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ROTat AT, OF —L)—F —=RNLar T —ar A= R—Z4EH Q%L 2@, @777
EEIRC, @GBS E CH ORI I DA 4 —2VKGR 5, 22 Tld, BRRIRBR COIRER
AR DI PERATLIRBRIL Y RO FENHFEHEL . =4 —J7{EX° Bioreseach Monitoring (BIMO)
Program & ffEN.SHL, EAMERT D,

BRARGRBR DA A LIKRE (PMA) S8, HEEEFIC KIEDV 2T AUTHIGER 180 H LANIZ/KER
FERZTT, B, B RO A T BRI b DB AR DT — L THEELI TV, MEITIGLT
IR Z BRI L - Sk b BT 5, 8L WZ AT OERBEZRIL. CDRH (Center for Device and
Radiologocal Health 721 Tz B A THRIT— L2 T2,

PMA [ZED RSO BTz EF S Medical Device Reporting &V \)E=4—1 A7 LTl
TN TS, Fi- Ef RO A B2l Section 800, 801, 802 THIESID,

FDAMHEEE 74— &R DI, Bl RGO BT, R X/ INEBLORZEN 2L
BRI OV T HUIMB A SR T DIl AR S AL TR, BRI A TE IR THRFEN G
RETHTOILTND,

(2)FDA D OBEBERDOAT-URI - RRT49 DER S
TERRIEOZBEPCL AT GE A ZRE T2 L CHERRKFITIART <R T 4y ST ANRDHITHND, L
ML, EDANT L 2ERET D BARNY e (GE B8 D ITEERAR) THESSARITAAEE T, HIiX
FAE ORRIIEDN TS, £ CFDAIDEFHFASI G T2 E B EWEBT —#~\—2
(http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cftopic/mda/mda-list.cfin?list=3) & FLI A A 1T o



72, 2000 45 H 725 2008 428 H £ T 547 BilAGRI LTI, 96 100 {1 % assay %

15 #2)5

1 (/RNHEIA) 81 -, &
% 14 - Ch oo, FEMM NBHILIR AR
26 . ARF} 26 17, 1H{KAR 6 T o7z,

FOHT, EFBEIIT T ClassIliEEM RS T PMA 252177295 C. A &GRS~ H

—08 T, PhBRas.
1.4.1-1) ZBHR UG-,

x1.4.1-1 PMAZEUF L0 S RAMMEEESE] (2007 F£~2008 )

PWA Number Cabagory Device Name Approval Date
F070016 | Thoracic endovascular graft Zonith TX2@ TAA Endovasculer Graft | 6/21/2008
70027 | Endovascular graft Talent AbdominalStent Graft System 4/15/2003
F070007 | Endovescular graft Talent Thoracic Stent Graft System 85/5/2008
070012 |Qarotid atent E""’“"“" Self-Eqandirg oa“’fd 10/23/2007

tent with OTW or BX Deliear:
F060038 | Roplacement heert vaive ,ME'"I toflow Aortic Percardial Heart |1 13 o007
Implantabe moemaker with Biotronik Stratos LV/LY—T CAT—P.
FO70008 cardiac resynchronization therapy [Corox leads 5/12/2008
GLidant CONTAK RENBWAL 3AVT
A Systsm ir duding Modeks MI1SC/M155
|Fo100125037 ‘T)f;d“ 'De““m"""t:"'{;r“ 'o) [ MIS7/MIS9 Carde: 3/13/2008
rapy r Raeynchronization Thempy
Defibrillator
FoGoo1 g |Prosthess. hin ssmi—constrained. | ot Hip Resurfacing Systen 2/22,/2007
Totd hip system, ceramic Exactech Novation Ceramic
ROS0039 | ticulation |Ariculation Hip System (AHS) 1/5/2007
RO70001 |Totd cenvical disc replacement  [ProDsc—C Total Disc Replacement 12/17/2007
BRRTTET, B 14171 \ORUICRIRT YA (SRR HiEa, Misdk, a3, = ha—

FEORERF YN ChoT,
Wk, 755 432 (FANERBIE OB Cho T, TEBRARBIFRDS 234 Lt 2< | BR
IS TE 2 () 62 1, MAEPIEIRT /SAR 77 4, &Yy Eas- i
FLEAER 78 1k, BIUANEIRIERDN 44 11, BUERIS 20 1, ik} B &A)

DI 2007
ISR BIR O AKGRIR TG D O DRI IAZ AR Z LI 10 R (LUF R

NBEDHIE, T2 5 MBI, HIREDRIAED, ~AZLTOBHEDIDY) | L7 GRS
B, HAPEAEROA , SR, AE R, BIE) IR0, ZORM (3 ha— LB TR g
) | R TR,
HRERE
BEMSFCLLCHBEMIEL. BB LOMMENE

...... x’m#fﬂﬁ@:;
. Multlcenter{Y,’N} Random|zed (Y/N) ~a— :bﬁ‘#.aé
* Centers (num) * Retrospective (Y/N) CEDKRTHR

« Patients (num) » Masked (Y/N)

avka—LIzHLT

Evaluation Criteria ERZ |ﬁ “ﬁ]\‘;ﬁ
1. Bl
+ Duration (days) _* Mortality |5
+ Statistical i Adverse Events i |“ ™0
Analysis (Y/ Complications £ 3. ;EJ_:”
= Others snsnsmannsnnnannnns® . Eqi{ﬁqtij-

FRABEEIALNFERTHLAIOHIBMNELL, S<ITHBICLHELDTHS
EVWSBHHECREREAEL. FRERENHEICILIEORBROFTRLAE

1.4.1-1 7RI [EFE (GR 1.4.1-1) OfRE 7k
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R
& IAAHEER 1061 5BR T H 1 1R 5
s BIMEAE7E BiRE+—8EREEHEG

« OVkA—JL
- avbo—LEGL 21
- avhO—LESHY 8f4
« EEEFILO—)LEE 614
— historical control 2
— 3THERE 24
— B EFDAE SEAEFI 14
- EEE 1

« pIRZEarO—)LE 244

| Emzone, sLtamzasro—LEELTLAD |

141-2 HSRAMEEE (R 141-1) OHBET (>

R
18 & A A ER 1015 D4R &

- BRI [ARIZ10ERIL. HBROEMASOFHEA?
- HMmEE o
- SEBAFHE 108
. FHSMERE 2716E%
. THHBEEAN 4440
« abO—)LBEEERIER 25245

o FHESER (VRORRTARNSUR)
SEREE (RS A b O— LB BB AR) LHEILT
- MEREMLLITER T 144

- BRI EBELALEELNRE 14
- MRSPRFRTEENEAL TN 14
- WRZeMHLLEE 4t
- EALGVNED 114

REEBIESTLLBRERDTOAL ERFESME? |

141-3 SR EEHEEE (R 141-1) DFFEEFIE) R -RR D49k
NS AN EHIEER

FERIE, X1.4.1-21T7 3 & 380 | HimEBFFEA TR, finE C—H R AmEIEE G720
METIH -T2, 104EH 2 hr— LEEDS 2D 2320 historical control232ff:, #hAH&=aL ha—
LN, SCHkME 2 he— L8248 LB FDABERIEGZ o b — L E LI D 3 LT, Bl
D ha— VAR OLOII ThoTe, TROLEREROYSA, LI LbRimEarha—L
ZELTURNZEN DD,

— 7 TR LR SEAA TV 2T SRR Th o7, (X1.4.1-3) SRERFEDS 44441, =2
Y — VRS D T2 2 5 kS AL TV,

b — VEEE S O8I CURT XTI A IAT U AR AR LT L2 A HM1.4.1-31TR T L3680, 2R
LAAMEL RS ChoTo DDA WML MRS U, ZERFIELZEMMEN Qb o1
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TF, HEEA 2B DU T, SIERL LB ITEIL TV DX U Th o T, 70 HAGEER I
T UHEMEZRD TZeuy,

FERNDOEERIFFEIZL, 11, [EphaseS LU, KGR FEDT=O DVEER (phaselll) IXAAIE D= M
—IVEENRDY I~ — L REE DFEE FERZR LB — A Cdo D, KL CIEFRIE R A DO TRERI AR
Y3 BFDADpivotal study Tl EDIEFICSTERIERIN S/ E 4 Tem b — VR, SBREED 7»

DR, % ORI TIIB 26NV IFIEL NG TV S, ZiLb Dz ha—/ L TIRERD dow
n sizinglCHBK DEEDID, —J7, B, 105EsR 2L =D sk ILEFZE, 1506510, o EREET
BV, ZEIEMOZ P ADIERICE S Z BV TSI EARIBS T, BriGREILEE 2 Bk
TOz b —/L D G TR EETHL23, FEEIGIRIEAZ = ho— /L EUATREZRIRD O bz
1ToTHY, FEFHIHEB Z BFE~DOT o —Mi&Z L L TWDE Db o7z, A RIOWFFEITY A
7+ RAT 4y "RTURE KT DIRIRED LD A 7, IWREL YW 3 a hr—/L
FOENTODRERT DT, FELMDTRATOIATH ST,

H AR TBUAIG FRE A2 G5 T 2720 DRk 2 7238 A NS TD, Bl I, BRI CEEREEHC
B3R LLlR L, VEER, HEE, A& ORI RO D MBS OB Lk o JF AL, HE
BT E R L3N (Harmonization By Doing: HBD  H K EREHERSEIHIFERD : http: //www. jfmd
a.gr.jp/hbd/index.html) 23T TWD. F/z, FrllEREIHTGL Th, udZe &R 250 T
W T2 D AT LAR G HESEA D L 7o TR I R R g AT AT R 2 (R 78 hit
p://dmd.nihs.go.jp/jisedai/ /ERHEIRBHFEA AR T AL B MG 2 B (R EEE) http://ww
w.aist.go.jp/aist_j/aistinfo/report/entrust/index.html HEDHIL TS,

(3)FDA O) RS Bif%&
2011 5 8 HIZ FDA %, Advancing Regulatory

Science at FDA: A Strategic Plan"ZF&Z1 . rﬁ'a n cing Re g ul at o 1'&

A/( A~ ¥ - \

D RS ~OHVALIAZHOUNT, TFDA [3A /X Sciefice i{,f

— AR, BB OUGEZ LT, ZAaTL) o 90 T @Sy
o W e Y

RAVR R OTEPEEATHT2DIT RS AHEHET D, |
LUz BT, T21 420D RS 13, 4570 \—hJ—
Libiz, EREMROREASFOIET D7D D
FDA 25 DHEHE S 1L705 T8 A9, | LR TND,

(e =-v)
1) Advancing Regulatory Science at FDA
: A Strategic Plan (August 2011) FDA

1.4.1-4 Advancing Regulatory Science
at FDA
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1. 4. 2 BRMNDBEELIRY - RRDTINDER S
(1) BRI E 1T S ERMIRAFE L AR ED LB

a2 T CESE5 5, HASKE, 14728 CIEEICE DGR AT bE Lo TODN,
BU NEEE (LT, BINET2) TIXERDU AT Db TND,

T BRI IR E KBS D, MRS TIE RS RRE T ES LD, EIRIC OV TIE
PR =55 T (EMA: European Medicines Agency) IZKAHKER AT LB DHNY, — W72 RS aRl L
EMA OMHIFIEIC 2V ZENREN TS, 72720, BARIZB W TIERRIE S — SN A AR
PRI T O, JEiEERIC /P ESALCIY, EMA IZXAHH Fizds Y,

EU & EOFEAMABREL TR, A P —ERBLOEAROBEIOD B | DMEES LTS, ZHUC
RO EFRBEERIZ D UW T, BRIN TR BT 5 =& 7RG RT (Notified Body: NB) 728 CE ~—72
(Conformité Européenne: BRIMNDIEFIZHE G L TWDIEDOIE) ZBUS3-1uX, BN CH B il iz
TS HZEMNTEDHHAA B OBIV, EFRHERRD AR R IZIALA TR | 5 =F 85
FEAS 1993 4ED DR BRAUIZBAAS AL, 1998 ARICIERUZIRE - TV,

B 1.4.2-1 (2RI 1T D E AR OB BAH DWW TR 5, BN CIXEHA ClEAS A 115
(Law) | Oftll, EU A THEASIAIH54 (Directive) | 7300 | EEFHEEHIBIL TX TRt =2 05457
o5,

D FERREIHE S (MDD)?: —fRDERRE S
@ Ro TR EE S (IVDMD) ¥ (RN F O SRE LUV 0 Bk en
@ HLATUFEBNERREZHE S (AIMDD) V: A A— S ATRI B ek f

PR BT D PTE R T I EICER T B TERY, 24240 MHRA (3%) | ZLG (k) . AFSSAPS ({4)

REBBD, ZNHOETIX AR RS Om AP STl 5 5 — HiRaHERE % R EL 15, CE ~
INIBEPIRT~OEEE B ST DD DOLDOTHY | MO FIHEL 7= 222 - MERER iz &
EED, BE~DORGOENOWTIERMOHWNIZ ZRabi, A E OB Y 5 THilRE AT

NTND,

A B EAMREDEN A DB
MJIDD IVDIMD AEMDID
EBMEES FHABIAERSEES SNEADERRBEES
r Eumﬂﬂ?E‘FF I ] ' b
B BRI, TN A E SRS, W) A— 1L %)
EE Fay TR
(MHRA) (ZL6) (AFSSAPS)
3 ,m B

S0 66658 65650

\ E=H AR E‘A’Jﬂ%ﬁnh:ﬁU%ﬂﬂﬁ@@Fﬁ'ﬁEﬁl-{tboffﬁﬁﬁﬂllﬂi_/
142-1  BFRINIZHITHEEEEEDIRFE]
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H KR SRS ARBATEIC I\ T RESERDDITVAZ LRI T (o MRATUADEZ FThDH, ZZT
1. ERBEERAGR O 70 DR ONLE SITHZ DWW ORT, KETIX R 2 (Safety) &AM
(Effectiveness) &M /IR EANC AT T DI E L CNVD, — T, FONTIE, R RLEE OF

B NIUL, BETHHIEERETEIUTI, DFD HMETTIZIZRO LD TH T,
HERATZ KD HIDDIEIERE (Performance) D22 D TH D,

IR BRI T3 1T BERIR EDAT Y7 IIREIRD ZEBEhITHD,

@O Pz (Feasibility study., Pilot study) :/INBAS (10-20 SEF)
@ FHARZHM (PMA study, Clinical evaluation) : KHI (100-200 FEFILL F)
@ LA (Post-marketing surveillance, Vigliance, Registry study) : 2627 /L—>"

b NEDO 7=/ O Tl L7~ FDA OFFAELE R} 75 6 (77 AMOFHHIERERS (234
I, BEARRBRIT T 316 BT TS TR, BeROEAT 1, 690 il (BRAIENES) Th-o7z, 72 )T
Sty EHT, BB DT AR T D200, T~ A RSHIZRIEE O KRR R M Thh ¢
Wz, T2 L R E SRR 2 B R BB AR BT LT IR SR 2 S L2 DWW TR, D720 EH
BCHAEFEPHELNTODE DL BT,

CE ~— 2 BUGD1- 0D\ BELE S ARERIEFIENT FDA DI ARSI TWOD b TIdAe s,
Ruverok 523> CTHBIA T (VenterAssist) DBIAREN TS 7, Ziucdiud, Tl B

% 9 5, CE ~—2BUSO 7= DGR 7 fizk 33 B TH5, KETORBRIIBMEE CTOMELEL
TOEHE (BTT) 2>, —AIED FTREMEZ E D COEMER (DT) Lo TRERIEN e 503, —F
FMEOBIL DT Tl 250 BT L T, o4~ A A b7 Sk eisee ERA kD s,

7. Kaplan (28> THARY AV — (GuardWire, PercuSurge, Inc. ) Z Bl KEROEFIKAERIZES3 5
A 2SI CD ¥, GuardWire ITEBIIRF DA AR T A Y — Tl =T AR~—8D/ S L—2 35
WTWDELDThD, AT U N BT DT T/ L — B TAT U NAULT, BB A il
TR I — L BN ES ECHART A —2 B 3, ZOMEREIE, BOINTIE 22 Bl ERAER CRH
STz, — T, 2O KENICBWTIZ I A NIZHTZD ., 501[k]D 7Y T LEERRER T — 2 03kD 5
L. 800 BIDHEMERI 31T DT &~ A XKD T,

ZOIANZ, FHT ORISR O RN EL AR R AR (T AR T A —, 7S L—0 AT UM E) I
DUNVTIL, ZBRNIEIREL TNDZENDNND, Z D B DOUEIED 221 LB ~ O FH A
N BT DINEVIDIL, REIRRAL KT D,

# 1.4.2-1 [ZERHERRBOFIE L T RKENRAT N F7 hofilarmd, BN TIE 1990 4%
5 2000 FRTHAIANT T CE ~—2Hif5, MRIGHD S Tnd, 22T, CE ~— 2% BfFL Th,
FDA TORAI TV LRI G HY | BRFEDHEA TE TS, AARIZEBW T, Wbk
M KEOHIBNDIE L7225 TR, IZEFE RO ETIZ, BN TOEABIENOHARLEH) 10
FEORRENLLND, A EQTZETIVBEHSI, BN EE IRESCTWVEV I A v b b
DI AU EBHE N L THIAEEROME AN 10 £V ORI TERNZEIZED AL HYH D, i
LDDPRDNNTH I LD, EMETKR L TEER LR LT TR VAT < R_RET Ay T A ED
FNTESTUNEI HARTIZOFREE 2D FTHETHD
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£ 142-1 EEMIESTEOH: BEXEIRR TR ST

CE MarkElf§ FDA B2 PMDAZE ]
. 1 | Stentor/Vanguard | Mintec(/3/\<)/Boston () MEBIZEST R ] P
2 | Corvita Cortiva(~JL¥—)
3 | Fortron Cordis/ Johnson and Johnson (#) | 2001488 R
4 | Lifepath Edwards Life Science (k) 2001118 g
5 | Ancure H2it EndoVascular Technologies/ i EH 199949 A
Guidant (k)
6 | AneuRx Medtronic () 199743 A 199959 | seeeeemeeeen
7 | Zenith AAA Cook (K) 1999%9A 2003%5A8 2006578
8 | EXCLUDER WL Gare & Associates () RGEH 20024118 2007818
9 Powerlink Endologix () 20004E3 8 2004%E108 2008438
10 | TALENT Medtronic (K) 19994128 2008448 2009%
11 | Aorfix Lombard Medical (3£) 20044118 1] =3 S —
12 | Anaconda Vascutek/ Termo (B ) 200544 [9] =  S——
13 | EndoFit LeMaitre Vascular (3) BiGFH .
14 | Enovus TriVascular/ Boston Scientific(#) | EUiFHFH Ek{'“ f@;ﬁﬁrﬂj‘ﬁ{lggﬁﬁrﬁ)
AOEATHDEA (20065F)FT
15 | Apolo Nano Endomulinal (F5)L) - I:ﬁ*]lOEO) B=.
16 | Braile Braile Biomedica(F5¥ ML) | e Fr il CCEN—oFEE L THFDA
17 | ELLA Stentgraft ELACS(FTa) | e DEALNZITENLENIELH D

L, 2058 BRI 72 A ZRATHC L B EOBIHI O IF iR ABS3EIZL> T
EAMEFES VT, ERTICHIETE Z02TRY , o ERE i B IR E T,
KENZYAY « RRT 4 MaRERD EFERHIIZ DI CEI- FIER A F FEE VLT
TARIER SR RO DB D, Z D73, HOFLE | DA L2 RSN D,
ZHUZEEL T, BARIZEN COBRIEGFEZ KENFENROHZENELL, —HENBO =R
BRO T, METOREFF A DOBEEROEA T D, +or A IME - Z BRI TODD T, 2l
LU CHEHCEDD, BERDIRIEE VO BLENGIET AR TT DRENZEIZOR P> TNDHEE 2 B
%N
I, AARENO RS UG L2 B 2 LT ORSEI TV,
H AN FERER] CRMAINC RS2 RIIERERZ RO DK E S RA~OEFIIREECTHHEB 2 D, END
SR 7T | IARIRO EZ LR U7 B CHRAKINTARZE, RO HBNIZ TR DBN F A2
BIZUT= 50 HARD RS ERESTIE A LIZ D72 B Th AH, ZivlEbiz, BHAMA OS2I
T TCRD ISR BN AN T D LB 2 D,
IR R CTC (RIS TRl & —)
BEEIR s~ AR R e A
KGN A VT DI DBH DDA
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(ZEE8H

1) Regulation (EC) No 1394/2007

2) Directive 93/42/EEC

3) Directive 98/79/EC

4) Directive 93/385/EEC

5) Herman Pieterse. Peter Duijst. M. G. de Jong. International Medical Device Clinical

Investigations: A Practical Approach, Second Edition, pp.56. Informa Healthcar

6) VR 1 O E~ 2 AR TILBERT TR S BRI FE~ DI AR 5 AT LIetEte
fhrBRsEIREEWE T BB R D22 e - AW ERHlFEDBRYE | (T Y=/ N —4
L))

7) Ruygrok DM, Woodard J. Esmore D. Spratt P. Larbalestier R, Tsui S. Peter AF.
VentrAssistTM left ventricular assist device: clinical trial results and Clinical Development Plan
update, Eur J Cardiothorac Surg 2007; 32: pp. 735-744

8)Kaplan AV, Baim DS, Smith JJ. Feigal DA, Simons M. Jefferys D, Fogarty TJ. Kuntz RE,
Leon MB.. Medical device development: from prototype to regulatory approval., Circulation.

2004 Jun 29; 109(25): pp. 3068-3072

(2)3474/R—2aV 8T HERERIT—T U DHE
1) BRFD R A EREIDEL

Ay =—T OB, iR OEIIE, WHA0IREE TTROGHE, B 5 R, ERRrHi A
D DIRRD BTN,

A =T AR TSRO A HFEL CUVA DT, ERERLELT (Medical Product Agency)
Th D, EFEETS FRROBEEHII- 2 T b, LIedo T, ERERGTIL, FRIZB VT,
EROLROBATZT Tl | ARFEAESIEEIRBOBLUTH AT, YRAZERRT 4 RO DN
T ANBHIEIL TS, HRiE, B — XML TZBRITIE, ARASDTe O DS EE FRT R A
AEFEMANA TV, LT ET, RERBEW COEROFIEE BIRL T, EELE L ENEHAC
T3 DARHEDS, i <HBARFN TN,

ZIUTKRIL THARD Y /I, HIERRG LoV D=0 | o XBEROZEOBLEN LD 558
ITHZ LTI TERY | ARG HEEIRBO SRR T D, T2 | BTSN T, B
DFFEDZEICKEIL SR ED L, EXITRFIZRBHIM TN D e B D,

2) BIRFFEEUD B F

AT =—F O EFRLTIE, EUORBROEITEIODIEEABIRICHY | RO AN
LTI —E A GERIAM. BIS%) 25> Q\\D, Av=—T VERIE, BEDETORES MK
WEHBTT UL B BICEUICEE R RDDHZENTED, EZIZE DLW OEGRAI A HFES LD
THEHRITAFHSNTEY, ZUOBEITORBNZ R TR TD, BIRAIT, AV =—T L DE
FERLLITIX, BU NORANTZ7 7 4 AT TEY, EU NTH RERIESHEZEF> T,
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ZHUTKIL BHAD Y EIE, BENCIT M ERIEIHIBERT THY | ol & ol 7eiahviThoh s
WEREEIZH U | EDFERY—EZDE D T 21 2T 4 THMBE WG S 7o Tnd,
3)ERMEDEL

2y = —7 Tl HR— A= NZEADOFSHEWIROILTNT, EFRCMBUC T DEA LS
NIZIEHRIT— It BEESN TEY, BEE2LOLO THIUITENTHZDT —#ZREL, FH L3 T
&%, ZORENIE, Bl ESTe L TR RKEEFER DA TORIKIISNDIEHEND ZETH D,
Fo, BEIIREBHITRIC ST D385,

ZDIIRFERAAE R UIE AL, AV =2 —7 T TERREEL TRY, AV =—TF BT Dl
RIFFEDIFEIZEHRL CND, AV =—TF L DT BT IT O LT T, L FEEERAFIEAS &
DD, REFDOAY =—7 L ERIT, BB L OERS AT 2RI L UEEL BV TERY, A7
HOT —Z A DONDZEZ LB TV, ZOXIRV AT LI FHNTH EERYY — L7
S>TEY, KENHLFHL TV,

ZIUTKIL THARTIL, 20XV AT LA T HIRE 2 LIZIZT T EADT T3 —DIR
FR0, BGOSR P I D8 L, — e bSNTe T — 2N — REAREE T D L TN
ThD, ZOBEOFEMIZIL, 4 1L T, FLKEROKFLFIE ThDHILT ORI AR RE AL
DBUSIIRIEL TOD, — /I, D shts . BUFRERS AT AT HEVWEEICH L LMD
Do ZORIZEAL T, AV = — 7 VERIDS AARERO G2, HAEZEN>THI LKHNT
%, ALFRD[E 21— RO DB ~DEFAEI 7 D AN EDIRWEEE T, Fmitid 2 DFE
MR E DIGHEN T 5L TODEVIIRH D,

) TFHTIT7DRE

AV x2—T T, — RIS T =T 4o V7 ERMETHY | FEEFOIHEARIMEL, N"AF ST p—
IZBILTH 1980 FANDREANCIRY | N a TE L Te— LT I 77 O CThoTe, ZDLH72
FEATFEE ORI, TR LI W E A TOZ LTSI THD I EE TV BT,
ZORSIHTERX DB LIVROD, ZOFMHKELELTCOD, THTITIE, BANCBITLHFAEIC
BAL Th A2 B2 K- L Tvd,

HATIE. BHANC AT A DT bAELY — B LR LS T, FELFOIARI L& ME A5,
FEHACEZ Z D728 LVIH T, BATEBIMTOITTEL 2N EZ X TODFEEL LN ThHDH, A
¥, FETHHIT OEZECHETHZO I RMEDHY | FEFERER I D,

ZHUCBREL T, FA7 A = RICBE S DK DR LT i A b, AV = —
TR D LR E TR EAFERBRED G S THHDIH LT, BARTIL, FEAERED
DSELL A 5 TIsY | FER R, RERIEAROMH 23 fL T,

PLEFEEDDHE, AARTORERIT,

- BN ARG A FEER OB O (IR F O RMEE 125 T0)

- B AN B A L

- JEFSUEHEL | FEFOERD EO (E RO L5 Tr)
DRELDIENSINDEE 2 HILD,
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2. ERMBHRRELLXIIN—HALIUR

2.1 ERMBOSE

AA, BU, 7RAUBARE, HFH | A=AV T Lo TR SV COB E RS e E R A b2
##(Global Harmonization Task Force:GHTRIL, EESEAH O\ TI DD 5 - HEIHH, (A2,
WHE., VTN =T MEREIUTAT 0D T, AME~OERZEIXL, 2O B2, TR Al
OB, TR, Bt TR, RIS SRS Z A et 2 A ORISR, R AR O R
B ZIROFPEEZEI AN GILH O | EEFRL TV,

DOETI, FFEF2 5554 TR WO TR IS LB OBIHRO BN, 1HRE1L
ITBIEEN DTS I AELLITEO SAROREER LI THERBI B2 KIE T2 e HRYES
NTWHEER B ThH-> T, IS TEDHLDE) | EEFEL ., Bh CGREETS) THRIZ ED T
AN

BUBCTEDHIVTODIEFREIR I, T AREOHIRY M), LR I G 7Rl DA HIZE
&, X FRCT, MRI, WHET e E OBEHGEZZWIERE, V=7 7 Lo T HEHRREREE R, X —AA—0M
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C0508-x 72> TR, ISO/IEC TIXZZ 10 DRI KIEIZNAZSEL TRY, R JIS 238V D
TV RWNEDHHS.
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FIENHESN TN,

[EC60601-1 DAY EMEDIHH (9%) LB AR IT, BEE T 201 XL 3 Tk /s
N LT o TND, &2 TR SIS TE G U, IEC60601-1 DIFIZIE (FBF51212) AT D,
UL, BERR 2 R L R SR O 22 2% TIRO K O D REABE S5, PLTFIAER
DERT,

1) YAI~FVADEZ ST, EFRSEHTITD 1S014971 1Zxhisd DEEE DU AT~ 1A
VIS 1SO14121 T, [FEV A7 DMEDR A 1572 AL TERWN =225 TRV VR A D3
DEATE, BRLEE XN =TSN D TH D, THUTXKL, 1SO14971 D 6.5 il UAZ /%
Mo ] TIREFHIRI DRI A7 % ERIDS A TFPAS D, BIA T X BHREEI 1S014971
TIEAESNAH, 1S014121 DOFfFETITZATER, (6.5 HilFALA BHEAL TUIebiany,
WTTBIRI AL T 72 RS NS B SRR T R R TR, )

2) B TR, T2 RBEERNIELHERET D2 LA TR L T2 28 ) 28R % 4= (functional
safety [[EC61508-4])EFRL T, 707 T ARIZHIIEIS DR D2 % E L TV VD, IEC61508
D= RIIERE L B DOFER LA B TR CEMR B L7205 TUD, IEC60601-1 fASRIZITHE
REL TSI TR, 2005 4RO 55 3R CHaAMERE(essential performance, EP)AMEAX
Iz, EHER D IELHEREL 72N\ e R TR 056 . £ DOEREIT EP Th 5, EP |34
BRI ZE AT D80 R D,

<R BRR LIRS L R R O BILR >

TAVET, RS UL R B ORISR, BIEDHHIAR D ITIZ I U TE Tz, AnfEh7e
R A LR U N > Q2 E2AD, TRy b IOV IR & [R— D Hedfi
A IR B T2,

Z LT EU Tl 2006 4E(2Hhg# 54 (Machine Directive)Z &L T, T E ClLmE AL L T& 7= (K
WO ERIEGET D) R B B2 @ H 7228 & LT (Directive 2006/42/EC), 1# i
XFEIRER THY BT DIRND, IERSND FTREMED D, — 7| AT [EC60601-1 %
PrE$ % [EC TC62 23, DO#iPHZ = BRI O~V AT T ESEEEHILR LI & 5728 | il
FOFSHUIBHIZ /2o Tz, B 2 ASRIFERIMN DI U L TR A R D 0 B ThY | FERAL
DARZOMGF B ~OYLRA A BN TIAFE CE D, F-HERIRE O35 CIE, IO DBk AR
M2OMFET DT LT, EREIEERDOWNTIUTH R FTREZRZEE OBA 1, BISGRREA ST DBRIC
2fEDAANEDNT RUTIRDIRNZEZFRL TEBY, AEELTHD, 5% mE OFE D KO0 ATREM:
DI LA BEAICHBRETHD,
= va)

[FRRBC, LZRDEER / Zaikat A, 2007; ISBN 978-4-542-40405-2, HAH#U
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3) BT e
1. JIS TO601-1:1999. [ AR - 55— AP0 —fiRrYERSHH (IEC 60601-1 Ed. 2)
2. JIS T0601-1-1:2005. [=FHAERHERR- 55— : 2B — MRAVZELREEH - 55— IlmH-
IR AT LD EEREIHE (IEC 60601 -1-1:2000)
3. JIS T0601-1-2:2002. [ FIFE XU - 55 —HB: 2N B0 —fRAZER - 55 i - AlidHl-
FERG I NP - BRI M OV (IEC 60601 -1-2:1993)
4. IEC 60300-3-2. Dependability management-Part 3-2: Application guide-Collection of essential
performance
5. IEC 60601-1:2005. Medical electrical equipment-Part 1: General requirements for basic safety
and essential performance
6. IEC 60601-1-2:2007. Medical electrical equipment-Part 1-2: General requirements for safety-
Collateral standard: Electromagnetic compatibility - Requirements and tests
7. IEC 60601-1-4:1996. Medical electrical equipment-Part 1-4: General requirements for safety-
Collateral standard: Programmable electrical medical systems
8. [EC 60601-1-6. Medical electrical equipment-Part 1: General requirement for safety-Collateral
standard: Usability
9. IEC 60601-1-8. Medical electrical equipment-Part 1-8: General requirement for safety-Collateral
standard: Alarms
10. IEC 60601-2-46:1998. Medical electrical equipment-Part 2-46: Particular requirements for the
safety of operating tables
11. IEC-CISPR-11. Industrial scientific and medical (ISM) radio—frequency equipment - Electromagnetic
disturbance characteristics-Limits and methods of measurement
12. IEC/TR60878. Graphical symbols for electrical equipment in medical practice
4) EYFHR e
L. SRk 17 453 A 30 A AHT SEEEERRES 033001 55 A= 57 B 12 3 At Jry B AR A8 « JRREE R SRR
A AR N ORI K OVt ifn 8 o8 A SERGRIE D — A dOE T D IE ORI TICfED RS,
PR A 0D RO LK OV EL S BE (GMP/ QMS) 2R 5 K OVE 7RO TE My ONBUBELZ DU
TJERMNE 54 RENY T —ar HhE)
2. 1SO 10993-1:2009. Biological evaluation of medical devices — Part 1: Evaluation and testing within a
risk management process
3. ISO 10993-2:2006. Biological evaluation of medical devices-Part 2: Animal welfare requirements
4. ISO 10993-3:2003. Biological evaluation of medical devices-Part 3: Tests for genotoxicity,
carcinogenicity, and reproductive toxicity
5. ISO 10993-4:2002. Biological evaluation of medical devices-Part 4: Selection of tests for
interaction with blood

6. ISO 10993-5:2009. Biological evaluation of medical devices-Part 5: Tests for in vitro cytotoxicity
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7. 1SO 10993-6:2007. Biological evaluation of medical devices-Part 6: Tests for local effects after
implantation
8. ISO 10993-7:2008. Biological evaluation of medical devices-Part 7: Ethylene oxide sterilization
residuals
9. ISO 10993-9:2009. Biological evaluation of medical devices-Part 9: Framework for identification
and quantification of potential degradation products
10. ISO 10993-10:2010. Biological evaluation of medical devices-Part 10: Tests for irritation and skin
sensitization
11. ISO 10993-11:2006. Biological evaluation of medical devices-Part 11: Tests for systemic toxicity
12. ISO 10993-12:2007. Biological evaluation of medical devices-Part 12: Sample preparation and
reference materials
13. ISO 10993-13:2010. Biological evaluation of medical devices-Part 13: Identification and
quantification of degradation products from polymeric medical devices
14. ISO 10993-14:2001. Biological evaluation of medical devices-Part 14: Identification and
quantification of degradation products from ceramics
15. ISO 10993-15:2000. Biological evaluation of medical devices-Part 15: Identification and
quantification of degradation products from metals and alloys
16. ISO 10993-16:2010. Biological evaluation of medical devices-Part 16: Toxicokinetic study design for
degradation products and leachables
17. ISO 10993-17:2002. Biological evaluation of medical devices-Part 17: Establishment of allowable
limits for leachable substances
18. ISO 10993-18:2005. Biological evaluation of medical devices-Part 18: Chemical characterization of
materials
19. ISO/TS 10993-19:2006. Biological evaluation of medical devices-Part 19
20. ISO/TS 10993-20:2006. Biological evaluation of medical devices-Part 20: Principles and methods for
immunotoxicology testing of medical devices
5) ERPREAER
1. ISO 14155:2011.. Clinical investigation of medical devices for human subjects — Good clinical
practice
6) A MR kRS fR
1. ISO 22442-1:2007. Medical devices utilizing animal tissues and their derivatives — Part 1:
Application of risk management
2. ISO 22442-2:2007. Medical devices utilizing animal tissues and their derivatives — Part 2: Controls
of sourcing, collection and handling
3. ISO 22442-3:2007. Medical devices utilizing animal tissues and their derivatives — Part 3:

Validation of the elimination and/or inactivation of viruses and transmissible spongiform
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encephalopathy (TSE) agents
7) B
1. ISO 11134 Sterilization of health care products-Requirements for validation and routine control-
industrial moist heat sterilization
2. ISO 11135:1994. Medical devices; validation and routine control of ethylene oxide sterilization
3. ISO 11137:1995. Sterilization of health care products-Requirements for validation and routine
control-Radiation sterilization
4, ISO 11737-1:1995. Sterilization of medical devices-Microbiological methods-Part 1: Estimation of
population of microorganisms on products
5. ISO 13408 series, Aseptic proceeding of health care products
6. ISO 13638:1997. Sterilization of health care products-Requirements for Validation and routine
control of moist heat sterilization in health care facilities
7. 1SO 14160:1998. Sterilization of single—use medical devices incorporating materials of animal origin
-Validation and routine control of sterilization by liquid sterilants
8. ISO 14937. Sterilization of health care products-General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process for
medical devices
9. ISO 17664. Sterilization of medical devices-Information to be provided by manufacturer for the
processing of resterilizable medical devices
10. ISO/DIS 17665:2004. Sterilization of health care products-Moist heat-Development, Validation and
routine control of a sterilization process for medical devices
8) VIt 7R
1. IEC 62304:2006. Medical device software-Software lifecycle processes
2. CDRH US-FDA:2002. General principles of software validation: Final guidance for industry and
FDA staff
3. CDRH US-FDA:1999. Guidance for Off-the Shelf software use in medical devices: Final
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