C T
T3 143A29H

0T T R
% | pprERE T | A A OR) IES AR P
BBl X
w*’k* & LA I B - AT AR
| Hlged = = N o S S Rt
¢ 314, - 2., BEARFE D« JRR S AR

2 5% R 1 3 5 o A E AT SR AR TR BN P2 A R4 T 5
Q&AILSWT (0 2)

[ HE B 4 D LS RN DWW T, ERR A E IS O R0 2R A A I AL &
M, ZHBICE RSN SHET 5728, TER A E IS ORI Rz
HIEBNCPAT AT A R4 ) (R 30 29 A 256 A FiTFE4%E 0925 55 1 H/E
A i E S - AETERTAE R ERMBIEG, LT TRAA FT142) E0vW),) &6
ENLE, BHLEEZATT,

Fio, KA B4 ORBRERZMRET ST, TEREFEIESORIEE
HARBLEBNC BT 204 R4 CICBT5Q&AIZDWT) (ERK 31 42 A 20
B e B AR 97 i PR K - AR TR AR R G R FE K - RIS R IR IS EAE) A% L
LZATTR, 5. BICEKTA KA D8 40 3.0FRKTRIE - BIG/HESIC
B A HIRAEIc W T, BlIiRO & BV BIMTQ&AZENVELHELIEDOT,
EBOBELLTWEEC EELIZ, BETORBRFRES I L THMEZ BV
LET,

feds, ERMEE LS OER, BESCE OGN ROV D - 1 HE~O R
RO H Y Fizo>WTE, EHIHMPTHZL L LTRBY ETOT, SDHH
%753 & 30



. <Bl Ww>
B4 3 RIAKERIE - EISHMES 9 AR

(1) foRi U AT AEZR R TRRRIE - SHFAMSIE (B 5 (R (20 - 20, i
i - FIRBIR O )

Q1 EESXIEFIAN D & RARRIE « EIS/EIEN TIERD TV
WAL - ARICET 58 AE RO 5 8E. Eo k5 IR ThHiTigg
PRAERTRE D>,

Al {EHELTEIA FIA U ICHEE LI MIREETTHE & fIlr L7842, &
HA BT A L DERMFITH - TIHRBHT S Z LT LR 220,

€ OBR, AT 51, B0 - FEAOBRIMCES S ERZR L O TRITH
IXIRB7RNELTWDHEZATHDLN, IBRTA KT A4 LMt & FER
Y. FDA - EMA7Z EMESOITBA8B A AT LT 5 ARG E-CRIER %
W, WA OIRMET, 2, WAOITEHMS - X » —EOESTThh T
WHIZ &b, BER - BEABRMICE S X EfML L onE 50 & ¥+ 58
RLRVES,

E e, EEHREICOWTI, BEHDR LN AEMSICHE L THERERD &
NIBEET EMMELZBENISRIRT 22 L2, 2TV AR+4 TR
WZ L ERARICEATZ ET, HlRRMtT2 2 L b LEZ RN,

BB, RAT 4 TIRERICOWVTIE, FEEFAERE HE D TIHMIRMET 5 2 L 23
VETHD,

MICHEBET~XEE : (4), (5), (8). (7)

Q2 [ERISUTIEHIEG A HEA TILAR I TV WEAMC I 22068 - 4
B OHE-- ARECETHBEROONTZEE. Fo L5 R THNIT
R HERTRE A,

A2 Al LRk

Q3 [EANUIIEAIGN D & ARG O R, ARSI M S =208k - 2R, A
- AEICETIHREROONIIBE, E0 L5 2 ERThTHRRE
AIHEA>,

A3 FEiFMORER, ABELPRVE SN Z L RUKBLERY HS B8 EIC
DWTHERRIBHLT 5 Z LIFE LI X A2V,
FRICEE T ~STHA : (6)



Q4 [ERIIXIEAIRN A b RABIE - BEAETEAN TR 5Ty
WA - RGBT 2187 — 2 2RO ENIBE, YO L5 il Thh
(IR L T RE D>,

Ad A1l LFEIHE
7e725 L, EAIERE T 5880 3Bk < .
WIcHET~ZHE : (4), (5). (6)

Q5  [ERSUIIEAI D SR SCEICHBICRER S TW Vv hNR S~
BT AB#MAERDONTZEBE, Yok 5 RIEFRCHNITIERIRMLTTRE
i

A5 A1l LF#EE

(2) i HRPRAL T AE 7 R AGRIE - M /ARG (B9 D 1 (BRZEBAR O 1 #D

Q6 [EHSULIEAIER D> & RARRIECLEEEMICET 2MF ORI T 5
1R (GEERREE) 2RDbRBE. YO X 5 2IHER THIITE MR
D3

A6 Y, BEAGME »— L= BWT TERTOEE - BRSO
) LLTBMAMERTWAYA b (REFRERE®RS Y b7 —2 (UMIN),
(—B) B AREEF®RE % — (JAPIC), (AH) A KEASIERIEHEE ¥ —
(JMACCT)) D4R, BERRIFIEIEIC IS E A S TV 5 EFRRERE S TEE X h
7 BEERIFZE (BRPERFICI2iEatiE - FIEMEELARE o A7 A ¢ JRCT) 1. PMDA
F—= A= AR SN TWAELZLHERE N ER RS E TSN HTE
B (IhJcieiR) o5, ClinicalTrials. gov (%) OIS %, KA A KT A
DRI TIF IR 2 Z L XL 2 220,

(3%) https://www.clinicaltrials. gov/
WHICHET~ZE : (4), (5), (8)

(3) 1 Rk AT AR 2o A A RBIE - A RS 2 B3 D (E AR (i B BIER OO T )

Q7 [EAHSULEEFIEN A S —a L Lz & & OMEETOZIENE, Wikt D % IE
P, HEOERLEZRE LICBEOREZER &, RRE 2T TORVWEE
T AR E RS SNIBE, Yok O ZEH T HI T RIR A ATRED,




A7 —afb L& X OWEETORESE, MR %ZE M., WMitoEER 2 RE
LIcBE DS ERBEICET AN ER 2, ¥ E LTENA FFA
VI E UMM ATRE S T L7- EC. R A KT A D&M Tl
R B - LI LE 20,

B, WHIREHCH T - T, RBRGME, RBRFIER 28D T — 2 &k
A n &, A - BRI LS X EREHMAIR®T A L o®ET S
ZEBMBETHD,

FRICE B ~&1HA : (4), (7)

Q8 [EAN X IEAIAR A & ARRZ Z 0 TV R Wil BRI IS BT A SR A sk
OHENEBE, EO XD RHE#RTHNITESIRALTEED,

A8 A7LEM

(4) fEHIROCEEE O FATER

Q9 [EANILIEARN > ML < Kb BN 5l SN E UL EN TR b
NTWRWREE - RENZET 2HMICOVWT, H oL, M2tk Fik
R CETA FTA ATHET DEEHEEER L TR, EAULIEH A
DB IR EEOR DA B o T EIC, YREEIEBREREET 5 2 & I3 THED,

A9 MORRIZENT, HopLOEEEFERL T ZLELX LY
VAR, EERRBIGRAE 22 B ORI U TEIZEH A 1RMT 5 & &1, mMEEDON
BRERBREOERNBIZHR T LDICRoTWAZ 2R T 22 LA
UWETHD,

FlCEET~ZmWA : (2), (3)

(5) {ho> B AY TIFRIRAL I 5 BEENC ARGRIR - G/ RS 2B 2 (6 1 s
BENDHE

QL0 [ERNIFIRFIER 2 SIERA A K74 2T 3 EMERD -84
TIERHTA KT A4 BN THESE S A TR B, B/ 3EIEN T
(IO N TWARWAE - ARICET A2MMAEEND & X113, YEiEmRY
A FTA4 &35 2 L BTTEED,

Al0 HRZIEIRAT A T A ANTHKRBEZ T TR WEEE - 2V, Fvk - A%
BT SMHMAEEND Z L EMARRICE AL, UMIEBRTA R4 2RI A K



FGA DI TREET A Z L FE LT R 220,
I BT ~EEE : (7)

Q11 [E Al SV SEH AT 2> & 185 F Rl AR A oo ISR D 1R AR B 45
AC, BICAENARL W AHEHMMBHECHERICENTHIROENLT
WAR VS - RSB 2SS TV D & &, HR%E Ak ED
it BT D ER A IREET D 2 L D3 ERED,

All EFICEDSETo s (ZEEENWE) ONEICIE, KiB2ZT T
IRVHE - RS T2MMAEEND Z L 2AMICE AT BT, YiEWRE
DREE, BKAA B T4 DREICHE> TREBIRET 5 2 L3z LR,

OB ~&HAE @ (6), (7)

Q12 [EHT X LEANT D b A & RSB 5 14 ko Hhi e
C. ML SCIC RS AN SR E P TR BTV AR AT - AR BT
MRS EN TS & & 1%, YN & FEER 2R 5 = & 03 THE
7%

Al12  YREARSCIZRER & 2 TOARWRE - ZhR, L - FRSEICEET S 1S
BENTWHZ L ERATEICRA . HEMXEERNTA FTA L ORMICHST
Rt LI LiIFELI AR,

FRICBEBT~ZHA : (5), (7)

(6) ERBEFEENLROPL-T5HE

Q13 EER R EEANER & ek U 7o B B AR S A AT oD B8O 25 8 v 45 B 203 )
B L7=00 T, ERSUIIERIE RO TH, YHAFICET 5 RKR
HE & S AR SR E N TR BT WL AW E - BRI B A 1 A Rt
LT Ly,

A13  [ERSCLIERIER D B DR O A 72 I, ARAGEIE « B EE ST E N T
b TWaaWAE - ARICET 5 HMORBIHIERD bhitu,
FRCBET~&HE : (2), (3)

Q14 [ERT SULIEAIA > & AR - BWIGH/HESUTE A TIERRD STz
R - FARICBT DA RD b, KA A KT A G > THEFEM &
ML Pt 558, ROICL DRI L M E R CIFRTHRIE, £3HIC
1B SRR AL R A U Tu 7R Mt o0 BEED SO FEFRIBRIZHEHE L T L v,




Al4  BERTULFERET A B ORD D2 ALE, AR - WG AE UL E A TR
HHRTWRWAEE - AT 2 MOREIEIRD S,
WICEES~SHAE : (2), (3)

Q15 GG EEUTEN TIREH LN TW R WA - AR CToOEESR oA
TR 2 A L TCWAERICR L, YIZERD SIFRIBEHORD B R VIEEIC,
WG X E A IR BT WA WA - BRI B T AR A IRt L
T,

Al15 BB ORD BT E, BRRAEIEACEBO R TW WA
& - REIZET 2 moREEITR» Bz,
FRICHEET<&TA : (3)

(7) ERBRE & mhIcROd - 12HE

Q16 RIFDIBMGTIEICOWTEMITIIEAAT LWL CWA & X0, Y
= Bl S p L ZEA BT 2> B RAGRIE - MG IER RO bR T A
% BT 2 A RS S BE . HFRIREEETEE,

Al6 EHELELTERIA FIA il S LIFRIRAETTRE & HIlF L7584, &
HA RTA L DRMFITHE TIHMBET D Z L TBLEZ 20,
felZ U, BRI 35 1) 5 ERR ST ERAER & OFIR A, IR SR AtiE R oo
—HOFN O R TITHI TV DIFE I, RAGRIE « ES/3E UL EN TR
SR TWRVVARTE - R 5 M ORIz STk, IRFES IR LS B &
U043 TITH LERH 5,
WICEES<&HEAE : (1)

(8) EMBIFRE I RIERY 2456

Q17 EFHOEIRMLOREICET 2B ESREHC W TR A FEkE L 72 EH X
RIEFNER 2SS % EFELOENBRERTT O D OHREEICBW T, &
AGEIE « WSS E A TIERD ST e WA - RIS 2205
BT — 2 B L CTHREZTT 5 Z L IXTTHED,

Al7T RORRIZBWT, BMEZITI Z EixELX 20,
FRICHE S ~STHA : (1)




Q18 {EHEOBIREE VB EME CART LML A ERMEE L FTH20,
Al S IEHIER e U, ARRGREE « IS /MU ERN TR HhTnen
Ak - RGBT S I A edtd 5 2 L ITRED,

Al18 RIORFICISWT, HERIRHET 2 2 SixELE A W, 122U, BREEFZE
ES OBRES-OMTF T~ EEHESICE I LWEXZ D S,
FricBBET~&EE : (1)

(9) AEATOFRIEEMEL

Q19 EHA FT7A BT, MEREMICHIZ-TiE, B, BhE, 58T
HEiTblnzt] LEhTWaE Z A, £¥EOEMMENIC, EBEET, E
Bifi S VR SR ANRT 2> S RS SO E N TR D B CunW gy Ak - AR
THIHMBUEEORD B H - 128G, HMREIZIBELTEO L 2 Z LILH
BT ~&h,

A19 BoRIZI T AR H - - Tk, 2hbE - R, ik AR%S0HF
ISR A MO A 69, BIERZ YEeIcT 2w LR 572
&, BREROEEEICHET AWM A BUICIRET 2 NERH L T LICHE
TRETHD,

MR, BICERERSR G TWnA L WO Bl T, ZEEICT 5 R oiRHt A
HIELTIZ R bARWI SICEE L, £0 X5 lEI1id, thoERittto Fik
LT ALERD S, :

BWICEBET~&mA : (4), (6)

(10) B D EFRBIGRE ~ O HRIRBE

Q20 [EHT S ILEEHIAT 2> O FAGRIE - WIS/ASETIEN TIEHRBD bR TV
VW - ARICBT A IR A RO B, VA KT A B - TR
fft LTV AEATIC, BIOERMTIEREL B 20 b Isigtt 2 Z 7o & [
i Licha . TEEHEREEA W TRED,

A20 B bLWEHIRMEESZ TV E LCREM L7CERM AR LTH,
FORDIIECTENTA FIA4 L OFHITHE S TIHBIRHT S LIIELE
ZIRVY,

Mol ET~&%mE . (3)



Q21 ZHOEMBEMLTWHEEMEATAERBRBESICEWNT, 80
ERT2N 6 24 5% % HE 4 O E PN CHAGE ST Wiz 380 22068 - B,
R - AR 2 B &2 52 0 =54, B %220 - ER L 023 E
BiORTCEIZ L TE LI Z 20D,

A2l EHA FTA DFRMHICHE-> THBRME (B8 +5Z LiFELEZ 2N,
el L, BRMORNEIC L - TE, £ 0% T/ Rof it & S, 5l
DR ITEBF IS L TEBNICRIET 5 FEE2RNTA L bEBT 5<%
THh s,
FICHEE T ~&WHA : (2)

Q22 JEFEDE R i3IS 0o FEAT X 3EFIER A 5 A AKERNE « @RS E L E
PTIERR D BTV ARV - FRICE T 2§ IR 2 R o S, 1 eRpRt
AR 7o R ST BEFIEG 23S H P CARECTH B BE I, F—E R XLIER
O il 0D B Fili S X BEAIA 1 0F U CSREFMARAET 5 L ofkifis - b &
Pk, R oD [ Fifi S e SEAIRT I 6k U T R AL RTRE Ao,

A22 FHA FT7A L OFREIZTE> THMIRETHZ Li3ELEZ LR,
12120, Z OGO 2 sRb 7o AT S SEHAT & 15 HR IRk G o> BE A
SCIRIRANRD D YA IR A Z T 2 Z LIC oW THME L TWA Z L iR
HIEREERVPLETHD,
FRICEES<&HAE : (2), (3)

(11) fWiEE, FESHFITHIT 5 HERiRit

Q23 FRB|MPOMRT — AT, EMRLIEAIEH & EIS/ L E PN Tl
W08 BTV TE - ARICB 21 OREEE RS b BE,
HERTRE D>,

A23 FELLTENA KT A AClE LT RIRALETRE & HIT LA, &
HA R4 DRI TR 2 Z XL 220,

TelZ L, il . FESBEORTRT — 21281 5 (F SR 0 IR 78 5 R AL 15 §)
D—EBELTITbRATWALEBABNAHZ b, BORRICEWTIL, AR
T TOARWEEE - 205, Rk ARZSICET AR THEZ L #FRL.,
L0 TEC, ARTEEWMIRAEE) & OV ) TSR 2T 5 2 LM ETH
B

WFICEHET=EXEB : (1), (3)., (7)



Q24 HAEEED 7 NV—TEtTH 5/ OB M3 M OMES T, ot
WEBWTER I TWAIFRTHh - THRARIE « #4438 T E R TR
B BN TWIRVHEE - ARICBT 1M RSN S8E . BARNHERX
IRIERIET S B A RIS L A E T FIC L 6P UERES CBMT 5 L X
i, Y% B AR L S RATRIE BN RIEN IR BTy
A - BB 2 R ORMZ Y 72 5,

A24 Y7z,
FrICEET~EHEA : (1)

(12) PE%EROFERIED)

Q25 RARRIE FEGAESUIEA TIEHRD b TWiR WA - BB
BT — H LW T, E¥DAT A BT 727 —R (MA) OFEHKEM
Sl A LT ETEED,

A25 fE¥EOREEBMN, BHEEMULEME TRVWEZORKOBIZBVT, ¥
MEDORDIZIE L, BHA BT A L OFRMFIZHES TERT — Z 122V THEK
TAHRILEFELI L2V,

ICREETSEIHE : (2), (3). (7)

(13) Wi A B EhRE O 1 R R

Q26 [EAIIIIEHIENA G, S ERMIIATRE T LTVDH0, PRI,
KPS OB CHRFEIEMMFREEH L TRV EEE - 208, Rk - AR
(BT DM ORAL A | MELHE IEE RS O RLEARTERE RO b BE,
WIEHREERORERTES (T, EREEMLOAPABEFT LTV
A - ZhEE, FE - BESICHET DR A R THED>,

A26 EREIRLVPEREET L6 - DFE, AL AESICOWT, %%
EIEGLPERREA LT EEA RIS Z LB L2 0,
P2 L, EREELOADPEKRAEE L WA - DR, Bk RS-
WTIFRIBHET 5 = L i3iBn Hhiewn,
WICEETREERB ; (1), (4), (8), (7)



(14) BRI 2 R AL

Q27 B A b AR IR L HEB NI BT 2 B % 0 RIR IS B 5 1R
(IBBRIEH) 2RO LNTHE, 0L 5 2H#RTHIEHRIRELTTAED,

A2T Pl ZE. BEAEFE R — L= IZBWT [ENTOIRR « BRERTFZE DO
Wl ELTRIFSNRTWAYA b (REFREFRERR Y M7 —2 (UMIN),
(—0) B REEFRE & — (JAPIC) . (Ath) BAEMESHRBRREE > & —
(JMACCT)) >fif#t, BRERBFFEIEICIE D &AM S h TV 2 ERMRE S CEii S h
2 FRPRAF ST (B PRAJF 20 525 -+ BFSCHEBE A0 o A2 7 A JRCT) 1R, PMDA
R= L=V TRAES N TWA 7 A6 O AGHA R 5 Eii Sh b
W (JrRIGER) OfFH, ClinicalTrials. gov (3) OIEHMSL, Kb A K74
Y DRI THBIRBET 5 = LB LI A0,

(3%) https://www. clinicaltrials. gov/
FRICEET~EER : (4), (7)



