HAREEMEFHAFEEE
MEAFEELETILARIIEEE
(AEmEOR LEEZBEL-
FHES K- T 0T S LDRRHE ]

HERERRWE LWMIE - BE
(RRERE - RIEAEF v 2/5R)

RWWEZD, FIHE—", &¥F B2
1) EEEBAERLRERET DAY NHRH
2) ERMEAPHEHPBAENR

EFEHE - LinEEEMNICEITSIEELES -EE -84

@ Declaration of Helsinki (World Medical Association, adopted 1964.6, last amended 2013.10)

OEESDERKREEEDE D ELE (JEF5, 1997.3.27/8%0, 2017.10.26 5% &R IE)

O EEBBRDEERABRDERDELE ([EF, 2005.3.2387, 2017.10.26 5 H2H1E)

QLT /LA EEFHETMEICEAT SMEIEE (XFE-E5-#E, 2001.3.29% 7R,
2004.12.28 £ ERTRIE, 2013.2.8 2 BHIE, 2014.11.258K1E, 2017.2.28TR1E, HETH)

@ NESHIRR DS L (2B T 158t/ EFESHIRE D N EC R UMERIZEE 3 558t (Bix=3CFl - E5,
PEMFER=3FL, 201411258 RS EME 1502205 TIE ], SRETH) (L4, 2001.9.25%7R)

O EFHEICEAT AGIEIES (TR -E S, 20026174 5%, 2004.12.28 & ek IE,
2005.6.29TXIF, 2007.8.16 & R IE, 2008.12.11E, 2015.3.31F L)

QSRR IR T AMRIEEIES (JES, 2003.7.30% 5%, 2004.12.28 & B2 1E, 2008.7.31 488
M 1E, 2015.3.318E1L)

O BHAEEEZDL M OMEEICEY 541 (BF, 20131127487, 2014.11.255E4T, HE1THR
BI|=2014.9.262)%7, 2017.11.3021E, 2018.11.302(1F)

O NEXFLETHEFZZMEICET HMmEEIEE (LR -EF, 2014.12.2287R, 2015.4.11f
1T, 2017.2.28—ERTRIE, 2017.5.30FIFEST)

QLRI E (B9, 2017.4.1420%5, 2018.4.1KE4T, HE4THREI =2018.2.28/3 %7, 2018.11.30
RIE)

OEENFHOMERRICETI-ONERANMIERFERICAHATIEFIRERERE
R (NERF-XRL-EH -, 2017.5.1223%7, 2018.5.1151T)

2

I KDEEEEIC
Xt 9 HiE{E - BEE

B BRI

SRS MEDREEE
MESmE B WHE - BEEORREL DL
OEREF | B [mE - BEOIRELY S 5

SHRBEEZEAHLEH TORRERDBLDFE

5 |BEERERER RFETAHAAEE-
. BHTET (RiNER) T
B x|

BRFEEEE GHECHTIATSIES
IZIXERBAXZELFNITHTHRIEZZIZKYRRIL
T 2R EERMEICSNT 28 BICRSUER
EBEATIERNEE— T\ UNARE
A%1B)

)




R BRICKAREETE
(RETAEE
[ B;K70958 ) (Ba:a20 5152, TRI16ELERE)
MAEXITBERICE > THADIER X T EELRESNLF &
EEELEEIL CNIZE->TELH-IEZEZRETIEEEZEA

DR EITAER :
QEBIBRITERE e
DRBEET3iBEH BT 4
QHERIF LIS o TRESL BB HNBEINICE
PRETALERBEDHDEZNRE
6
SIS B R B &

O IEEHBER=HBERLEDFRAMREMEERIATREEICED
(FTontf) EREEETEER

oL, EERLED T RETAEM - BE AL HHES I
LY EEFEEEZBENRSNIDITTEGL—APFI-BIERDORE
BROHLEMOETRELGE

O IERBOREE=RRAREREI DIEICOVTEE (FE
D) BERSNSGEBEEDIZ (ERLEHEEDIE) —ERK
B (X eIy 2 ET (W%, GCPE) -18éhE<F, JOba

JLIE ST

S BERITANEIN-OTEENRELELZEVWSERFR (LRITAEDL
SIEENKELLIEEDSAM INROONLIENEERDS
nsd,

OHFRALLOARBRDILIIE, —RORRLIFSNALBVEARRE
BISEBATIEAK, RERRIICELL TLIENEFRAEREL, BFED
EENBEDRRRELZBRLERERZELIZEEDEA
HFFBATHETHY, TOHEIL, BEADNFEEELREZND
BREICEEMOREEZELI2LOTHAILELELL, D,
ENTREYSZLDTHAD (REBFIRBFAS0E10H248)




RRER EFERDEZS

OHNEDHE, SHEHFIRTIE, FETALETLOBMORARE RS
SEEASNELEEICH, GRRFITZDEEILERHONGZLD) B
EBEICHT HIEFE (BB RO TE-(HEERSE),

OREXIL BEHLIERTAICKYRT LI EXGEEFEINEOT-
EENEFDSSLERTAZZ T TCWVETNIEEELE EXLEE
FEN LGN HIEED A EEENROHONDIHZE T DL TR B
NRBINSILEHIUL(REHTRK 128598228 (L), ZRaHT
BSE1T A1 B(EXRGRERE]) .

OREHIL BULEERITAEZZTHHFIEORENDAEERLETS
HBHRROREEMS I, EESN-ERTANELLIBEHYLELDT
HoGEUNIIFEVE, ¥IRLz(REHTFRK235E28258),

ERERRE

[Ri%£7155)

OHEIEED=DICHMAEZFERTLEIL, HRAENZTODEEDOHMITICO
WCE=BICMA-EETERETLIEREES. L, FAEI H
AEDERRVFDEBXEDERICODLVTHEHEDIELL-EE, X
HEDFEZLTHEENET RETHo12LEE, ZORYTHLY,

QEIZHEDREIE, FREXIEEEENCHERAEIIRTHKREEDT
EEIHITFAL,

OEERARDEEDFERE—MREZERAT IR HELRE-F
ET5F (ETREEANFREN-BIFREREN(EINARE L 2—
BEDFLaF Lt 8—) MIITEEA (B RREERE) - #7520 £ k-
I TBUEARE)

10

EEREREEOREY
(BEHTETED
[Rix415%]
[MEBENTDEBEOAREICRIZBITELGEWEEL, BEES
[, CNICEOTEL-IBEDREZHERTHIENTES, |
DEFTBRITOEE—ERLGLHIBEEEDIEZL>THRE
LG of=CE(MRERICENTBEZILLI-CL)
QOEBTIBRITEEREROHIIEEDOHKLE

11

BEREEEORIEH
(RHETETED

ORLUEE —MRBECEMT OMAMBEEHRE-RETS
E(EIRZEA-ZREN-BIRRRREIA (ELLSAFRE 75
EDFoarers—) @I AEEA (B RREHELE) - b4 #E
R A TBEAGE) —— RN RE - HERE

SHRFZEITHEE -BITHRTE (HREBICHLTEELEZ
FHhiL)

SARKBEIRSNIBRT ERLEREDIEERTH

12




RETAERLEBTETERDEGEL

ONREDEEDHES. FiETA-HY, BHETEIT-L,

@ HR R EAR Gk RiEsE F k2946 H 28 512448, #E1T152020.4.1)
RETA—BERVUNEE (BERBEE) T RNLIF (=

EAWMIETSE), TAITARMNL20E (RiE7245),

BT ET—HEMITERTEERA S108E (RiE1665K 118, 16751
IH), (> REANRECHENTEAREN-EENDEE, HEFITHER AR
M5204) ,

@ EIER| B DREERF CGEEF R - RiF404XTESH > RIERETI%)
RETA—FETAHRGEERLER),
BETEIT—REITHEKRE,

[(EHSEZEDIRADCH S, SEBATEOMEICDOVTIEEILELY, ]

13

A7#A—LK-a vty FOEHR

14

A7+ — Lk 2V FDRILER

ORREICEBREANH DL

QHRENHEREFICHLT, ARBIVHAESMICOVTE L
BAZEITo-CE GREAEH)

QOMREDHAZR T -HERENEED (EEREIZETH54
HOERDIFELAHOTFLGLLAVERREICEIYRELT-C
E(AEEH)

15

EEMEDIZE DRBAEIE Angmxmmisssi2-4)

D HEDLH R LT OE - CHIEEO EQHAEZ TS S

© FEMEOZHRUHEESTEDES MOWRSEL AL CHRESRT
HIBEICIE. EARESEOAH RO ARREREOHEELEOELES
)

O HEOEMEUES

@ HEOSEFERNRENSIESN -5 EROFEBNESS. ) RUE
B

6 FENRELLCRESN -

© LA B EITE LA BB T RSN YR R UFIZE

D HEAEHER TSI DL ABL- B A ThoTHMBE A HETES
5 (FRAREENSDBEDONEI - BEBLA LA RS EE
NpHEElL. ZDERUZDER)

AENERER LTSN A S RAE LGV ERIEREEHEI T A E2EST
R R E AR IR EZ NS

16




EFMEDIGE DERBAEIE Ansmxmmesisiza)

© FRI-ET BHEBABD AL

M FEAREZEDORDICHELT. MOHEHREEDBABRED RS
RO L SR OMENE DRI X B ARV EEN THRHEE RO
%®£§E%7éﬁﬂék¥2ﬁﬁ%636EﬁUt%@k%X@ﬁ
BEDA;

O BABSZOREN (ELILTHBECEZORE. ELAMIERX
IR T EHRE KT BB EZOEEEE.)

@ B EERORERUEZEOSE

B HROELES. BREEOREI=FEIREHARRUEADIREE.
BREE DRI EARIRHARIET AR

O FRARESRVZOBEEE D DOERE~DHRE

B FRAREZBENEEX BN HIBAIE. ZOERUZTD
HnE

EEODEE R IERTAEEIRRDBAEICE. MOBBEAESIS
By AEE

17

EEMEDIZE DIRBAEIE Angmxmmisssi2-4)

0 BEOZEERAIERTAEESIHEDBAICE. HEIREAD
BRI h 1 AEE DRI BT D55

B DEMIZEL . FRAREDRE. FRICZFRANEHEEN
B -T2 EEAM AL N BTN A B SES L, FIEE
Z I RAHERE (BRNFEEST. ) DEEL

BEEESHEDESICIE. URAEI Lo TA L REREISH TS
BEOEERUVZIONE

D FEARENSIESNRE - ERICONT. IR R EENSFE
52115 A TIEEE SNALFEDFIEDFHIZ B DN AR
(L DAL IR T DA EE M A B DB A= 1E. 2D S ERAEEST
BEAICHNTEEINIAE

O BE(BMEBEER ) EESHETH>TAAETILODEEIZIL,
A REDRENRESN D LERTIREL T, T4V it ET
PERVEERETHIEDVI-HEREEELN. DELAGERIC
BOTHSHRARECET S5 - BHREEET 25

18

EFMRDIZEDHRASEER
STNDDRRE HRE(CEESND (HRE-HRENSMTS) &
3, HRE-HREOAFEE—BNETLLOTH ABAROR
2t EPUERNDHIIELEEE—ANET ERRTHEL,

EELOBEKRFRBROERDEAE(2017.10.26)

(XEICKDHALRE DS

HE50% 1 ARBEXEMFE. HRELLIREHEARICSSNSELLERL. HD
MLHRBONBZDOMDARICET HBIEICOVTHEREDEREFTLILS. X
ETLYBEYEFRAZTV. XEICLYREFBLEITNIELELEL,

(FREAXE)

E51% 1 ARBEXEMEFL. SIFFEIEOHRBAZTIEEE, RITBIFHEEER
BLEBAXEER M LA FNIEESAL,
— LBEBRHIHBETENETEILDOTHLE

19

(d w |

ICO XN

OEEDRIMN—ABZMRITHITEE HEEBEICHT HHE
(BEE-TEER SonfFT OIRALE)+ FrEREICx
ERLEE

SO RI- A +5
OSANELLGSN TONIEHRE - HEBEE LREL TLVEA D

G E=HALEERELORICEREENHLHIHE

— HESZFICHIIEE + HFHNEEICHT SREN
QAN ELLGSN TV TEREN EAONTZIGE

— FEHREREICN T HRHEN

20




fRREZRE EBRWHIERE

21

WMA Declaration of Helsinki (2013)

15. Appropriate compensation and treatment for subjects who are
harmed as a result of participating in research must be ensured.

15. IRSMOBRELTIEZTEZ T -HWEREB (T DB EFHELS
BENMREESNG T NIEESAN,

22

WMA Declaration of Helsinki (2013)

22. The design and performance of each research study involving

human subjects must be clearly described and justified in a
research protocol.

The protocol should contain a statement of the ethical
considerations involved and should indicate how the principles in
this Declaration have been addressed. The protocol should include
information regarding funding, sponsors, institutional affiliations,
potential conflicts of interest, incentives for subjects and

information regarding provisions for treating and/or compensating
subjects who are harmed as a consequence of participation in the
research study.

In clinical trials, the protocol must also describe appropriate

arrangements for post—trial provisions.
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