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WHBDEF LAY RERSNTEY, ZhWOOERT AAAE, BEOR LA HEL 685
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ANNEX I
B RO ESER LI

B EREORRICEEL T, AHRNEEMICE SLEb I, 1B 0B R OVE BT
AUERO— AW IE T DES (B 24 45 9 A 5 BIEEE 79 5) LI bShi- 8 ER O E
B I A T3R (Replacement : F2 EOFIFO BEFETAZEN TELHBAILRBWT, TED
RROEI AT 5 R A ERL OFFIA 52 L, Reduction: B¢ EORIA O H N5 ETS
TERTEAFIEC BT, TEARDFOF| it Sh 28D 0 3E AT A28, Refinement::
FOFICLERBEICBWC, FOBMICERE 522N HELL>TE528) e ll- Tk
ZXh, BEfTEnThERn e, LER- T B EBREIINZIRO B % #ER 5780
AERRERIZBW T, 3R ORANCAUE L CES TR s Xb 0 ThHD,

AIECEDIES invivo RERIT, BT A ARLLCER CHEAE TELT ARG EREOT /31
A LA R R BR T MR O MERE . AR O et TRBR MR TE
BT ONT R A A U, Bk, SIRRET B i oW CHEBR BRI . U Tl STl &4 DB &AL
B HiL5,

B EROEEE ORI W, SN E Rk, SR EBEBLE in viro (HEREFE
R RBRASEHIN. ZORBRITI VTR M2 & OVAY FEAE I T bz £ T,
RERD B AN U BB 25 E L, RS RO E 2 RIE CEHBIH M U T
THENRBS,

AW AR AT A CRERS TRESNEEREZENL., BN HE R THIMEL

T, R EAVADDOES ERFELRHIBEM LI VDR, RUMEARDIZD 7 3o
AL BRBRELE ORISR SR E L, LROEMFIEL: LT, KUBHCHEYH,
vV, LR T 2EI~SE A, R T A ADMER T A RIS T DM R O —E
OFEEFEFEER LR ORBREERET D, '
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ANNEX I
TRBROREFIE

AFMH AT BN TCEELRVEATRBOHELT, Wi BEOE RPFERL &I
DIBRRT /AATHS VAD DEBHIN S, | |

FhEHHEMBE T, 1980 FRE ECITON AR BRHOREHBRNE O A4 -7
AV AT VAD VAT ADIERICHWT, AL A5 ST FRF R 60 HloEFIRS
RObIL, MEED 4 FLL R R SIREA ENL 2% REREE -, LHLARE, Z0iEE R
LIIZFEPIEITEED AL TRRBRICH S X AL -0 S, Bk S il O
SO D22 RS EIC BV TR OB LI 5o e, ZO%AT iUl HHAR
VAD T3 Novacor LVAD System 5 TF HeartMate VE LVAS OIEERIZI\W T, B4 7 — 2038
AIEEEEBLT 6 FlOREFBOERILVERENE, 51, E 0% KRN IA LA AEE 7]
(Bt A D0 AT D) BBV ARG AL | B ET—F Y =T DERUE S8 R i Lz,
YR HEAACTH A AE A T OB O R RFER 7= O FEM R IE Tk, BROESIEIT Lt &
FE LT feasibility study OMEREE R DL OILEHIRIE . pivotal study bE1SEIRTHEINETE L X 5
D LR ALNTND, FIUCESIWTITh R IERE LT, BB B 20
EVAHEART iZ-2% YT feasibility study 3 4], pivotal study i 15 23, st RE N EEOHS
DuraHeart & Jarvik2000 Ci3 6 BIAH TN A0, FEBENT, ZOLIIE, AKPIHEAT VAD O
BCi, EINTEBRER TR R A, [EINIEEE B B IR T oL T RO RS L - I
EHBBRI-ShT, —F, PR WEREASIC L TRELNTHREEL WS e HE T
LI, mifREREORL - RUEL HHA S EMMRY - EHE OB HRBELI =72, B
HERNEETDHTEDLIL. D THEMCEREL =0 ThHB,

I VADIZIH BB R HE L > ATHEA AR AR LT
DIFARBINERHE VAD AT AMIDW RS 5L, BUF OIS EE BT AT ENTES,

1. ZRETICAT IO a— A TONEHE I I BERRBR RS2 RESEIN TEY,
FIBRIRHEIS RS B RSE T, 7 AE T, R EEE I L CIBRICIRE
HEALER TS,

2. (RASXBEEERT VAD VAT AIEGFREAES TAEELEAIC ML CRAAE
NHBESELA2OBMESRICREERINZILL S, B ELE W, BELTEREE
i LA H DR E S AI O B RSN EE ChY . MEEL R DIEMEIZ L Tik, 15RO
T2 T HEBRD TREEE D,
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Pl OISR BRI VAD AT ADBMEEERL., WEETOBRIETF A, JE
BREEFABARE ALK EL  RBRCH DN T RENEEFHREIC U LT, TR T
WAL FBIENEEL, — B LT, TR0 DR EH0FRI (EAKE
Jedr 4 R B A G PR H A EIREE 1047 5+ 1048 11 B 30 B IZf b ThB I,
B PR SRR O I A SR EN S B, RBRITE OB, SR o BRI, EOLSRBRT A
VEBGED, POLOEMREE BEERET D, FOISRERRETNRET B
T EEERL., BERRROERSRHOFIELEICRIRT AL ENEEL, BN S EL
LCh, HEEORBEICE SO, BUEORMICE-SFE, SRHERAFIA 551 (Bayes it
BFE) L BIROTE LSRR SHIBERE RS, Zhb0 K EiE— R K& EFRE 525
ZEA AR, [HHERBR O D OFEARA BT EEE W H D LT, KBEOLOOM
B+ R E D BT L B RER A 13 BAERE TS, REOHBERLHZEN
B2 OB, Ee . MICMBERBRO T FAATL, BT YA BRT YA SBIETF
A B ORABBRESNTEY, ZnbO T AR U R st o 5 S FI R T
55D,

ZOLIESHNC B A T URIIRGE AT 55 T, ARG OBEEBICRB VTR
L DB T, B0 RIER LB E ST ARIRRL 720 | TR O ERAR TR & R AT TV
AEESER TV LI L BE OZEEIRLRMLRERE R BIT AL, IV A& A
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ANNEX I
it A T

TRERO MR OB M LU THE T &L QOB m B EL,
VAD (AR ER) 1T B35 sk A2 L5,

2, Eﬁfﬁ-EnﬁnJ?TiI?Eii“'%ﬁ%ﬁﬂi%ECJ:Z)ECMO/PCP_S"‘/R‘}‘".L\)SQUVADVR?A@?@TJ@{ZSH%IJ%}
BLTHE,
FPIREERE R BE LA - BT O - HAEMEb -3,

4. WBRETIEENEET I =0 70T, ISR E N O ERIEE 2k 5 Tha,
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ANNEX IV
EEg A N—TF AP —tal

KA AR TAL TR LT DEARBERBE R VAD VAT AO@ I AT,
INTERMACS @ Profile level 2LCix, &L T Level 1(Crash and bum) So4RELZ LT Level
2 (Sliding fast) 735 Level 1 ~DBITREPBESNDLZIATHED, ZOIHRT NAXTHIRIL
Shich &L T RVAD LLT0 30 A#BIT, KIE FDA {23\ T HDE (humanitarian device
exemption) THOEBEBIZHLONHD, ZOF AW, BEBRCHL TEERMNZE
B ST RS A S TVS, EHTCEEL RIS THRENC W TORER COEEG O
EFFTIOHEDLATE LT ATHDI, AFICE LD TENRBRI LI, B ERM7ZR 4R
T 1SO (International Organization for Standardization) i EEFET /A RDRGHALEED DI 2
TEETAELIAWREDOLIVTND, Ei, S EOMH S ROBEEL - BOESE L TR ERT
A RIS O E R AL A AL LT GHTF (Global Harmonization Task Force) )Yl
&, FD1% IMDRF (International Medical Device Regulators Forum) &L TREROD T M%7
A AL AL RBL TSI ATHS I, B M EBICR W CERER 2R H AL
J= HBD (Harmonization by Doing) 25#a& . EEHERIGBROHGE, AR TR AL TREL R
T AKEI OB, SRR EE R D SO RO BRFPED ST T,
*EToRELHEBHE VAD O L P AR THDH INTERMACS® (Interagency Regisiry for
Mechanically Assisted Circulatory Support) CORRERA1EL T J-MACS (Japanese Registry for
Mechanically Assisted Circulatory Suppor: A ARIZ3315 VAD B L i RE D7 — ZIEE) O
b B RR AT BTV Th, HBD OREICEZLIAHHE), ZO L5,
B CEL BT A R BT 5 F RS ROV TO T R RFEL BRI B D444,
B RS EO N~ R 7B R L TRERE L S DI b= COTAT7 YA 7ML
FEFET A RO IR DT R O BB I A RSN CE T R T S A RICRNTHE
ERAERT S ADFIE R R SRR EEBLIRWEEL L, 73 ADHFAVH
FELENA~O REPEADTD | BERRESTTHHIEL—FThHDH, A ANNEX (3BT,
ERi e N—FF APl o0, R BbaE AT ELDI,
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1. ISO(EF e AsE)

ZEMTORE O AD RPN DI, B R IE B O3 B A (T T A b kG R
SR - B - AR BN B A E R B S RBSE DI R B L L TI94HEI B & f1 7
[EIBR A7 B BE L A B A3 (R R EE HE1 4% (International Organization for Standardization: ISO) Th
B, HRA-EONRKA IR B0, BR - BERE RIS B LI S S Hi-
B9 oBEEHEEER L TN,

2% 18O T B RO B L LT IR ORI ThD 1SO13485. JAZ <2 b
BTHD ISOI497L EFT A ADBBRENETHD 1SO14155, W02 A TG+ 575
7> 18010993 Lo B0, T b ILBREINILAE RN IS SR T 5, £ B ES e
<27k (International Electratechnical Commission: IEC) D —E{Z 2V vTh ISO ELHEEE AL AN
HOPIZIL TEC60601—1 [XEFR T/ A AOBREEMRBIT OV TOHIE ThoC 1SO bhIE
EIEETBUEDLDTHB, |

2. GHTF &% IMDRF |

BAROREVERRARL DO A A BRRA A 25 B R 2 R P~ 2 L% B
RELT 1992 ARSI ERAEIRS O EIS R A LA E 0 S E2 285 GHTF (Global
Harmonization Task Force) Tl %, ZZTIL 7 V7 - A £ 7 =7 #udi, Ak Huli, SR i = h 2,
DREFETHDBAR-A—ARFUT KE D77 BINEE DRSS B EZROAREELI -
TR N — T DS, A 7 AR 0 e SOl R e — 7 1 CHEH IR BT
FEMES V-7 2 CIIITRERE BB RS 73T E AT b AEES L —F
IS (FE S 7 BRI & - HEREIC VT DI KA CER, ZNBOD GHTF
TOFEERELL T EERERT S AR ORA LA 2 IES 2 S CENS RO B
FAFERG RS2 0) IMDRY (International Medical Device Regulators Forum) T35, 74—
ANZVT T TV HEL BRI A B AR, S E O BB 2 R & b i R R
WLBILT 2011 FODBEIT TR LRI, B ADDILEAESHIE L5 556 B & Mk s
FRERRICEMLCND, 7 U7 MOV HZLLTE b EbY GHTE O liaison body Tlho
72 AHWP {Asian Harmonization Working Party) #35, AL S—EIL7 ViAo R DT Y
FEL AW B AR AR RS T B, TR, LU T T AU BT T LA
SIVET TYREAD 16 BE - HIABINU GHIF CEE~—RE L7 D7 Mo o
IR A o D el | i O/ 5 1 D G AV

3. HBD
DE RO ERT SAAOKREED AR OBHOBS A MAILE HIHELT 2003 417
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{FE % BR44 L% HBD (Harmonization by Doing) bk, A KMIEOEE FRBIML 0D BIED
L P LA e T (WG) FARAEL WG| DFEFE LA B 1 har— L DS EEL
S B AR A ST A OB, WG200 T H 1 4 Hi iR R Hi PR R BT O S FZ B35 A KD
FHHT VT OREER O/ OIERE, WGSBS ITE & TH R RH R T A A% BF R
ATEDIHREBTARO EHO X T, WeAO BT HE R B e RINTEA LR
HETHETHD,
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2. L2443 1 1 AN IEAMRES 0301 5520 5 EREIBO A YIRS HITTO KA
Ko 2%

3. MESROBEILIERICE T DHARTA2 (2010 4EE S RIFFILHERA) - 2L R Ta R
HARZ A2 (2011 FYETHD) '

4. RBBEFICRI DB ERE O EMI T B EANS CER 18 S I0E R s 71
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5. KB K ORI O TR ORI BT 5 IE0E (TH 18 4F 4 15700 88 )

6. PRI 12 A 28 BANTEZERIS 1439 B A TSSO L0 e RS Saess i
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7. BYHEBROMEYRFERI AT IZH ART A2 (2006 4F B A AT E58)

8. BMIOEER EEICBT i (BFT 4846 10 5 1 QRIS 105 7)

9. BASEEOFE T2 EREEIC I A ER SO BT A A RS}

10. AR ER OFTiE 5 EREIEI B 1 2B 8 X O il B 35 A st

(1S0) |

11. ANSVAAMI/ISO7199:2009 Cardiovascular  implants andartiﬁéal organs - Blood-
gasexchangers (oxygenators)

12, 1807199:2009,:2012Ammendment Cardiovascular implants and artificial organs -- Blood-gas
exchangers (oxygenators)

13. IS010993-1:2009 Biological evaluation of medical devices - Part 1: Evaluation and {esting
within a risk management process

14. 15010993-2:2006 Biological evaluation of medical devices -- Part 2: Animal welfare
requirements

15. [SO10993-4:2002 Biological evaluation of medical devices — Part 4: Selection of tests for
interactions with blood

16. ISO 14708-1:2000 Implants for surgery -~ Active implantable medical devices -- Part 1: General
requirements for safety, marking and for information to be provided by the manufacturer

17. ISO14708-5:2010 Implants for surgery - Active implantable medical devices - Part S:

DERDEIEORATIC W TR EMZ FIV 2 ECMO 3 AT A B E5)

Circulatory support devices
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18. ISO15676:2005 Cardiovascular implants and artificial organs — Requirements for single-use
tubing packs for cardiopulmonary bypass and extracorporeal membrane oxygenation (ECMO)
Implants cardiovasculaires et organs

19. ISO 14708-5: 2010 Implants for surgery — Active implantable medical devices — Part 5:

Circulatory support devices

{IEC)

20. TEC60601-1 Medical electrical equipment - Part 1: general requirements for basic safety and
essential performance

21. IEC60601-1-2 Medical electrical equipment - Part 1-2: General requirements for safety --

Collateral standard: Electromagnetic compatibility - Requirements and tests

(J18)

29. YIS T 0601-1:2012 B fIEGHEEE — S 15 Bl & R CEAMERIC BT 5 RS RIUH

23, IS T0601-1-2:2012 25 12 1 : 22 AN I T 2 — A Bk SR B-EREV L M-SR IR O
Bk

24. JIS T 06012

25. IS T0993 [EFEER0 £ M HIFE

6. JIST14971 [EFeHE-) 27 <3 A MO E R~ DM
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97. ASTM F 1841-97:2013 Standard Practice for Assessment of Hemolysis in Continuous Flow
Blood Pumps

98. Thomas Fuehner.et al. Extracorporeal Membrane Oxygenation in Awake Patients as Bridge ro
Long Trahsplantation,Am j Respir Crit Care Vol 185, Iss 7, PP 763 -768 Apr,Apr 1,2012

29. Extracorporeal Life Support Organization (ELSO)? General Guidelines for all ECLS Cases
(Version 1.1)
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