIL, LANZIT 27251000 BB L Slen o BE L | 5100RHD & - i &
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OB = P=T Y T FRICE > T, EEPLYHUERBSOLEMEE2I3H
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ERRV, EARICEAIAF AR EEICEA LT, BEEERT I D528k
W 7= )7 ) ORENRTFETDHTHA D, MEEENZO L) REHITON
TEFRESFTFMTICEWE DT, ZL—= U 7% LY AR LT, BEZED
HIENARTH Y, BEIIATA X RAETBEENT-HDICTHIENTE B,

o BUERFIIANA F U AEFALTHI0RERHTE 28G5 TH> Th, EHNMESE
HEOREFRIES NI E W) ZE B L TR Z &, —HMOERSHROEE L,
EEHOEFRBEVPEEDICFRE TRV EHEINDIIIEERTHY . YLER
BB TR FTRE & 22 DA HARATAR R FEL/LBE L D 2 EXH D,

5V

EFTN T BETFOERBBROEFE DO D510k & ZHT D0 E & MW+ 5 Do
ERMmBERERAVWTREER 2B TLd7e—F v —  2ERTH, & TOLER
MEREA GO 7 a—F v — MIKE <, FHLICL, EF2<HATZ &N
HETHDHNH LR, ZOD, AXLBEFINEEDTWARY, TORbH E LT,
BHIHATE DL 912070 —F %y — & LUTDE520/ ST —F vy — MISEIL
7o

ZRONDEFBBOFELREREOREE (A1 70 —Fv—})
FKROER (7u—Fv— FA)

Bl E i Re AR DEE (7 —F v — +B)

MEOEE (7r—Fv— +C)

o2 RIERELZE (IVD) OMEOLEE (7u—F v — kD)

7a—Fx— b THOON TS HEOERIZOWTIE, EEOHE (X225~ Y) %

BHROZ L,
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DIRILEZFLET D, OVWTHUDODWRENRRINDIETT7 o —F v — N OERIZEZ LAt
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