& - e %iﬁ FiEd AR % £ (A3)
s ?ﬁ‘zﬂ‘éﬁ&:‘

S |2prw 5P wm ?ﬁ

F# | AO0O FJ*I“”\ i:f?‘:’\?’fvfﬁ:‘%ﬁd;%' WA s NI e B A g
SER MR A Fd L R RTE N | R
ZAEE o FRABA H AL AILA o

1000 AR R dAFARFREETRR o AR

|

[y

1001 LR G SR FEAER

FARLFL A WY A FEOER A A
e %mb®vlw«&*p%a\?%%‘“
Lg P EAHFR RGO KEF)E 2K

n

a0
Ry

bt
-“?‘ﬂ\‘

___mk_ S
T

AR

¥

(3

1003 1EFY A4 L L Faf g8 LB R (7284 s XBR AL
mm;m/%;mﬁ),m;rg-,w,u_a; R = I R
B ERrSE AT MM E 2t E W

Pl -

2.0t L AL BEHBIREREDS AT B
zz‘? ¥ Eﬁk?ﬁﬂw} FM Y EL

3. mﬁl“* Pils R Fe o FREH ATE R

z“;g-i BifFared o

4 FEIBBEARZESH KT VRFE B ARARE
ﬁ%ﬁﬁ,ﬁﬁ@%ﬁ’ﬁﬁagﬁ@»vvﬁﬁ{}ﬁ i
ERHEFAMEY ZABRTVRPFERS Lo Ay HREY
ﬁﬁ%@*%ﬁ??ﬁﬁ&%%kﬁﬁ4lﬁé#ﬁ8J
P2 GCPARM R ¥ R~z #p L Pl R g
AR #)

5. VG B AHE  FRAAFAR L B PO R
pPanz i pzpipe

6. F 2 EF R (w2 BESFE CHIV 2725 ..
)LV E o HETHEAAR B AR LR
Foo

it

(3

1004 FrREEMAPEEApkg Tagmy 4 & ) s 30 i 23enf g o
M1 E MY 74 GRS A P B 0 3R H S D YYYY/MM/DDGRL B P #7)
VersionX (F3 & 4% & %) -

IRBEFerL 3 P50 0g ~REFL - ‘)ﬁilﬁ"?'ﬁ‘fk
)0 R NIRRT R (AR
FF g};agﬂ;r),q,«p X ﬁ(é AFA SRR AIFALZ
ﬁw/pﬂﬂkﬁ;)i_ﬁﬁol&'fr%é«_&—f—‘* )fﬂ._;“‘ IF FIF T
TG AR E 2B e

22T FE 2 o ?;ji(l;%gug S BEREFEL S ﬁsﬁ:?ﬁﬂé’s"‘ ¥ AR
)L S RTRR R LR G AR
F g};agﬂ;r),#,«p /\ﬁ(a aFFEA \+/]L,,.,p;. L 3FAE
j,gl?,b,pﬂﬂ&ﬁ_;;)&’ ﬁol@,'fr%é«_&—f—‘* ¥ dF FIH A
F TG 2 AR E AR TR o

3%%\®4$ra*%ﬁwﬁ+P7p"‘ﬁﬁ'%“
Lt AFAZ A A RR)E ERB e eSS &

RV ERY GE(E AR PP EREE) K R
19"6}5’?31_?%*#-‘5\"};@?#\ F’J?)Z"f | E /2L 5388 22
R TR S

F5 (11051 |ERAAFHL MR A P B o Ek N T YYYY/MM/DDGHE & b #)
11052 |5 1 4 542 2 VersionX (4 B 5 A %3L) o
1105-3 G A TR A Mg * B FREIHS AR -

w# (1106 R T Lipikh g o A3 B(P#3 - CMRP 2345507 B 4%

ke R -
23 4% ik 22 PDF A -

i

&




Bpthitm i p oy > EE RS
VerS|onX( HHOBE A ) o
Rt SRS S RBKRT Y E L

YYYY/MM/DD(H3E B B 8F)

e gEF

5
i

T T

—LL ® A4c% Fr2 PDF A -

M HFETIASE -

KA EE ECTECD B .
Emnﬁaa%' .

(1) C-IRB TEHEHLUITHEEZEE -

(2) C-IRB ElEEH FEREETHBEBRZERNIFIEEN
FEE8E  HafieE BEEEREEER  BFUTHE
BHAREARE - WiHieM EEBBRIZER -

QAEBUEBERTBUTHEERSE -

ppﬂl— IR AP RN YYYY/MM/DD( BpH) T
VersionX (3 ﬂ—ﬁ B AR A %%"u)
& »;é i 7 HKERE TAGFLE ) 2R AT L
awhé FAE  PKH @Ks B2 PDF A, -
o iﬁ'z’:i‘?iﬁki% 1ZRFT A ERIER  FHREHLINED _?1/3*33;5552;%—
LEREPLEGrmen) | R TP ERLE L RFREYLREE R R ]
AAXRERFLY PREEEFLE ) RRN FHEATE DR TAT
I REEEFLY | 2R IF%— R BRI LREERLE
P EFRE 2.7 & ;1 LB A P »zf;;f;;} YYYY/MM/DD(?;—
Fle A 4% (KB 6 7 ﬂ;g;/eflonxg B ag}a » ]
Ny A ,— J ‘/lu%%%Féﬁ;Eﬂ"“«F}]‘ ’F?Kﬁ"'ﬁifﬁ
35 ] .
ﬂﬁBK_,nﬁﬁ‘Zﬁﬂ'ﬂ’BﬁEn 51]1:‘52‘ EE"_‘I_—L‘{ ’}#%b 7
HIRTHETH) i*ﬁﬂé&ﬁaﬁgﬂ@fV&Wééﬁﬁ%’@%i
AP FHEELEER L AT “K’;\i\TVg;ﬂ'Fé“ﬁﬁ kﬁfr**é&ﬁﬁv‘éiﬁﬁ"
+(AREREA BFEDHPRWERE > BB FALTAGFER AR A
T L R Rl A R A L S ‘
WiTheEMERERM RS N TR EE R BRI T E T
B ME) Pl B ’},aiﬁ{u moE e
;pé"‘LFfP?"&,%’FMﬁ" 72%\.”11}“12;%‘:1\75\}‘;;%%}@% » A RN
(R0 o 8.C-IRB % i* i ix CDE%%\?‘@, °
WKL 9.3 WITH 2R T3 (7 AT B4 e 3RSk 0 BT SR e
EHRMEHRFLE S F R FERELE o e clinicaltrials.gov
EHERE%FRE regulations.gov  (docket ID: HHS-OPHS-2018-0021).3% % i%
MELEFHLER L Hjekis 3 last visit (5 60 p p 2 > bog R F > R
3 RSB EATE 2F o
EYREHERRE
EMERBESEERER
EEARPHINE )
MRSEEEZHRAE
&3 e 1. EJ@hT%#ﬁBﬂvé&%; S YYYY/MM/DD(G
Bp ﬁP)VersmnX(;%—ia B A SnE) o T
2 FF 4“ ke Fé‘j A‘V e 'E""ng% A
&5 LEE A #Fzﬁﬁﬁb%fﬁﬁﬁﬁﬁiﬁ%ﬁﬁﬁﬁﬁﬁ
2 IE PFHE 53 ”%’%;éx FEFAZAD (b AT 5
CRERE) ERfB LR U S
x *% o
&ﬁ*%%ﬂw’eﬁﬁ=:wammmm%ﬁggw)
VersionX (G4 B % & %3h)
JEHBEMRERKRERRREEEMITERNE(CGRD) ZHFRE
=2 F RN REEEMEERNE(CGRD)FEERIE
—r;\‘.

s
SE

%fﬁ‘ﬁ‘f?'}‘ll f%”%r‘% 7}\]};]1%;—4 %ﬁ,ﬂa,gﬁ%;,«.) =

T—$\2




AT R o FFT R ELE

B R @inimiWE%ﬁféﬂo

- i\:

G |
S [
%

AR R F R EM L ARELARTIN AR e
Fo FRYALIFRFEH RENIMES FLE =
£ 23V B B ER E“%’?;’Eifﬂ?%ff WERZGER S PR (7
(TP SNE S I T,F}'\?Im)i#ﬁfﬁg%im o

FERIY R o FEE R EIRLE

—ri\:

]
5

mR I R F R EM ﬁ'%ﬁ!fﬁi#m'wﬂﬁ%&?:a?
oo ﬁxgw;\p—r;?&)%\%?ﬁ,—ﬂ— L A B it H e
L2 FV WGP N PR TR Rk ER ~ Y P F (7
@3k i 2 1 IFRE)E AP IED o

—ri\:

fit
1_|
Y

]

LW s 2% 5% ?;J%ggﬂ;ﬁgéﬁ’g‘?
Fmai&.@(%»&;ﬁ—?%ﬁ Sz },3311’?(%{2&) F 4 p
e 4 B SRR
2.3%—1 B A4 B %22 PDF 4% °
3R A P 2E S D YYYY/MMIDDGHE B P )
VerS|onX( THEHBRAGRE) FR YL LMY (“% JESN U<
F S F %F»*\ pap e

é@
:m)‘

—ri\:

e

PR e

f

ERCAGEIRRT Y ;@%Ep i *iﬁ% Y B OF PR
WD (et SE R L B R) R b
MR D R
2.5 @ A e % 22 PDF 4 -

3 riRkirie & p > 2R D YYYY/MM/DDGE B P #F)
VerSONX (i35 4 Sst) - T L5 B (%) L
i%f‘ﬁﬂ‘ﬂﬁﬂ » 4o SF36 -

—ri\‘.

i

L E AR 2

]

AR E LR LA R A AP FARR
b rﬁ?ﬁ“’é%"véj%\rﬂgﬁ'ﬁj °
2.5 B4R Lo PDF 4 -
3R A p W K YYYY/MMIDDGHE B P )
VersionX (G4 8 % & ¥ L) o
FRYFTEEE S N (o s Rk s BHAR L CFB S NE
B AT AR LT SRR SR EL
VHFERTPRER L 2 RREREREMCFB S VERE) 0 2
NEHMP GG E P FEREFEPE 2B AP
AR FTE 2R FRAL AP REFEAEE ) LR
Fé‘—*‘\vq& Fé%F\”‘i‘fE&.Bﬁpﬁpfﬁi 3};&&»&%‘?%,&?,& g
“}% RSERE IV FB e 4507 EF TR AN F o

F e SHMA ‘F?ﬁé’ﬁ%ﬁ@ﬁﬁ%méﬁ@ ¥
I;E?L%‘”E MiEFfREET @ N RE S TREP S B
&% b gk o 4 ek gft%’?ﬁ%%-&r]‘l Kﬁ.‘,lﬁ]g% i IRB %
BB REAR AN G A REPE 22 ED IRB §
B 5 H e AR B LA TRA RR TR LR
Tt iE F P A MR Y A R o

Rl
~

|

- i\:

&
=
#

R R A2 BB HER BRSO
R o ik ARAT LR R R Hﬁxiﬁ 7 2 R 4p B R
RS T RN UEE T NNCR R T R
ﬁéi&E?*Fﬁ%ﬁ&w*dp”mm:iyéj”*
FECUHRMRE G RRBERMR BT EIREE AT
%‘%Lﬂ'ﬁﬁﬁ‘]"%}; \Ad’%z\n’i%—\o

—r;\‘.

2
fit
g

PRk R R AR P B A~ B Rk R iR AR

'R“E,'?‘é' °

T—$\2

ElRE R
W | g ’F‘,&

A |3
b [ow =

Eit
T+

o]

=¥ P

[N
<«
E
A5
T
(.
’
\%
O

B G FRERR R - RF LT E
m%%ﬁ‘?%i%& "RME R FERRRTIES ) bR
4 DSMP 2. % % o

2R A p ) 0 2% BN YYYY/MM/DD(EE B P o)

VersionX(F3 8 & & %¥h) -

T—$\2




Fa|1112-1~ (R d Lﬁ%?ri£1324=‘%J_}@o
1112-4 5p =it 23 2.0 EAAT P MRS Gy B EHPIN F 0 LR
TR e B ZRAFACAPFADZRG ) FALRY BERGEFES
AL A g B d ~%%‘%“£%£Ha§%§&£ﬁ“$%‘@“ﬁ§%ﬁ WA
ﬁ%ﬁ%%%&ﬁﬁ“$%°
3R AP B 0 2HES D YYYY/MM/DD(GE B P )
VersionX (4 8 %% & St °
w3 (1113 AFAZFHBHEER LG TiEg A 4 Lo
ik E Ziﬁ*ﬁﬁﬁﬂﬁ&ﬁﬁﬁﬁ% .
Japthsiima p I > 2k D YYYY/MM/DDG8 % b )
VersionX (G4 & W & S 5L) ©
Fa (1114 A TRh R TR Wwfw@v%¢ﬁ*ﬁ&wﬁﬁo T
F4 (1115 igEs L (1) C-IRB EBEMDUTHEERRE -
(2) C-IRB BIEEH EEREFTIEEBHRZERNZSTEEN
FRELE  FEHESE  BEEBFIHFAFM  BUTHRE T
BERmEAE RSN EEERER -
BAEBUBERMBUITHERESE -
EH (1133 (EMPELR §REEREREEP LEEY Ny RF AL A B B
m W&iﬁg%iﬁm°*CRBﬁ%$P&%wk.ﬁW% T
@i
#Fa (1130 HHPELR EP AE|FTRGEC I FLHE R THPRE EF AR - g
p’;
Fg |1131 AP E LR ERFAEFHRGFR AL XY @Y RG2AZ )M M2 P2 4 4 - g
p A F2 PP
HFa (1132 AFE RS F LED [ZHRGHFR AT LATIE 2% o T
Fg (1124 A S T
g (1137 PR SRR B TR R U0 FFLEREEFRLT -
PR3 F B Ef: 200 s b ook Y [ R AR R B e
g (1138 ROLALZE R AED M@H%%FP Hhzo AHPTEE (38448 754
EF3) m@*ﬂra~ﬂség&&%¢i§ﬁ’%*

WPik%E@*i%f@i%xki?ﬁiﬁ%ﬂﬁlﬂ
@?’ﬁ%kpﬁmiwﬁﬁ’%*wﬁﬁﬁiiﬁ—ﬁj
BROEAELR R LED o

o]
it

1123 FAHF twEiT TR ;“iﬁp$%i RMp&a#E)E -
L%%ig%ﬁ%* @&P%ﬁ“fﬁi
2 AR E o TP A PR P S TIRAREE S F 2 P M- Bl
ER N L

3?ﬂlﬁ%ﬁ«iﬁ%%ﬁ%i(ﬁﬂﬁ%%) it A
F Y G > Bw I HE D A g BARPEL o
4 BRI BLELY S SRp
Aiéﬁﬁﬁﬁ%ﬂ'%iﬁ”ﬁ’ii*ﬁﬁiﬁﬁﬁﬂ
mﬁ:uhﬁapﬂv;%ﬂx%vi%; FE TR
FEAFRMEE L
BB@ﬁE%UWWﬁ%ﬁﬁ%¥§?éH)“‘ ARG R - g
BR300 2 P e P AR BRI S R g T (5 P
R £ 37 PT5 AT 5% 100,000 R) o
FrEft B R RAODER ST ()P L ook~
3 41(7 4 25 (008)—d. ) » 16 1E B —e. i » JEIE £ 47
Ceie ATM HE S (2% p i)t H 2 "oty
PR SR G 2 £ Rt BT Ea 81T R ATM S
® rﬂfff»ﬁ% ERTHA BT 222 270
b A% (F p IR £37 TS A7 5% 100,000 &) o
Dﬂ%ﬁﬁ@$ﬁ%ﬁ%ﬁ%#ﬁﬁﬁéHyﬁaﬁﬁ%%
ﬁ’ﬁﬁﬁérééﬁﬁﬁﬁ%4ﬁﬁ cfek AT

AFRMBZEA P FLWRELE LI TS ERPPLREL -

bl




3 |LOOL-1A [ A 435 Y R A |RFT M FRAERE > fhp i dEEgay - Hen
3 (1139 B b T EEY bi@i}@’rizm an(DHHS)?ﬁ»?*% fkéédﬁ*ﬁ%k;%;k
’ FF#"‘E’-%’&"W‘iﬁ"1P97#‘r4ﬂ‘é‘¥.i£3"é7’%fri i
# DN EEFRFLLSAZ LA TRERERY TR
3SR ORHERD A
pe g B3 R e s5d)2 e s ¥ gk e R0
N EAE é;wfm%ﬁﬂﬂ(DHHS)?i%w FREE T R ¥
iy [1140-1 4o oarre 2w o BE REFLARTINOHHS) E B2 % 0 ¢ A% E 6 bR
4 S ELEL TR S T i
4
g5 |11402 s E W2 o118 DHHS) 27 & - * i § & F R 2kA
FE B 4 BE g >k g 2 'F? B
F&F Rk mf L Bl L TR K Wit
TH kLY i
g 1408y vk s gy g |PERE i%ﬁ?'lfﬁ(?HHS)iéﬁpiél%"?'é%%d»‘ﬁ&iééﬁs |
LR FRALES - Hr
“%—— \AP\?'LE' F%\




