YRR CERET (FESE

F—% & N

F—% AnBAMERAARCEFE T NETMEEETE,
MEREZ RSN ERAENEEFE THE, RiEG KRR
HefFEmeBREER, RE (GERRARRELEMNL) (GCP),
HREF2 (HRFEEF). EREFHFALAEEL (WRAW
EE SR BB ERD, &7 A%ETEN.

F_%& REZR2MAYIERARTEWHFE AESEK
HATFE, GERLEXAFET. ZeMam, RaEGy KRR R
¥F.REHZE, BERAAN G RARNE TR,

FoA& REZRFAERETEREER. B, BAME XA
BRI B T, BT RA e R BB F ETIE, FEX A e EF
CEERANEE R

FNA% AaLEBEERIIFELNREZ R2AWERAR
BEFETFNREMTNFE, ZHENCEZR2REFE THEN
ERMEEEE.

Fhf HEREZRANFeEFZHEANERAZL. AEZR
SMHEFMEFNARAR, CENFEAHERTIAR, FEH
TUWAR, BREER, URBITHE/AREMIISINAR, ED



5N, BEAHE. #REES A K AMER L FE AR 4
BB eBWHATFAM TG, CEE R 20 E A TAEA 2 EM
% 5 Jo & B9 RV

Fr& REZRANAFEXHRAREZ R 2WHALMEE,
FEHIT. REZ R, K AWERER, TRFE AT,
IAETHERR, BIABSEHREZRALZTRENFNEFF,

FtE& HARREZR20ME/HITLEAREZ R R HL
BHXHF. WABMIWANE, REXBWA LK, UARE F1E
N VA T B A R ST B R B

FAE REZR2ZRTURARE. B#HEFFA L. ©E

ZRAWEEZR—4%, BIZHEZRETL, AhEZRLZ REHF
)—_\‘T_

s

\_W

[e]

FhE REZR2ZRANEREATEEL, RIFMREXER,
BERARFEDE., XREFEEMERFLNREDIN, 5F A

&

F+4& WEZR T LIBFRE LA K& E R A . 4
SE A EE RS EBIE, AR TR EE AR REL RS
M EmRE I, (B4R T AR W A R R A S S BE A DR
BEIFEF T R R EFNE R, S E R RRE R AR,
R R DX N B/ e B B R R A 3 BRI R

Ft—% REZRQNHNHFLZRAME RWASEHFTRLSE

WALE], HRGCP FH R EREN., GHlE RABRMCEFT ERAUK



BEZ R mEREAESNZTI.

F+=4% REZRSNGRAEREAETGE, UHRRLE
FEI AT ES —BE. AZZDPEFEUT A E:

(=) MEREAEESRESTEFEEENF T,

(DO REBZR-WAREEE.: REZRaWERE, REFE
MRS EE, Al XRWER, ZRE THEA R, BB 8
H

(=) REFENTN: 2WFESER2WUFE, RRFE;

(M) REFENRE: FEFRNXEGAE, 1eFE, R
BREE, WEARNEEL;

(7)) 2WEHE: 23S, 2WEF, 2UULX;

D) XHEMREE: B4, R, A5,

F-% WREZRSWIAFTEX

F+=4% WREZACURECEFEIFNFEIHTEA
REBFFERR, BARFPZRZFHZ LR ENTR.

FrmWE WEZER SN Y EEARKH YRR T E
B F R AT L, A, A PREEBFE, AEZ R 2B AR
WA BT 7ACHE 52 T B TR 25 40 I PR IR B T B R AT B A M AN, VT X A
A ZH s R TR E #HATF &

Fri% WEZRASMEYIERRRHATEE EET UTE
W



(=) #LVE/ T — I 4y R e s

(=) X #tvER e KRR #ATIREE & &

(=) A UbHEFFLEMENIERAR.

Ft%k REZRASALBENAHEMER R EEEE
RAFERER R R e B EEENNEE. EXRNUERWTHE
¥ REZR2EEZAMZTRELE (WETD. BEZRALEE.
REZ R MR TEREFMGEE.

Ftt4x REZRAUMEXR A& EEEERM AN
FRERA B REEERNIREFACEFTETFRRL,

2

FHE REFENFFESTE
FT/\& REZRANAREFEFRARBIRLEFTE
FHWNEARS, REFEFENFENFERSE. HEREH LA
MXHEHREA; REZ RN BEREFEF N RF DA
P

(=D B2 B3R A6 3 F & 40 iy XA B A0 & & T & 0 U1

() RHARBESEEFNERER, HR, ik, HRFE
#:

(Z) RHRRAMEEE LG E, R e BHERER . #IR.
BE. XHEABHAHTERS.

Ak REZRLEUAMESE R AN TG, 4 TR



REHFE S ERTTT 2T N ERE, NS —REEmEE
HEHIFAFTEALNNE,

REZR X BRBEFEFEENEAFRALTREFES
PG AT

Fot&x REFEFFRANELCEZ RN EZMEREMR
BER2EXNEFEFF. RXLEFERFNF, @F (EF
PR T T 3 SCPF R 20

(=) REFEFFR (KL EHHED;

(2 Rk 7 E GERAMRAT R EHHD;

(=) mEEES GEFABARS A HH);

QUDEEEE-3 G5 g ki ey

(I el &,

(730 B F M

(t) ZEHRRERT;

OO BExeafyeBEEER (W RRRAH);

(N AR EZ RSN T ERAATNENERRENA, Mt
BB B R ERWE S,

(+) KRR A B8R BRE,

F_t—4% REZRQARXBETENFEFR, £BEFZL

R, 80 BB AR L A

FrE REZR2NLEFE



T4 REZRQUARETFELWTFHNELE 2

®
A mROBRZRABEBEFRER, FADPTEA BoZ R
BFEELTY. FEHT Y, I THE/ARELIIIAR,
A B A8 A B
Aeae &

\

F_t=F% FHEZR (IHEENE) ZHLEZ
BRI #ERIFA S REEAENL; ZEHRE/RAET S0
2 DU 32 77 58 20t A R 19 AP AR o A R R A H AL VT 4

WRAZEFERE, PR2VIEE. 2 VLKA MERF
FtW% REBEZRQWEY “ZFH: REZRAREL

WA KU RAC R A A KRN, TUAF N TEEE—EWEEF

% 5
FoTisx REZRFEURNFENEZRZFEFARAT

FIEH 2 —8, W EiEREEE
(=) HEZR 2 CMENERAE T ENRNEE, T8

B B R % 35 5
(Z) MAMAZRAE, HE7ZRT IR E e FZ/

E IR iR A
(=) AN ELAREHFE,
hEFEH—ERLES

A

RATHEE, RREFERE

,]

C AN
By B T E B A T

bk FETE A2 FE:

(—) HFEHNEEHENL

—KBEERALV LR, A THERZ M,



F_ttEk ARAEEFHAEALTEFA, AT RE L L
i, BEZRaMATER2WHTHFE, LB R MEH,
R ZRFHZ2EHNE,

F-t/\& REFENZEAZ (K D:

(=) BHR 7 ZEEIt 5 5 s

(=) RO RE 5%,

(=) ZRFWEE;

() R R EMNEE;

() smERARHNERE,;

(730 ZE A B BT AR

(£) RAMRE;

O\ W R 5 H BB 5

F_t A ARIREBEFEFENFELNNRE, REZAQN
NEEFERERATEEMER, REFELWLEAREF N

BHAT, M HEEXHFHAT AL ITE, BRE R T8 7 7T
REEEHTRER

FoTA REFELWNEANREREOAFE, 22K, A
T ZAERF . HEREXE IE R ETE, A X% F A

Fot—4% Z2FC0ERARNCEFELUF T —HEM
BB A EAREN . % 5o ls R I o] & S e W B TR 7



(D AKBEUREZR2ARFERR T ENHRFEMECES

EEE
(2D &5 mBAREZR 2 EETHAKEMBE

ZRAMFE
AR FEEZRBE A AN TATE, &

RILBERET, A5
FOEE. EREREA R WHE S mE KRR, AREES5X4%
. SmEAARIE R R 2H A ST R E LA HATHFR .

(D5 mBMARER R &% E NN QTM B Bo7 ey,
LT 1T S FE R AR 4 B 7 B SRR T X R R R AL, B

HEE AW E—BEN, UHEREFOEGR—RE 7T R,
() &M E & R SR AL Y s R A8 52 3 18 JL 24T
REFE. RETENREN, NENEHNRES RSN AT F
B IO H

T, ARFERRNAEARFAE . ETHXRAFNEZLFE,
BB Z J2HARF LR AL HAT,

() ARl R e R &R W R & 5 p 24T

4%,
1% BEFENRELSRES
$Z+-4 REEELUERRN TR HARE, LB

FHBNEACEZR2FERT,

AaZR
REZREREERZN, MAFEUTEMF:

B+ =%
(—) HiF U542
(2) B 2ZAmeER AR



(=) BEFEETF, NFEERAT2EFEM T W E;
(D) WwM R, #iEAMEENDFRNERET;
(7)) REWMEFELUNERA R HAME RREHE.
Fo+tWE #ERRABRIELTEDHF U T

(=D X FUHA eI 30 RIS K BT A8 ALy RS 42 ) & 22 4 7 5

(=) S oy U A8 X T HUH % 2 k= 6 28

(=) ZAFHEBER N TN,

() #EAEFEMEERLS, RRAERAREER 6,

(Z) WAFE, RRFRENE oK ESZeBEITX], U
AL %18 # B 2 25

(730 RIP Z IR B RRAL A (RIE 2K I8 19 1R 55 1

(£) W RBHHBRRHIAR, FA A R B PRR Y 5 76

Fotr4k REZALWFERLAUTLRHED:

(—) FE;

(=) ERENBETEERER;

(=) ERENBERES;

() A FAE;

(L) % EREECEMENIERIAR,

FoAFk REZRNFNA2EAHERELIVELE, AR
B2V ILFMFELERW AP ENCEFERNL/MMH. REFER
/MM AEEZR (IEERE) &4, LEZRLHFE. #FE

N WVE AL RSP R



(—) £AEA

L RBRTEHGEE: THAR. #4%, FEAL/MES;

2. IEERRBAL A 5 #

3. APEE: AWM. HE. FEXZ, FEHXH, £T
s B B 77 55 5 o 61 5 34 B 0 B AR 2/ T

4 BEEEHM/ BN AL B,

5. WEERLHEAMBE SR,

(2) FEENFAE

L ¥EREN AE” M, ARSHREZRATHRETE
HER;

2 WEREH “HAEBEERAE” f “HAEETEEF”
o, EERAGEEN, FEpERRL T EHERMRE;

3. WEREH CRAE” A 4 REEEEHEN IR AL
o, SRR AL, 34 fe i AT R S TR AR R
%95 .

FZtt4 LBEEEN/MHEELBERLEEER (AF
RE) FRETE, BRAMERSFHA.

FLtE REFEEHNRETE
F_t/N\E REZRLEMNAEENERRBRATRES
&, EE A4
FZT % BIEFEZRMARIE AT ENEME



K FEE, ARTEF R T ZENEABEANERCEL R 2
EMER T L. REZR2MNERTAEN/ I EERGEE
FERRXMEAGE, &% (ELRT):

(=) BRIARRGTEH;

(=) 5B S5 T R An 52 30 69 2071 5

(=) BRAFRNZHRE NG L 2R,

BEZ R~ BHXNHREERE R KA % a8 AT, W
HEERN, HTBEN T REFERRZRBENGERTE, ARXET
UAERRREZR2FEMEN L, FEANACEZR2EFE
e

FU+45% FE/REREFE, REZR2WEFERNRE
REWAREE, REFE/RPREFTFENAR, ZLHF K,
CEZRLNERAREHHRERBRE, FE/ RHAREFENESE
RAaE (ERRT):

(=) Rt R,

(Z) ZRFMNBIK, TAFIEK, BHFIEHF;

(=) #WNTETREFFRN LR, ZEAHE;

(D 7 &R A 58 M % 20 B (T 2 PR 38T 15 K o
REZR2AFERRARERLE, BRIHERRANGE %

FH+—% FTEIRFHNEEZENE I HM/BAKEER
EHNTETREFNFE, AETENRFHANELEGEE, XK



R % 2 B9 R0, VAR ZIAE B BT (R AP 1 76 o

FOT =& NMRA/EFEFREEERHEN R HATF X
EWARN/ ZEFREHNFE REZ RS NERF &0/
REFRFHNEE., FRRAEEET URHA, FEZFHFEETDH
TREFHZ R E., £EPERE AR %,

FH+ =4 RULLAROFERMGEXN#F /B RTE &
AL RBNFE. REZ RSN ERTE/ S AH RERR
LR EE, WA ZREFNEENE, FEZHFHNEZLIK
1 5= & % B AR

FHAIA SAFERENERAREARSEHNFE. LEZL
REMEREAEFN/ RARERERRATRENL, FEXHEZ
2 F A 31 Y AR AP

FH+RA REFENARREEGNARELSEHEA

:[

FN\E REZRLFEIHNER
FHAA& REZRANAHINEEXHERRA S BEZ
AR S AFEE B IE F &S .
FU+tHF REZASETEXHALE (ELRT):
(=) REZ RO THERE. RURK., WEREAEMEGE
HEHIFEE;
(2D RBZR2MEREH X, ZROETESHFINCE, U
K% & RS i XA Al o R E B

:I



=il

/-

(=) REZRSFETHEHRITEE.

FH+NE REZRALARIEFEX FEFE:

(=) BEJT A/ W 73 32 5B B R 328 9 A

(D) REFETELR., 2WER K. #FE, 2UDF. ©E
Z R et/ B A RV A .

CEFEEXHNZEREEZRRARERE LS, IREMRE
REKRGFHAMR. FAAHSCHHFILH 2.

FHOTAE REZRNNHONERMZNELHE XA,
DLORAE SO 4% 2 9 & 2 A AR 56 1

FALE W N
Fht4 REZRLZETEILGEERRE TEAENF, MU
RAMGEEF SR NES
FEL+—% AERRNGETHNECLRINEEZRS, NS H
AT RENEHmZ OR—FASRARESRENHE XERTEHHR
EERERERRAMERE AR REEERFMERNE R RY
I EEEIITEE,

FRLA =& AETRNE XA HRBET.



P 1
REFENTEANL

1 KB H RHRIT 5L

L1 REFEANORFREE, ETXHRUATIWEREFR
AL R

1.2 53R% HevE xR R Fo AR B A E %,

1.3 ZRERACEH AR WIE, FERLLRBRHTE,

1.4 REZEAR Py e TG E TR, @88 F 0K ey
BEELLMEE R4,

1.5 MR FWAMELE, JtF Ao H EJT R e RRE, AR
B RRELBEREAREX,

1.6 W& R 25 R A& v 2 Ry 7 o

2. R Mke 5 %

2.1 KRB Rery . BE 5L ABMENITFMH,

2.2 P& &b B9 3% B A &/

2.3 MHZHNITRE: TRENZHESWZH.

2.4 KRB EZHNEEE: O ZIREH LB Z 1R
B, Tz m S AR ED 5 EA AR FHERETHZ S AR
b, A A T X RE M Z 2T E R EEMN; @ FK
FRALEX AU =WRAR, NREN THaH#Zams, LHE
B I,

3. XREWEE



3.1 ZREFMABKE (BEWA. FH. HEE,

3.2 R W X f Ao M e &£ B AT R AR A F RN TELE,

3.3 MREENEZEF AT ik

3.4 MEREFHANELSE A XARE LW T X,

3.5 ZIRHF WM G HR IR,

4. mEREHEmHE R

4.1 KIeEr. REFEHRRSR (BFMAEERNEERE). R
W HAR .

4.2 TUEAEN R By R An TME

4.3 T4, YTXREFRFEBEZ RN, NEMTRE

4.4 ZRFIRBHELIETT, LR ELIETEEHBER A
3 o

4.5 ZIR#F 5 wik% 2T HRERHM.

4.6 XRFSMRARETFEAERA,

4.7 BRAZIRE H R DKW RERE, L H L EE,
RBRTE EAE. REZ RS, BURTEIITIHA T UER S iR
oy AR A

4.8 WK & 5 iR x IR EF B, R LR R 6T FAE L
B AMEZ

4.9 HLEA S A K 2 B R HY, P UAAE 48 5 n SR AU IR B B AT
e e R R T A2 R BN ERE, HETHFESRET &%

Ep A

B

B



4.10 HFER R AR 2R F A B A, DR ERBRAE R
ER, HIRAARKAR TN

5. MEREWIE

5.1 mEREMFaTeEsm,. R EM. BEXHEFHNENL

5.2 sfE R RHy R B ZE, &6 ZTNH IR K

5.3 MinfkFaE R B A AR, BFHA B IE A TR
miEEE, UWAEZRERRTHIAL,

5.4 HWXIPMAT XL HERRZEAXREN, Baxs L
L, Mk FaEEERRNE R FERA,

5.5 EH KA T BAL L L& AN RHEE AT Ly

M

6. ZIAEWETMIRF
6.1 FtXARFBALE X ERME N,

2 AR EWT AL FAEETNES.

B ERREEFMARERE, AXAERUHETRIE,
A AZREFRH-ELWET RN, CEEH2F.

b ZIR A B R IR A R B R B .

6 KM, XREARE TR IR RN TE,
T RBRERE, 2THS L RAERERRAGNEHA.
8 HIRHEF R UHA,

6.9 M HAEWHE (BEHE. RF5. M/FAMD,

3

3

3

3

3

3

3



6.10 B T & fmik e ik R & WM E/Fok/ T At iR g ez
BHIETT o

6. 11 PR Ao E I,

7. FeAhFu R 5

7.1 TUEAZRENMAGZE CBERFILE. EMFEFRA) A
B AL

7.2 HREZRFNMAGCERE L 2HHEH.

8. WERHBHHEIALR

8.1 "B HLIZF #H ABIENZIRAE, AR A RERIFHIHEAT,

8. 2RI X % 55 H B IR B S SR R I AL

8.3 YURBHFHARZ AL I REEEZH TR, KRR —
MABRATRARR, RECEERLFEERNRAEE ToEgHE i,

8.4 UZRATHLE T RAMERRN, ERFLELREAN
fiE R R, tna AL R E B SRR R IR E RAWE R

9. WEREHRERAF. HEHX AR/ KHENRR

9.1 ZRI IR AR, e XA B/ R AR R R

9.2 SAREFEXNAALIEEBH T,

9.3 RIpIAAEF, 1HRIFZABHATEN,

9.4 ZRBAATYHE LR, wiviBLHWETRERS, &
AHREEA, AR A2 TR ERARE A



Mt 2.

—_

)_A

)_A

[E—

—_

)_A

—_

—_

)_A

&

\}

&

A

\}

A

&

A

N}

A

REZ R XHFE T
B IR
1 REZR2THERMESARRRT.
2 RBZR2ZREVEN. EH X,
3 REZ R 2T RBEII X,
A REEEFIFEE.
5 EZRATEREAE,
6 lERRAREEMEFAFTFENEAEE.,
T Z2REEMHILE,
8 FETEUXE THREESE.
TUE #E MR
1 HIEARRWEEM .
2 XBREA,
B REZR2FETERE,
A4 REZ R 22 E.
b REE R WAR K,

EI

S EFERN/MEFEMM.
9 WEFEFFATEE A

10 EZ e b FiE ASEMA KA R EF,

AR R



& 2 [8] ALY 1E R AR .
2. 11 BRER ™ & HVAE K U f o



Fff 3:
RiEX

FETR B A BE . AER X AR/ BB (Community): HA& XA H
Bl A RN, AR T LR AR /A X, SR AR F 0,
AL A, B2 EHFEEHER.

PR M (Confidentiality): [yt R AT A ANBIE RN AH
iz REZS A ESE .

Fl 7 % (Conflict of Interest): YRBERLERHAEMF
EWRBRTE 2 B AR E, E e/ AR iR A

EHE, SRBEEHAEHINFE, Alamr X2 L THRES

ReZREFEREZRFAEF L. AR L. MMHURHL KR
WAl K R

¥ AE % 2 WEZE 7 4 (Data and Safety Monitoring Board): &
FAERFTELH NI EEZ2 HREZ R, HIRFTE LT
ERBHE, oM ZAMHEUREEN R IERF, HwEh#E Y
RIS HAT, HHFATBE. HEME EHED

13 % F 4 (Ethics Committee, Institutional Review Board):
HEFEVAR, BRERAFESF A RE RN ELH, HIRFTA
BEERIAR 7 ERM GRS & FEE, 8 ZRENRRIE, #R
XREWE L, HEMREZERF . ZZR2WHR—E T
P % W PRI B 28 43 52 7 T30 3R

fiEE & (Informed Consent): #5 1 %k # & 41— Tk B 1y &



FEELE, XA ERANELARS R TG R AL, FLL
4% 22 e BA H Ay o i B R AE A SCHRE A

401 E &4 (Informed Consent Form): & &1 %ik# £or B &
Sk AR XHIEA, FAREFEZ XL RARRER. Kk E
By R RERY X g An MU, H] R R B B A IE T A LR A (AR
EEE) AR X AFWRANF NS5, EXRE RS T MERLH
F&E.

/MR (Minimal Risk): #8183 & TR RUF oY 7T R0 14 Fo 12 2
TRTHE&£E, RHATE AL E SN X,

% 0l RIR B (Multicentre Trial): EER —H%E, E£
RI 8, 4B E S 4RI R 575 SE e T R e R R e

TR/ % 77 % (Non—compliance/Violation): x4 & f
AHAERE T ENHARS, FHEIMGELXAERERELRL4WE
A, HETKN/EEARZRERFPAZANEL R LERN

BEZ (Protocol Amendment): I 77 %, KA A RRA
PR ST B B O U AR R TS R EOR R .

R B e A# (Quorum): A xF F BUIA Jo ¥ 4T & & A0 o = T AL
WS MW EER2Z RABEEER, AR WA H
B9 E RN B A B K

%1% (Research participant): ZmAEMEFH TN,

AUMEA KRR, R BAE, UKL, aFREERE, AEFK



REFABTEERRENE RS, 8K 85 A 25 B4 x4
B AR

PR/ IEMA (Standard Operating Procedure, SOP): 4 #f%
SE 7 B9 — BOME AT 34 B R 2 B B T L B U R B T R AR A

T ETEEH (Serious Adverse Bvent): I RiXI LA + & &
FERET . ERKEREE ., k. FHIEEN. LRESSIIT.
FEERBHEEMS,

T T B FE M (Unexpected Adverse Event): T EEHlE
fi. FERESIE, TETEMAERIMA XTI WRHEFETF
M. 2y UtER) Bl R By U KU

$# B (Vulnerable Persons): MxtH (FExTH) %A &
NEFEEFFEA, BEEBAMLE AR E S X 2R LESL T
FRESRELERMNA, BFEILE, BB WESRTTEETHERR
PN



