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W ESAMmE. SR, MEHLDEOEERHEMAHOEONDIENHY . ETICEHIDPB/ESNTOET,

B EXAHMEEFS M/MREDE (Grade 3) -I/MRIEDE (Grade 4) BPRIELHBEIL. Grade 1 XIENX—AF
AVNCER T 2F TAFIZ—RFAICIREL T XL,

B R i/MRRIEOFRICEY . HIMDV AT PIEXRTEIEENDHIVET XL/ I HATIHEICE. &
BEOREZEEICARL. BHERORRICHHMEEL T XL,

B AFIRERICFHPRENFHRERRET 2BEICHL TE. FHFOL L ELHIEIBMIEEAF DI 5% —B5 iR
TBHIEZERBLTEZL,

B /MEEDEOEEICHHDST | AFPREICEK Y HMHEES (15, mES) PRESNTVLET,

FEBIKT

B ERPR AR BR
HMBEER I TROEBVRESNTVET,
+ SEHH% | MedDRA/J SMQ (IEIRSERR) [ REERTE (BHRISERBERC |

BRX(IHAMCLL | B FE AR (ASCENDHER)

A (N=154) *$888¢" (N=153)
£Grade Grade 3Lk £Grade Grade 3Lk
HMmRE=E=SR 40(26.0) 3(1.9) 11(7.2) 4(2.6)
MedDRA/J version 21.1 B (%)

* 1 RERIEUEMMERL LA (idelalisib (ARFBARARR) +VF 2T [IRI ANV A LAF U+ F2< T [BR])

FHBHCHV 2B ERBLIAEEER—E

£Grade Grade 3L E
= fll 2(1.3) 2(1.3)
5 13(8.4) 0
Az 9(5.8) 0
FURH I 4(2.6) 0
FERE I 3(1.9) 0
2 S i 3(1.9) 0
BHRH M 2(1.3) 0
St 2(1.3) 0
LB 2(1.3) 0
MedDRA/J version 21.1 B (%)
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HmEE =SS 76(42.7) 3( 1.7 70(39.1) 3( 1.7 20(11.8) 0

MedDRA/J version 21.1 Bl (%)
% chlorambucill&AFRARAR

) ABRICBEV T RREDOYRIR S BUED DABREDO RIS I0BRETICRB LB ERZRPARFMANICHEERL T aBREOYREZ SR
LD DRBEDREIZSGI0BRETICRLLIAETEREARAR N CERLCEEREREEE UL LIT  FICREADRVRY  AEHRICREE T 58
EEREIETHRAR N CRALCBEESEREET.

FEHFEXY AT T H AR EGHXISAF B SFHICEVTHLUERRLEEER -8

e 42(23.6) 0 27(15.1) 0 7(4.1) 0
SR 14 7.9) 0 16( 8.9) 0 0 0
S 183 7.3) 0 10( 5.6) 0 2(12) 0
il 9( 5.1) 0 7( 3.9 0 1(06) 0
BRI 7(39) 0 8( 45) 0 0 0
A M FE A DI 6( 3.4) 0 8( 45) 0 2(12) 0
Bt 3(1.7) 0 0 0 0 0
& i 3(1.7) 0 4(22) 0 2(12) 0
X7 3(1.7) 0 0 0 0 0
i fiR 20 1.1) 0 7(39) 0 0 0
3511 20 1.1 0 4(22) 0 1( 06 0
FEm 1( 0.6) 0 30 1.7) 0 0 0
MedDRA/J version 21.1 B (%)
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IEICH T BREE (PEFY /D) PHASN TUOEETLE.
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* | SN | MedDRA/J SMQ (B##%X) [ B8 FEERREMEEIR) |

EREIEHER (D8220C00001 &ER)

HimBHEER 4(44.4) 0 3(30.0) 0 11(31.4) 0

35 4(44.4) 0 2(20.0) 0 8(22.9) 0

FURH M 0 0 1(10.0) 0 2(.67) 0

I M 0 0 0 0 2057 0

St 0 0 0 0 1(29) 0

MmpR 0 0 0 0 1(29) 0
MedDRA/J version 24.0 B (%)
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IR HMBHEZEROYBIERFRIILUTOEL) T,

REAMCLL : B B MAEER (ELEVATE-TNER)
AEHFEXY AT TH ARG
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F/o. BMRBAEPBEFR VM ADBTBEEHHAHRESNTOET,

B AR SIS > THR VAN AFEDREOFEEERL TEZL.

B BICBMRBREORE AT DBVBREICIIAFIREAMISEN R FIHELEEZZERL . KFIR 5P IZBRED
BHIERPERICTRERL TEZLY,

N BREFRVAINAF+ )7 DBEXISEFRRE (HBsHUREM. HDOHBCHFEX IHBsH AR ) (IS L. AFID
BERAEITHEL THEEREPHRVAINAT—D—DEZL) V72TV BREF XTI ADHEEEILD
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FEBIKT

BRI BR
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* D EEEHR | MedDRA/J SRERIADTRD [BIYEE LOFERIE |

BRX(IHAMCLL | B FE AR (ASCENDHER)

AFIEE (N=154)

*HEREE" (N=153)

£Grade Grade 3Lk £Grade Grade 3Lk
RRIMERSEER 87(56.5) 23(14.9) 94(61.4) 37(24.2)
MedDRA/J version 21.1 BIE (%)
* 1 RERIEUEMMERL LA (idelalisib (ARFBARARR) +VF 2T [IRI ANV A LAF U+ F2< T [BR])
AHBICEVC2HLULRBLBEEELR—E
£Grade Grade 3L E

B 22(14.3) 3( 19

Pl 16(10.4) 8( 52)

BaliEEDS 7( 45) 0

VB RRZ 16(10.4) 2(1.3)

B K 13( 8.4) 0

FRE&REZ 5( 32) 2(1.3)

Rl 5( 32 0

N 3( 1.9 0

8K 9( 5.8) 0

FEREA 3( 1.9 0

TRIBERE 3( 1.9 0

B 2(1.3) 1( 0.6)

LEEEEAS 5( 32 0

AL ARKZ 2(1.3) 0

PibREE 4( 2.6) 1( 0.6)
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B 2(01.3) 0
KEAE R R 2(01.3) 1( 0.6)
FE% 2(1.3) 1( 06)
A I AR TER S 2(01.3) 0
HEREE 201.3) 0
MedDRA/J version 21.1 B (%)

B EIIAEEER (ASCENDEER) ICE W\ T AFIBE CRRTICE S/BEERES R EL CRUMES 1 (AF| & DR REIFRA
L) ESNEL .

Fo WIRBEDOARFIRENT OAF —/N—LUIIEFI T AF EORARBEEDEE TERUVFETICE SR D flERESNEL
Teo BEERIE HINTA > T I ROBEMMEMEFZEHFREL TOVcBETLE,

W BAMRBREE

AEBLC BT DIEFIRBZ 71 IV AICKDREEL. 465 (FRA% S SREGI2H. FRHIZ SRR 24)) ICRROOSNEL/,
YANAOTAIINAIERE. Z2—FVAF A-AONFACEDEE TSRO NELFA TL.

B BREFRVAIIADEENEL
AHBEC BT DBEPF KT AN AICKBDREGMEIE. 1Bl (FRHR 5 ARERAG) [CFRHONEL .

REHCLL : /B EMAEER (ELEVATE-TNHER)

REIMERIEESR 123(69.1) 37(20.8) 117(65.4) 25(14.0) 74(43.8) 14( 8.3)
MedDRA/J version 21.1 Bl (%)

% chlorambugcill&AFBARAR

AAHFEXY AT T HAREGHXISAF BIRR SHICEVTHLUERRLFEEER -8

ERERS 38(21.3) 4(22) 33(18.4) 0 14( 8.3) 1(06)
FREGRRZL 22(12.4) 1(086) 22(12.3) 3C1.7) 8( 4.7) 0
_ERRBAK 20(11.2) 1( 06 17( 9.5) 0 7(4.1) 0
TUEX K 15( 84) 0 14( 7.8) 0 5( 3.0) 0
fifi ¢ 19(10.7) 10( 5.6) 13( 7.3) 4(22) 5( 3.0 3( 1.8)
Bl @R 16( 9.0) 0 120 6.7) 0 6( 36) 0
R 10( 5.6) 20 1.1) 8( 45) 3(1.7) 1( 06 1( 06




A2 T7INIY 5(28) 1(0.6) 6( 3.4) 0 2(12) 0
RGBSR 8( 4.5) 3C 1.7 6( 3.4) 0 2(12) 0
TAINAEBEX 1(0.6) 0 5(28) 0] 0 0
wiREs 11(6.2) 3C1.7) 5(28) 0 4(24) 0
BIAR 0 0 4( 22) 1( 0.6) 1( 0.6) 1( 0.6)
Ofeh> 2 SE 3 1.7 0 4(22) 0 2(1.2) 0
SUBRZ 6( 34) 1( 0.6) 4( 22) 20 1.1) 3(1.8) 106
SR 3( 1.7 0 4(22) 0 1( 0.6) 0
LA 5(28) 0 3C1.7) 0 6( 36) 0
Pk 20 1.1) 0 3(1.7) 1(0.6) 0 0
TAI A ERUBRREE 0 0 3(1.7) 0 0 0
REEEKE 4(22) 0 20 1.1 0 2012 0
RR B MR 3 1.7) 0 20 1.1) 0 0 0
OREAJLARZ 4( 22) 0 20 1.1) 0 7C41) 0
B ES 3(1.7) 0 20 1.1) 0 0 0
A I ARG 4( 22) 1( 0.6) 20 1.1) 0 1(06) 0
ARREZ 4(22) 0 1( 0.6) 0 0 0
AT AREG 3C1.7) 0 1( 06) 0 0 0
BER 3(1.7) 0 0 0 1(0.6) 1( 0.6)
TN A B RS 30 1.7) 0 0 0 0 0
il dinkns 3C 1.7 3 1.7 0 0 2012 2(12)
FRE& MR MIE 3(1.7) 3 1.7 0 0 1( 0.6) 1(0.6)
MedDRA/J version 21.1 B (%)

* . chlorambucill&ARFBARATR

B EIEAER (ELEVATE-TN
B AR D1 Bl BUED 26 E<h &L 7z,

B ICEVWTC AR+ FEXY A T HBR S TR TICEDCRIERERREL T,

AR BIR SR CORCICE O ICRIVERESREL T VESIH 7 ANV FILAED 1 Il BIEN S 3 7 D 1 flERE Sh &

L7ze

WINOARFICORRBIFRRL CHMEhEL .
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BAEREER I TROEBVRESNTVET .
* | 3R | MedDRA/J BEBIAMAD [BRES SO ERIE]

ER IR E (D8220C00001 &tE%)

LT oy | FARRCLLIA—R(N=10) 24" (N=35)
£Grade |Grade 3LlE| #£Grade |Grade 3LlE| #£Grade |Grade 3Lk
RRZYUERES=R 7(77.8) 1(11.1) 5(50.0) 0 23(65.7) 4(11.4)
rREER 3(33.3) 0 2(20.0) 0 11(31.4) 0
fifi ¢ 1(11.1) 1(11.1) 0 0 5(14.3) 4(11.4)
LI 2(22.2) 0 0 0 4(11.4) 0
LD 2(22.2) 0 0 0 4(11.4) 0
[EXK 1(11.1) 0 0 0 3( 86) 0
HREZ 1(11.1) 0 0 0] 3( 8.6) 0
ElIE 3 2(22.2) 0 0 0 3( 86) 0
FERE 2 2(22.2) 0 0 0 2(57) 0
il 1(11.1) 0 0 0 1( 29 0
TEMRISAEX 1(11.1) 0 0 0 1(29) 0
kiR RE RUIE 0 0 0 0 1( 29 0
mE=L 0 0 1(10.0) 0 1(29) 0
AREZL 1(11.1) 0 0 0] 1(29) 0
BN 1(11.1) 0 0 0 1(29) 0
ATNIY 0 0 0 0 1(29) 0
RS 1(11.1) 0 0 0 1(29) 0
HRE 0 0 0 0 1(29) 0
IRt RZ 1(11.1) 0 0 0 1( 29 0
VB R 0 0 0 0 1(29) 0
EER 0 0 0 0 1( 29) 0
ERERES 0 0 1(10.0) 0 1(29) 0
JRBRREZ 0 0 1(10.0) 0 1(29) 0
MedDRA/J version 24.0 BIE (%)

* | BUBMEORRERERHER (/3—N) ROMCLOAR—K (/3—=h2) DIEFEED. (MCLICK 9 2BIISAIBAKR)

REIREER (D8220C00001 &ER) ICH VT A TICE O/ RIERERROMEIIHFEATL /2.
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KEFREE A IV AICLBREIIEIL. 24356 h 3% (FFXUIEEMCLL/SLLI I MCL26I (WT O TR SRE
KB ) ICERDONEL o,

YARAHATAINAAEZE . Z1— T AF A A ANFAICEDREPERFRBDONE LA TL .

* | BRFORFEREAN (/\—N ) ROMCLIAR—N (/S—h2) DEFIEEDT. (MCLISH T 2MISIABRAR)

B BREFXVAIINADEEME/L
BRFFR T I AL DEIIEIFRBOONEEATLT,

FIRBFEA

BREXIIEAMCLLEEEMNREL/IZBHENMEFER (ASCENDRER) OAFIZHCH T DREEERESEROYIEIRIR AT
LIFOEB)TT,

BRX(IHAMCLL | B FEBER (ASCENDHER)

RS EESR 46(29.9) 14(9.3) 10(6.9) 8(5.6) 5(3.8) 1(1.1) 3(7.9)

B (%)

BERCLLEBEERRELCBHNENERER (ELEVATE-TNEER) OAF+F EXY AT T HARSFXIIAK BRI 55
IR DRIYERESEROYIRERFFRILLITOEEYTT,

RABHCLL : B EARRER (ELEVATE-TNFER)
AEHFEXY AT TH ARG

BAERSEESR | 45(25.3) |26(14.6) | 18(10.3) | 11(6.4) | 7(4.2) 5(3.0) 2(1.2) 3(1.8) 6(3.7)

B (%)
AF BRI 5 8%

RIVERDESSR | 55(80.7) | 16(9.1) | 12(7.0) | 7(4.1) 7(4.2) 4(2.4) 7(4.3) 3(1.9) 6(3.8)

B (%)
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2. TRZEI HEERAEZDRER

XA

Grade LI EDRGAENFIRL /25 EICIE. Grade 1 XIEN—ATAUNZEET 2E TAFIZ—BERIARZEL TIEE0N,
= [ 1 EIEFERAOHRE] @EUf’FFﬁ%iEH#OJWEE\(D.S) HlBRLIEEN,

REIE (0 T B ER PR EABR B DX IS
T HlE B ERLBAIE HERER. 7L ABRR O EEBR) SAF OBRRR CROON TVET

| BROBIEPERIC DV TEZ AU FETL ) ERHICEYICART BT EERESh TOELED?,

rﬁ ROBBRIED B BBEIHL  EHEERMBOIRETFIBI GO/ AME, 7 LA BEBROFHORSH T
fEeEhTLELE?,
B2 0 5B (Bl - BB OB S8 Tl BRI EE T A& T ARSI
Za—EVAF ABIMEICKT T HIMEMEFHE (RN T 7 AT =)L NIXNT UL D FTTZIV AR
CREBCIHRBERAIN) . T7 OV IS AT EIDY RET NNV B 5T BT EPTREESNTOEL
1" ZOESBY R —NE DMBRRD AL ERET EVSFIRBHET. Fe. ROV DBARA
#5 (IVIG) ICEBFBAIE. B/ 0 TV DL AILMEWVERISEL TV B RIREM DB UET .

1) /4L B MR ER (ASCENDELER) =HEstE=

2) BNz E (D8220C0000 1 itEk) 2T EI=

3) B\ EMHRRE (ELEVATE- TN ER) S2hEstE =

4)Stern A. et al.: Cochrane Database Syst Rev. 2014; 2014 (10): CD005590.
5)Raanani P. et al.: Leuk Lymphoma. 2009; 50 (5): 764-772.

BRIFF &1 ILA (HBV) DFEHICDONT

mﬁu&wm WTBRFFA LA (HBV) DEEHALSBOSN TNET .

BRFFAYA LA (HBV) DEZLU> I ROEEICDNTIE. BAFEESNDREIN TS [Nk k)
RS BBRFFAHEN (NS> | #BBL T,

IER S HEIIC 51 BT ANV IV RIS B2 sigsHc DT

Kﬁ'ﬁx%% BV FANLFIIAEDBDOONTNET BRI E T 27 AN FILAEICH T 22 5%EiHE 2R
LT<7EELN,

) ETH S EMRERE (PML) (CX 9 2 ERFR I BREF DXt
PMLO#EPIEREL CRAICITEORAL. SRERE . AREES . BREEE. RO CHHEEH R OSTRHEDS HOHNDR]
REMDHUET .

L% | PMLODSEON /56 . PMLORZRID RN SN HE T Kﬁﬂ@&’——}%tﬁhﬁw BHIELRESNTVEL .
ZHNILITORBEEH TV PMLOZEI PR SNGE  ARIOBREEHIETHIEEMESNTVELT
a. FFEFFIRAOMEH
b. BMRI
C. ERTDICTMILADNA PCRI&E
B B8R (ASCENDER . ELEVATE-TN&LE) R OEM 28-S (D8220C00001 588 st EE

2% ITHEZEMRERE (PML) ICBBT22BA1RNZ1>
AEID; %HHFEEJEP&U‘/S%%RTfﬁ IBEBOREZ+DICERRL . BRREE. BBEMRI/CT. &8 R (cerebrospinal
fluid : CSF) DJCT7-1ILA(JC virus : JCV) DNAD#EH . SRIBFT R R OBRINEZETEIT O EBIC, IG5 a1EL . B0
BT CLEE,

SEER | ETHEZEEBERE (orogressive multifocal leukoencephalopathy @ PML) 251 K5 >2020
[BE4AFBRFMRABRES BAMRBEBCRMAEE TUARROERE VI AKIEICRE T ST MR



| 3) EEEMH

W &, FhEEPE. BMKEPE. MIMREMESORBNFIHEONDIEAHVET .
B RHICImIKED ZRET D720, ERBICIARREZITOTLEZL,

FEBIKT

B ERPR AR BR
M ERBEER I TROEBYBRESNTOET.
+ SEFH% | MedDRA/J SMQ (RIS B MREICSBHNIADE] . [ENMECSBENEATE] RO S NEEC LB 0MEEE

BRX(IHAMCLL | B FE AR (ASCENDHER)

AHIB (N=154) *FEREE" (N=153)
£Grade Grade 3L E £Grade Grade 3.k

B EER 23(14.9) 18(11.7) 14( 9.2) 1(7.2)

=il 23(14.9) 18(11.7) 14( 9.2) 11(7.2)
BmBREERESES 33(21.4) 27(17.5) 76(49.7) 70(45.8)

SF AR AE 30(19.5) 24(15.6) 65(42.5) 58(37.9)

BFFREREH 2 3(1.9) 2(1.3) 10( 6.5) 10( 8.5)

FEEMERT PIOR D E 1(06) 1( 0.6) 4( 2.6) 4( 26)

SERIBRORAE 0 0 3( 2.0 3( 20

BRI E 0 0 1(0.7) 0

U INERB A E 0 0 10 0.7) 0
/MR ERS B RS 22(14.3) 7( 4.5) 26(17.0) 10( 6.5)

/R A E 17(11.0) 6( 3.9 21(13.7) 10( 8.5)

M/NMRECH D 6( 3.9) 10 06) 6( 3.9 0
MedDRA/J version 21.1 158 (%)

* RBIAYERMAEIRL o LFEOE (idelalisib (RFARAR) +UVF ST IRI SNV A LAF U +)YF2 < T [BR])

B EIAEEER (ASCENDEER) (CEWT ARIB CHRTICE /B MBESE R BMIR D AERES SR KX O M/ MR iE
BEEROMEEDVELATL,



2. TRZEI HEERAEZDRER

JARCLL : B4 B AEER (ELEVATE-TNER)

SR AT (et 78) AnwmEsEN=179) | FEEIEIEL o)
£Grade |Grade 3LlE| #£Grade |Grade3LlE| #£Grade |Grade 3LE
ampEEESR 23(12.9) 11( 6.2) 28(15.6) 12( 8.7) 21(12.4) 12( 7.1)
&imn 21(11.8) 10( 5.6) 25(14.0) 120 8.7) 20(11.8) 12(C 7.1)
0SS =7inl%: 70 2 1.1 1( 06 2 1.1) 0 2(1.2) 0
RIKMEE M 0 0 1(086) 0 0 0
SSOZONIY: %) 0 0 0 0 1( 0.6) 0
/NRIEE I 0 0 1( 086) 0 0 0
BB AR EE SR 59(83.1) 56(31.5) 21(11.7) 19(10.6) 84 (49.7) 78(46.2)
SFRRIRR A E 56(31.5) 53(29.8) 19(10.6) 17( 9.5) 76(45.0) 70(41.4)
FEEMEAT PR E 3 1.7 3 1.7) 2 1.1) 2 1.1 9( 63) 9( 63)
SFHREREUR D 317 2 1.1) 0 0 5( 3.0 5( 3.0)
FFERER A M RUmIE 1( 0.6) 1(086) 0 0 0 0
B IRE A E 1( 0.6) 1( 0.6) 0 0 4( 2.4) 3( 1.8)
/R ERS E S S 27(15.2) 16( 9.0) 17( 9.5) 6( 34) 26(15.4) 22(13.0)
/N AE 23(12.9) 16( 8.4) 13( 7.3) 5(28) 24(14.2) 20(11.8)
M/MRECR D 5( 28) 1( 0.6) 4( 22) 1( 06) 4( 2.4) 2(12)

MedDRA/J version 21.1

% chlorambucill&ARFRARAR

B (%)

B EIMEEER (ELEVATE-TNRER) ICBWT AR+AEXY A T H AR S CRRTICE /B MBESER . HMmEK
DEREER N O/ NMUB A EREER DR EIIHUEEATL.

A BRI SR T AR EORRBEHRDE

1BERESNE LT,

TE CERVIETICE /A MR AERES REL T FEAMAT FECRAED



E RERPR AL ER

MEAMERERER I TROEEVRESNTOET,
* | AR - MedDRA/J SMQ (B##FRN) [ MBI A7 MBRAAME ] « [ BEIC LB MBREAE] KO [ B &5/ MTE A E]

ERZI4EER (D8220C00001 &ER)

ENIIESPLEE 23 2(222) 1(11.1) 3(30.0) 2(20.0) 8(22.9) 5(14.3)
=yl 2(22.2) 1(11.1) 3(30.0) 2(20.0) 8(22.9) 5(14.3)
BMmEHERESRS 3(33.3) 3(83.3) 3(30.0) 1(10.0) 12(34.3) 8(22.9)
BB IE 2(22.2) 2(222) 1(10.0) 1(10.0) 4(11.4) 4(11.4)
BT S 1(11.1) 1(11.1) 2(20.0) 0 5(14.3) 2(.67)
Bk A E 0 0 0 0 1(29) 1(29)
B mERETH L 0 0 1(10.0) 0 3( 86) 1(29)
U SERRAME 0 0 0 0 2(.67) 2(.67)
U2 INEREUR D 0 0 0 0 2(57) 2(57)
i/ A ERS SR SR 1(11.1) 0 3(30.0) 1(10.0) 8(22.9) 3( 8.6)
Mf/NRBAIE 0 0 1(10.0) 0 3( 86) 1(29)
/RS 1(11.1) 0 2(20.0) 1(10.0) 5(14.3) 2(.67)
MedDRA/J version 24.0 B (%)

* | BUBMEORRERERHER (/S—N) ROMCLOAR—K (/3—=h2) DEFZEED. (MCLICK § 2BIISARIBAER)

EMEIEEER (D8220C0000154ER) ICHE W T FETICE /- B MBEER . HMBORAMERESE SR K O/ MR 2 ER
BEROHREIHIEEATLL.



2. TRZEI HEERAEZDRER

FHIHRFHA
BRX I AMCLLEE AR E LB ENMERE (ASCENDERE) OAKIZE BT A MEHAMER EES O] B FIR R
I FOEBYTT .
BRXIHAMCLL | B S48 (ASCENDRER)
0-<3h8 | 3<6HA | 6-<9HH | 9-<12h8 | 12-<1558 | 15-<18H8 | 18-<215A
DEFIREH (N=154) (N=151) (N=145) (N=142) (N=132) (N=91) (N=38)
BMEEER 19(12.3) 1(0.7) 0 2(1.4) 0 1(1.1) 0
ggﬂzﬁz’”ﬁaﬁ 14( 9.1) 9(6.0) 5(3.4) 1(0.7) 3(2.3) 1(1.1) 0
gg’ﬁwﬁﬁgﬁ 16(10.4) 3(2.0) 0 2(1.4) 1(08) 0 0

B (%)

BRCLLEEERELOBHNENERER (ELEVATE-TNEER) OAF+F EXY AT T H AR SR IIAH| BIRE 55

ICBFBMIKEDERNEE RO EIFRFRIELITOEEUTT.

FBECLL : 5B/ FEM1E: 5% (ELEVATE-TNERER)
AEHACEXY AT THBRSE
s | O-<37A | 3-<67A | 6-<9NA | 9-<1258 | 12.<150A | 15<187A | 182178 | 21-<241A | 24N ALl
(N=178) | (N=178) | (N=174) | (N=171) | (N=167) | (N=167) | (N=165) | (N=164) | (N=161)
ammEEs | 16( 90)| O 1(06) | 108) 0 2(12) | 1086 | 2(1.2)
ggﬂ?ﬁ’)ﬁﬁfﬁﬁ 32(180) [13( 7.3) | 3(1.7) | 3(18) | 1086 | 3018 | 106) | 1086) | 2012
ggj&;‘mwﬁsﬁ 19(107) | 6( 34) | 1(06) 0 0 0 0 1(0.6)
I (%)
RE| BRI 58
pmsem | O-<37A | 3<67A | 6-<9NA | 9-<1218 | 12-<150A | 15-<18%A | 18-<217A | 21-<241A | 24NALIE
(N=179) (N=175) (N=171) (N=169) (N=167) (N=166) (N=164) (N=162) (N=156)
amesEEs | 20(112)| 3(1.7) 1(06) 0 106) | 202 | 1086) 0
ggﬂwyﬁs@ﬁ 11(61)| 307 2(12) | 106) | 106) | 2(1.2) 0 1(0.6)
ggjﬁfﬁwﬁ% 9( 50| 24.1) | 1086 | 2012 0 1(06) 0 2(1.3)

20

B (%)



XA

FALGHMZEHSGrade 3OM/NMRBEAME. Grade 4D M/NMRAME. XIE7BL EFFHi 9 HGrade 4DFhEE A ED
LB EICIE Grade 1 XIIN—ATA UNZAET DL TARZ—BRICAREL T,
FOMDIREMEICDVNTIE. BEDIRREICIGC TARBMLEZHRFL TLZE0),

= [ 1 BIEFERDHE ] ORERARREFOXIS (0.5) £ ZBRITEZ0N,

ISR AE (FN) IS BREH 1RS>
AEIRESHCHNTREEF IR E (FN) BROONTVET,
FNBEICH T 29HA KR (RERAVEE) XPFNEBE IO T 212 BRrakRBm3~4B R OBFHEIC DL TIE. BAERKES S
R EB [FRIEITRIEE (FN) BRA NS (RETB2HR) | £BBL TS,
BARKES SRR - REMEFPEEAE (FN) 2B A1KN T > (KETHE20R) . 201 718

21



2. FEZEIBHEIERHEZ DR

| 4) FEER

N 0EHE - ODEHEBEFOERLABRISHOSONDIEDHIET.
N RPHICEREZRET 2720, FFRSRIEERHISOHERE (T2FEOERRES) Z17oTLEEL,

RN

B ERPREER
FEARBEER IS FROLBURESNTNET,
* | IR - MedDRA/J HLGT (B )L — 7 FFE) [ AR

BRX(IHAMCLL | B FE AR (ASCENDHER)

PR 12(7.8) 3(1.9) 6(3.9) 2(1.3)
DEHHED 8(56.2) 2(1.3) 4(2.6) 1(0.7)
EEMEHERSNINHE 2(1.3) 0 0 0
TEAR 1(0.8) 0 0 0
eI 1(0.8) 0 0 0
DMELE 1(0.6) 1(0.6) 0 0
TRTETRAR 1(0.8) 0 0 0
SRR 1(0.6) 0 0 0
DEHEED 0 0 1(0.7) 1(0.7)
TR 0 0 1(0.7) 0

MedDRA/J version 21.1 BIE (%)

* RBIAYERMAEIRL LR (idelalisib (RFBARER) +UVFS T IRI USANV A LAF U +)YF2 < T [BR])

B B IAEER (ASCENDEER) IcE W T AFIBF CRTICE A BRDOKREEHIEEATL .

22



JARCLL : B4 B AEER (ELEVATE-TNER)

AR 13(7.3) 2(1.1) 10(5.6) 0 8(4.7) 2(1.2)
R 0 0 1(0.6) 0 1(0.8) 0
EEETER 0 0 0 0 1(0.6) 0
DEHIED 5(2.8) 1(0.6) 6(3.4) 0 1(0.6) 0
DEEE 1(0.6) 0 1(0.6) 0 0 0
FeREETOVY 1(0.6) 1(0.6) 0 0 0 0
AR 0 0 1(0.6) 0 2(1.2) 1(0.6)
BHTOvY 0 0 0 0 1(0.8) 0
DMELE 0 0 0 0 1(0.8) 1(0.6)
HASIIHE 0 0 1(0.6) 0 0 0
SR SERR 1(0.6) 0 0 0 0 0
AR 1(0.6) 0 1(0.6) 0 0 0
SRR 3(1.7) 0 1(0.6) 0 3(1.8) 0
DIEMEASNINAE 1(0.8) 0 1(0.6) 0 0 0

MedDRA/J version 21.1 B (%)

* : chlorambucill&ARFBARAR

BV EIEEER (ELEVATE-TNRER) ICEWVW T AR+ FEXY AT T HBIR G R OAF BB SR CHRTICE /AR
RO EEDHIELATL .

E R PR R

FERBEEER NI TROEBVRESNTOET.
% | S | MedDRA/J HLGT (B4 )L — 7/ Fs8) [ R EHR )

EEEI4E5ER (D8220C0000 1 iER)

FEE AR 0] 0 1(10.0) 0 2(5.7) 0
DEE 0 0 1(10.0) 0 2(5.7) 0
MedDRA/J version 24.0 B (%)

* | BRI SRR (/M) ROMCLIAR—K (/3—h2) DIEFEET. (MCLICK T 2B ISAIBARER)

E R EIEEE (D8220C00001&#ER) IcE WV T ATICE AN BRDREEHIE LA TL .



24

2. TRZEI HEERAEZDRER

IR AFHER

BEXIFEAMCLLEERZREL B ENERER (ASCENDEHER) OAFIFICH T 5N EIREESEROYEIFIRRFLIE
FoERYTT,

BRX(IHAMCLL : B FERER (ASCENDHER)

Y E RIS 0-<3#4A 3-<61A 6-<971A 9-<1258A | 12-<15%A8 | 15-<18HA | 18-<215A
(N=154) (N=151) (N=145) (N=142) (N=132) (N=91) (N=38)
TEIREESR 4(2.6) 1(0.7) 2(1.4) 0 3(2.3) 2122 0
B (%)

XFo0LiE

Grade SLLEDTEMRDFEIRL /35 A(CIE. Grade 1 XIIN—AT1A UCRET HE CARE—RIAREL TEE,
= [ 1 EEFRADOBREL | ORHEREBRFOMIS (p.5) £ BRI7EE0N,.

BRERERERRS DTS
TERDAFIORKAB TROONTHY FFTOLBY RIRFERDE M. FERRF . 2RO HF O EMEI DL
FaBTRREICHEVTROSNTNET,

| E=&US K

DEMEIR O DFEEEO#E (BYE FBMDE. K. k. PREH#S) &t =—4—L. BEOBX
AEETOZE"  Fo DEHEDRBOON BB ITHERAT AR RO TEEL . BRRANUE
HEICU TR O ROBKEHEZ TS ERESh TO&EL 7,
BROVESE | SEALERBEEN D DEEL. AF DRSBTS h TOELE Y,
= [ 3.ERARFBRICHT D ELBIR-BRUEEE | OFLIRNEEE (0.37) 2 BRTEE0,

1) BN EIERER (D8220C0000 1 #ER) et EE
2) BHVEIEER (ASCENDEER) EftatEE
3) BHEIMEAER (ELEVATE-TNAHER) EiEetES




| 5) EfntEDES

N REEHRERBFSOERRENE VRBRPHOSONDIEDHIET,
N RPHICEREZRET 2720, FFRSRIEERHISOHERE (T2FEOERRES) Z17oTLEEL,

FEBIKT

B ERPR AR BR
FEMEOERIETROEBVRESNTOET,
* | SEHI% © MedDRA/J SMQ (BAERF) [t DB ()

BRX(IHAMCLL | B FE AR (ASCENDHER)

AHIE (N=154) HEREE" (N=153)
£Grade Grade 3Lkt £Grade Grade 3L
i 1 M DR S 1(0.6) 1(0.68) 4(2.6) 3(2.0)
R EERE EAF 1(0.6) 1(0.6) 0 0
TRERDIE 1(0.6) 1(0.6) 0 0
A ETN TS 0 0 2(1.3) 2(1.3)
BRDAE 0 0 2(1.3) 1(0.7)
DEEEE 0 0 2(1.3) 2(1.3)
MedDRA/J version 21.1 BlIEL (%)

* | ABRBMERTABIRL 7LEH0% (idelalisib (RHFRAR) UV 27T IR RNV E LRF >+ Y+ <7 [BR])
BB IHEER (ASCENDEER) (cH WV T AFBF CORTICE SR DRRO|MEEHIEEATLI,

BECLL : B IR ER (ELEVATE-TNER)

RO (o1 78) ARwEsEN=179) | o FEIIEITL o)

£Grade |Grade 3LlE| #£Grade |Grade3LlE| #£Grade |Grade 3Lt
M ORER 8(4.5) 4(2.2) 10(5.6) 4(2.2) 2(1.2) 0
RIEEEIRERRE 1(0.6) 1(0.6) 0 0 0 0
SMEDERIEEE 1(0.6) 1(0.6) 301.7) 301.7) 1(0.6) 0
BROIE 5(2.8) 1(0.6) 4(2.2) 0 1(0.6) 0
TRELROIE 1(0.6) 1(0.6) 0 0 0 0
TEEDARAELIE 0 0 1(0.6) 0 0 0
DETEEE 1(0.6) 1(0.6) 1(0.6) 1(0.6) 0 0
DEARE M 2(1.1) 1(0.6) 1(0.6) 0 0 0

MedDRA/J version 21.1 BIE (%)

% © chlorambucill&ARFRREER

BV EIIREER (ELEVATE-TNRER) ICBEWVW T AFI+FEXY AT T HBIRGE R OAR BRI 58 COLTICE /oM
HOEBOREEHIVELEATL .

FEXY X< T7+chlorambucil* B DS AF BEIRIZ 5RENTOAF —/\—UERI T R TICE S RIEDHEED 14 (K
FlEORRBFREZL) REShELL.

25



2. FEZEIBHEIERHEZ DR

E RERPR AL ER

M OREIITROEBVRESNTOET,
* | HENZMedDRA/J SMQ (B#E£5R) [ /D (i) |

ER IR ER (D8220C00001 &E%)

EIMEOESR 0 0 1(10.0) 1(10.0) 1( 29) 1( 29)
BAOIE 0] 0 1(10.0) 1(10.0) 1(29) 1( 29)
MedDRA/J version 24.0 B (%)

* | BB SRR (/3—N) ROMCLIAR—K (/3—=h2) DIEFEET. (MCLICK 3 2B ISAIBAKR)

E RS (D8220C0000 15 ER) ICHE W\ T ETICEo/eE Mt DERRB DB EIEHELATL .

FIRAFHA

BRXGEAMCLLEZEZNREL LB EIMEEER (ASCENDEER) OAFECH T 2R MM OEEOYIEIFIRRHAIL2
BTl

XFALE

Grade S EDOEMMEOERBDFIEL/IHAICIE. Grade 1 XIIN—ATA UICEIET 2ETARE—RIIARREL T
=0,

= [ 1 BEFROHERL | ORHERERFOHIS (p.5) £ BR7ZE0N.

ERERERERES D3I

PROVESE | EARTERSEBD HDEBE L. AFIOERREER TSN TUOEL .
= [ 3. ERRABRICH T DELZBIR-FROVEEE | OELFRINEZE (0.37) 2 ZBIRIZE0N,
B BIEE (ASCENDER . ELEVATE-TN&E) R OEM i85 (D8220C00001 588 st EE

26



| 6) FEEHEERE

N ERHREGRHIHODNBIENHVET.

B RHRICERRZRET SO FHREREERHICHEPERERERVBHERBEZTOLE. BEDIKEZ
TRACRBLTILZL,

B ZEEPROONIBEICIE. FFI DR EZHIEL . BYLLE (EERER. BREMERERDREF) 2170T
<FEZLY,

RN

B ERPR AR BR
PEE ARG I TROEBVRESNTOET,
% EFRR | MedDRA/J ZEAEA IR RE

BRX(IHAMCLL : BB (ASCENDHER)

PEF RR R (2T 1(0.6) 1(0.6) 1(0.7) 1(0.7)

MedDRA/J version 21.1 Bl (%)
* | JRBRIE L ERIEIRL /2L 2A (idelalisib (ARFBFRAR) +) Y+~ 7 [IRI XNV A LAF >+ +2< 7 [BR])

B IR (ASCENDAER) ICE W\ T AFIBF CORTICE BB RIREREFOREIIHEEATL .

JARCLL : 5 B AEBR (ELEVATE-TNAER)

PEFS R IR RY 3(1.7) 2(1.1) 0 0 15(8.9) 13(7.7)

MedDRA/J version 21.1 Bl (%)
% : chlorambucill$AFRARAER

B EIIREER (ELEVATE-TNRER) ICBEWVW T AFKI+FEXY AT T HBIR G R OAF BB 58 CRRTICE S/ ES
FRIRIEMRRFOMEIEHEEATL .

27



2. TRZEI HEERAEZDRER

E RERPR AL ER

BEREERR I TROEBVRESNTOET.
* | 3R | MedDRA/J BAEE [ BB AR 2

ER IR E (D8220C00001 &tE%)

BREXIGEAY

CLL/SLLaA—r(N=g) | FAMCLLIR—H(N=10) 24" (N=35)

£Grade |Grade 3LlE| #£Grade |Grade 3LlE| #£Grade |Grade 3LIE

PEfS FR IR R RE 0 0 0 0 1(2.9) 1(2.9)

MedDRA/J version 24.0 B (%)
% BRI EEE (/S—N) ROMCLIOA—K (/S—h2) OEFIE ST, (MCLICH T 2SI AFRAAR

REIREER (D8220C00001 &ER) ICH W\ T SETICE OB A IRIERAF DM EIIHFEATL 2.

FEIRRFHA
R FEAECLLEE AR EL /B S8R (ASCENDEER) DAHIZHC 513 2 8B BB EH O ME RN
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KpBRRICIA. 7a7V) =L XIESATUH— t’&?x’—-}@‘%c‘:%ﬁméﬂ’(mibt”g)
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2)m5 #EMHRERER (ELEVATE-TNER) S=hEstE=
3) BN EIHEEER (D8220C0000 17t5%) SEhEaTEI=E

EEDD 75 ams
FEB BRIBEMREL IO D EAMAT A AR EE. EERIERERRBAINEY Z27 )L asR L T<{/Z20\,
KAEH GER) FIR. 707U/ — L (RBERN) . 7T TFY ARy (RBERHY) . SATUH—E0BRE. BHU™

LFENDXFAL FLER T > N—> ADR MG B3
BERERRERINGEY=27)l BHRBERR (PR23%E3A (ER30F6AHE))
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| 7) BB EHES

N FBEEMEREDPHODNDIEDHIET.

N RHICREZRET 570 FRIRESRISERRER (FRER. W, RERE) OFE. WERXRREOXES. BiF
ZTRIAToTLEZLY,

B ZEEDPROOSNIZBAICIE BRDICHERXR. WIHBCTFOMREZXEL . FRaFMAECEE LBV GLEZTTO
TLIEZLY,

N BEMEMERESREONIIBEICIIFFDRESZHIEL. BIBRERIVEVFIOREEFEDENRNEZITOTIEZLY,

FEBIKR

B R BR

HEEEREEER I TROLBVRESNTVET,
* | A% | MedDRA/J SMQ (BEia% =) [RIE RS (i) |

BREXSHAMCLL B/ EIHEAER (ASCENDHER)

K2 (N=154) *$888" (N=153)
£Grade Grade 3Lk £Grade Grade 3Lk

RIE B RESRSR 3(1.9) 2(1.3) 8(5.2) 4(2.6)

Pt 2(1.3) 2(1.3) 3(2.0) 2(1.3)

I E MR 0 0 3(2.0) 2(1.3)

PHRHETE 1(0.6) 0 1(0.7) 0

HREBE K 0 0 1(0.7) 0

fifr = 0 0 1(0.7) 0

MedDRA/J version 21.1 B (%)

* ABRBUERTABIRL/LSEB0% (idelalisib (RFBFRAR) UV F2 77 IR RNV E LRF >+ Y+ <7 [BR])
BB (ASCENDEER) (cH WV T AFBF CORTICES L MEMMRRO|REEHIEEATLI,

AaBCLL : B B IAREER (ELEVATE-TNFER)

ﬁm?ggag?r\g?g RIMIETH (N=179) chlor;ii;;?; (7NL1 69)

£Grade |Grade 3LlE| #£Grade |Grade 3LlE| #£Grade |Grade 3Lk
BE MR BEEER 1(0.6) 0 2(1.1) 0 1(0.6) 0
P 1(0.6) 0 0 0 0 0
FARAEAE 0 0 2(1.1) 0 0 0
AR SR 0 0 0 0] 1(0.6) 0

MedDRA/J version 21.1 BIE (%)

* : chlorambucill&ARFBAHRAR

BV EIEEER (ELEVATE-TNGRER) ICEWVW T AFI+FEXY A T HBRGE R OAF BB 58 COATICES/ZME
MREBOREEHVELEATL .
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2. FEZEIBHEIERHEZ DR

E RERPR AL ER

HEEMEREEER I TROEBVRESNTVET,
* | #ET31% | MedDRA/J SMQ (BHEia%R) IR 1A (o) |

EREIEHER (D8220C00001 &ER)

B AR BRI ESE R 0 0 0 0 1(2.9) 0
A MRS 0 0 0 0] 1(2.9) 0
MedDRA/J version 24.0 B (%)

* | BIRERR SRR (/3N ) ROMCLIKR—h (/N—h2) DIEFEEE. (MCLICK T 2BISIEAIBRAR)

E R EIHERE (D8220C00001 HER) IcE W\ T ETICE R A MMER DR EIIHUELEATL .
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MEREZR & DNARE
Za1—EVAFADNAKRE

, BSHT . B5eh . FRL\E .
| | | 1
TEIR-BARTR
 ($FICE M) - B
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B DEEER REZE
BHHR MR- BT R .
SpO. LR % (g i) BIEEXAR B E —
= WIEHRCT |, DR
(BUAES DR B IR - : Fi7KEE
534 SpO.DE T
BIHEEZ DEEE ERRIRE BAL
BIEEXIeEE n &, m&RE. CRP. FFHHE. st
FgERCT (HRCT) RIS E KL-6.SP-A.SP-D.DLST il e
FERCT (HRCT) il
ERDH (BRERE) PR
KL-6 KL-6 [15%] mﬁ%@")@
(SP-A.SP-D) (SP-A.SP-D) B-DIINI - =
HA NAHOIA L AR
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MR 5 DNAME

1) A RS ZFMMEEOBET AROF5 IS EREMERRR | EANEMEEORBET AROF5IE [FE25R] —REEEABATFREFEFR, 2018

XFo0iE

BE MR EDEDON ISR ICIEAFI DR GEHRIEL TZE0,

Fo BRHBFFIECEEL. BIBEERIL T DORSEOBYRMEZITOTLLZ0N,

= [ 1 EIEFEROEEV | ORHERRBRBFOXS (0.5) &I 8RN,




2. TRZEI HEERAEZDRER

| 8) ZiRiEEMIES

B FRIRESEIC. RERURBLUANORBICREBEEESHODNDIENHUET,
N REAHRRE. ERERESORBOTREBEESICEAL TR, REORKELZHERTEHE. IhOORRIC
ABLTLEZL,

FEBIKR

BYLERPRAAER
CREBEEENEER I TROLBUBRESNTET,
#7284 E AR ER (ASCENDERER) DARIEE (N=154) TRESN L T REBEIBBHESR 186055, AREHEN

BETCERVEHIITESNIZBEZRIT2M (BHEBAT ERE. BB EY £146)) Tl

* D FEEIR - MedDRA/J SMQ (RERZR) [BIERES | . B>/ E (ki) | RO TEBERAERE () |
BE. Hixh7dU—H5MedDRA/J HLT (GALAER) [BHEEIOFMNHOR EHEY (REEZRO |27 T h7 I —To&%aET o7k,

BREXSHEMCLL B EEHER (ASCENDHER)

AHIZE (N=154) *1iREE" (N=153)
£Grade Grade 3Lk £Grade Grade 3Lk

ZREBMEEEEEER 18(11.7) 6( 3.9) 4( 26) 1(0.7)
RAY b il 10( 65) 5( 32) 4( 26) 1(.07)

¥ LRz 3( 1.9 0 3( 2.0) 1007

i N ARE 0 0 107 0

BEREREAT LR 1( 0.6) 1( 06) 0 0

BHODBMEFTEY 1( 06) 1( 0.6) 0 0

OER¥ K& 1( 0.6) 0 0 0

P DMLY 1( 0.6) 1( 06 0 0

BHREE 1( 0.6) 1( 0.6 0 0

EREBEHORTLEE 1(06) 0 0 0

TR 1( 0.6) 1( 0.6) 0 0

BISZRRE 1( 086) 0 0 0
ATl 10( 65) 1( 06) 1007 0

Rz 4( 2.6) 0 1 0.7)

R EH AR 5( 3.2) 1( 0.6) 0 0

R—I>% 1(06) 0 0 0

MedDRA/J version 21.1 BIE (%)

* L RERIELEMMERL LR (idelalisib (RFBARAGR) +VF 2T [IRI NV ELAF U+ F2< T [BR])

B A ER (ASCENDERER) ICEW\ T AR CRTICE /R MBMEBEERERH 20 (\ThEAF EDERE
L) EShEL.
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JARCLL : B4 B AEER (ELEVATE-TNER)

ﬁpﬁﬂéﬁ?@‘% Wl Bt ) chlor:r-nii(;?; (7N+=169)
£Grade |Grade 3LlE| #£Grade |Grade 3LlE| #£Grade |Grade 3LlLE
CREBMEBEEER 19(107) | 7( 39 | 15(84) | 2(1.1) | 6(36 | 3(18
Al ol 10( 56) | 6( 3.4 5(28 | 2011 | 3(18 | 2(12
SE/NR R 20 1.0) | 2011 0 0 0 0
R LR 2(1.1) | 1(086) 0 0 0 0
EERT LR 1( 06) 0 0 0 0 0
BEBLTSAT LR 1( 06) 0 0 0 0 0
R 1006 | 1008 0 0 0 0
B (27— ) 1006 | 1008 0 0 0 0
B 1006) | 1008 0 0 0 0
AT AR 1( 06) 0 2( 1.1) 0 1( 06) 0
B 1( 06) 0 0 0 0 0
21 B BB M 0 0 0 0 1( 06) 1( 06)
B 0 0 1006 | 1008 0 0
B 0 0 0 0 1( 06) 1( 06)
RRNBIHEEEE 0 0 1( 06) 0 0 0
BT LR 0 0 1006) | 1008 0 0
ATl 9(51) | 108 | 10( 56 0 4C24) | 1008
EEADE 7039 | 1(06) 8( 4.5) 0 2( 1.2) 0
KT 0 0 1( 06) 0 2( 1.2) 0
R 2( 1.1) 0 0 0 0 0
RS 2( 1.1) 0 2( 1.1) 0 2( 1.2) 1( 06)
MedDRA/J version 21.1 B (%)

* : chlorambucill&ARFBARATR

B EMMEEER (ELEVATE-TNEER) ICHE VW T AR+ A EXY AR T HBRGH CRTICE R RN EEREESER
DB (W\ThEARFIEORREFREL) MEShEL/.
AA BB GRF CIE FETICE R B M EBHEEROMEIELHIEEATL,

BEOBNELERFTRICEV T DRMEREEEEEERIL. RERICEE T 2F2R 22D T804 (B> /AR 124
NUNVHRREY > I NBEO U NRET . RS T BR N NURRE > /\EGHE) DERESN TOET (2020F3 AR
=)

o
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2. FEZEIBHEIERHEZ DR

E RERPR AL ER

TREBMEBEEER I TROEBVRESNTVETY,
* | AR - MedDRA/J SMQ URAERRSRR) [BIERES | [BHEU >/ BB (i) | RO T B BRI AUERRE (i) |

EREIEHER (D8220C00001 &ER)

ZRMEBMERREEER 1(11.1) 0 0 0 1(2.9) 0
ZREERMESEESER
B 1 B R RS 3 A L0 1(11.1) 0 0 0 1(2.9) 0
MedDRA/J version 24.0 BI% (%)

* 1 BREGHRAERRH (/M) ROMCLAKR—b (3—b2) DIEFEED. (MCLICH 3 BBIREAFARER)

ERFEIMEEE (D8220C000015E&) ICH W T TR EEMEEERESZR /1 HICFROONEL /2. IHESN/ZZRIT. EH
5% (Grade 2) L7z,
FIRBFHA

BREXIIEAMCLLEBEEZNREL 2B EIHERER (ASCENDHER) OAFIBIC ST 5 R B MEIEEREEERDOYE 3
REFHELITOEEYTY,

BRXIIEAMCLL | B FEBER (ASCENDHER)

ZRMERMES
BhEER

3(1.9) 6(4.0) 3@2.1) 3(2.1) 1(0.8) 222 0

B (%)

5@3§CLL$%7&3(‘1‘2%<‘: L7cBs B IR ER (ELEVATE-TNEER) OAFI+F EXY AT T H AR SR X IIAF BIRIR 55
BB RMEREEBREEEROYERRFRILUTOELEYTT,

RABHCLL : BHEIARRER (ELEVATE-TNFER)
AE+FEXY AT T HARGE

TREEEES 4(2.2)

HEEs 3(1.7) 3(1.7) 3(1.8) 1(0.6) 0 2(1.2) 2(1.2) 1(0.6)

{5l (%)
AH|BIRIR 58

ZREREES
FIEEST

3(1.7) 6(3.4) 1(0.6) 0 0 1(0.6) 1(0.6) 1(0.6) 2(1.3)

BE (%)
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REFRSRICTREBUERDHOONDIEDDHIET  KEDO TR MERMESICEL Td. REBOREZERT HF. N
SOFEBISTRELTZE0N

ERERERERES D3I
BB DA SD R B BE N AH ORERBR CROONTUET .

BHBIEE TROON I RIEBIMERSH S Chofo/s AR 5413 ESBOM ROEFEE -4
g RIEESNTOELEY,

SHILE | Z R B BRSO SN I EGIE. BERERASREMICISU CREMAAITV\ RN AA RS R TEIEY
BEEHIT Y AFH OB EHIEHED TIRENBERETHIEVERESNTOELE.

1) BN EIERER (D8220C0000 1 #ER) EhEatEE
2) BHVEIEER (ASCENDEER) EhtatEE
3) BHVEIMEAER (ELEVATE-TNAHER) EiestES
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3. EERABRICHIT B EINEIR- IR B

CLLEEEZNRELZBRIRABROTRER FRAEESLU T OESYTUL,

CLLEBEEMREUIERRBRD E R RIRELE
(OFD : HANBNBHD)

188 E O — — —
188 — O — _
BEE=
20 E — — O O
ECOG PS 2L F O O O O
1L XL EDRTEER (28K E) O — O —
CLLO I E%E (IWCLLARZ > (20084 ) 1) 1)
e | ) EEET O O © O
IWCLLAA K52 (20084EHR) TAEAENRE o o o o
ETBEHMEERBICDRLEBIDOEETS
HTFRERE 750/ ULl EB UL T B EEEED
HBHEBET500/ulLlLE GHET7ERICHE O 0 O 0
EFEEAZI TR
M/ME£50,000/ UL EB UL [ B 828
HDEETM/NRES30,000/uLLL E GEMET O O O O
7 BRI /MR AT TR
B | ASTEROALTEASULNDSELLT - 0 — O
BEVILEAEHSULND 1 55T @) @) O o=
WEILT7F =20 7T A H30mL/min o o s a9
DLk
M5E7IS5—EAULND 1 5L T X k5! B B o B
JN—EHULND 1 5T

* 65l b XIEBSmARB CHFREBEE T2 (OILT7F 77T ANB0~69mL/min. @Cumulative lliness Rating Scale for Geriatric
(CIRS-G) A7 H6BOA#HRLEH 1 DEH/T) BEDHRESN /.

*%k L JLTF 20T T AEIECockeroft-GaultN CEE ¢ (140—5#) XA E (k) / (72X 7F =B [me/dL])  EDHZEIFIAU0.85%HNT B,

7E1) CD20B5MDCLL

A2) VIN—IREE T HHEIFULND2 5T

A ILTF T T ABISBHNEEICESEND.
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Cumulative lliness Rating Scale for Geriatric (CIRS-G)

CIRS-Gl&. ®inBEDERBOEEE R OHFEBDIERTHY . 14 Z R ORMETIHM T H5ODTY . FHl AT TR D
EBYTT P AHI OB Cld. 1 4B OBAEFASRME CIHEL . SEEHOFHMEDOSEHEZRLTLET.
HAEH Tl BEEROICEMRL TREL TOET .

A 3%
@141
DI R.E. 5. Mx. MR B A L LR
k=] EEREE PR SERS Rz
bl TEE(LE N
LR iy 1R

OZHBRDEAN LA THREIIEITEDELYTY .

(@]

Rl

1 REEEOMED H 5. XITBEICEREHED Ho7

2 RFEDOEENLHRR/ —RARRRERT D

3 H=E/Ft 9 DEAREE/AVM—ILTETEMEMBRBEDI HD
4 FRICHE/BRDARERET D/ RP D 2/ S ELRIKERE

CLLERBEZXMRELUIZERRABRDERFRINESE

1)Extermann M. et al.: J Clin Oncol. 1998; 16(4): 1582-1587.
2)Miller MD. et al.: Psychiatry Res. 1992; 41(3): 237-248.
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. e | BAEIERR .
BABIEEE | 00 ey R BRI
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> ER M MR OB (B2 5) o o o o
I ) o o o o
B Bk B R R o o o o
CLLICH T BARE (2 5555) — o — o
BCREEH| (BTKAEH. PI3KREHZ) 55 5 B o B
UWNEBCL-2BRZEFIIC KD RIERE
R R AT EROEDRTAR o — — —
(2505 A BEROE. FARR X AR o B B B
sram | ICkBhE CAREDYIEE 53130 ALIR)
EEOEEE (RRINEAA A D) DRIEE
5 DR BREAEIE 5 £ C ORI A HAR I - - o -
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B SIS (R A D) DR - - o -
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3. ERPRELERICRIS BENEIR - PRI

(O : BRoLENBHD)

BABIIERE | 1o oy ERBIAGR
(ASCENDZE) A (D8220C00001 #8)
TNEER)
HEEE BRXIE . . BN . .
B o sapCLL | ARCLLY ol gL | AARCLL
D RO—LREOEC R AN R R
HERE /MR M SR O o O O
i 45K O 0 0 O
1‘@@%’[‘$H§% O;‘ES) O‘EG) 0517) 0517)
EALIERERER O 0 0 O
R O — 0 O
| EES 0 o) 0 O
BUE | LhamRe LA (HIV) B O 0 @) @)
SEBME A M HOYA LR (CMV) B O — — —
SEBMDBRX FCRFFA A )L AR O 0 O O
RO RBASES DS S B O 0 O )
SRR 2 O — O )
B b X I TR I GABREE D R B 5 8
61 8LA) O O © O
j(%ﬁﬁ*ﬂﬂ"]ﬂfﬁ O;‘EWO) O‘EH) O;‘EH) O‘EH)
A AT FAETE O O — —
T T 7 RFFEFEDOE LI KIEIRE(ICLD
u | UREREEEY S CREEOYEESE7H 0 0 0 O
sagmgio | )
TOMD %ﬁiﬁECYPSABH%ﬁ'J/?E%ﬁULC&%;‘@%?&% o o O oo
/8 705)
TON AR TREFNC L BREEET S 0 0 0 O
?i'ﬁ@:&?u’rK%@ﬁﬁ%%ﬂﬁiiﬁ%&ﬁ’( o o o o
MR | EIL 7F 27U 75> 2 HA30mL/min e - o o
Mg |
BED | BUNREEER . HEORBEORINEES
REE | SikEe O O O O

* D B5mLl L. XIFCEMAB CHIFEREZET D (OILTFTFZIUF7 5 AN30~69mL/min. @Cumulative lliness Rating Scale for Geriatric
(CIRS-G) ZAO7H6BNOA 1B EH 1 DEH/T) BEISHRESN /.
—CIRS-GOFHH A EIFIT -5
*% L JLTF o) 7T AElFCockeroft-Gault N TEH © (140—5#p) X 4F& (kg) / (72XIL7F ZfE [mg/dL]) . HEDHZEIEIIC0.85%H TS,
EL) YRR TEDET//O—FIAEEER DAT I FUREEETH . ThBICRELR,
D) FAICARBRSN B EEE. EE2EUR BE. ERRE. A7 -0 D2FL ERISEEIMOEREBOIMISREHOUATHMENM OB EE %
BR<o
A0 FAICARBRSN B EEE. EE2CEUR BE. FEERE. A7 -7 D3EL ERISEEIMOEREBDOIHIREHOUATHMENM OB EE %
<

AT 2FL LRI OF B LR AR, FEREEN EE. ARITARL/ZILE LR NEEDIERBEREERER

7E8) A2 PO—ILABESUITEE DR ERR. Do DAL AV - J56HALUADDHEE. NYHADFESXIZADDEBEDHDEE. HHWNEQTC
(FridericiaiRIC &L DBIEQTREIBR) 1 480msecziBA DiHa%E

JEO) EWMERTIEE . 7L O—IUERFRRE . JE7)LO— L MERE MERT A RSB T ERTIEE . BB A AEIC K DRTAMVERAZERE . AFAEZ . I PIARIETTESE

JE10) ABEOYEHR 5 FT308LIA

SE 1) RBEOYEE SHT4ERLIA

JE12)RBREOYRIZSHI28E LA

1 3)ABEIRSHTTHLURICE S LB E XIGARER 5% 28BURNDRSHPREILRDETFEINDIHE

FEND LT F o) T T AMEIGEIREEICE TN,

38



4. Q&A

m IR AT A IO T DRI DB RIE?

AF S FERAREER (SYN TTF) ICBEVWTREAEDRD PEEDREDPRESN TOET . AFH)
DEKFRBIICEDE IR RER IS L T AR DO/ GH R OHERIEEDIEDRLED2H
BBHE U o2 < K DFEL T/ZE0N

<BEEHR>
B FHIOBFSNIAILETIE AT DEBVREHEL TVET,
9.4 £lEieEHY BE

IEARATRER RIS L T ARG R OB SHET R —TEREILET BT 21T DL DEET 2 L.
9.5 Wiw

IR XSIEIRL COV BRI D D HRMEICIIR G LN ENLEL L IE-RRIBFEA SR (VY ) [CB VT FRRE
BEOMN1 8BDOREICIELT 2RE CRIEGFEDRI DASN T, Ko ETEREBMHER (SN ICEWT R
REFERE D 1 8EDIREICEL T S2AE THRKERIOERPHEIRESINTL D,

B 7 HZ 7T ZTROEREREMACP-5862DEKF M TN EN1 BEFE A VB 28FH TL /.
WEGHRFBIADE~ TEDOREHRBICKEADSIFEALHEKRT HEEAONDIEDS AHID&HE
BE5#R2ABICETHZTINF =T ROACP-5862IEFADOIRTTHEL TLBDEEALNET .

* | BANETHBMREEBRE AN RELEERRRICHV T AR ERERELEEEOTHSIILF =T RVACP-58620
HEHHR (BATTI9ME. n=6)

B ERARAERR Tl RO AT BN DDLU R O/ SN —DIR T DA e D H DB HICIL . LITDEEY

—EHREOBTICOVWTRRT DI EPROENELTZ.

BB IEER (ASCENDEER) | AH|DaBRHI AR DRI SHR2EH

B/ S ER (ELEVATE-TNEER) (AH DA%+

EREIHR5ER (D8220C000015#ER) : AFI DA I OICAFID&FIEESEI0BH

* 1 7TV AICHIS BERIOSEHEEEE TR AHIDRBAE O AR ORIRSHOBARMERESN T,

Q2B 159, TOBEMADIREICELCEESIZHYET H?

AHPR G HROARDORAIZGHO2BBISRA LN EDHEREINET,

<2EHHR>
ENMEBIFBDIARADBATICET 5T —REDUEEAD . BHEER (T ICEWTHITHRADBITHER
OENTEHEY K DOEIEEREE R 2E AL RNDODBHEDELDTREMDPEE TEEL A,
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4. Q&A

Q3 RAEDCLL(SLLZEE) ICDOWT. AEXY AV T ZHALEBEEHALERIVMERT
BIHERREHISEVIZHYETH?

FAROCLLEFEENREL /OB EMMEEE (ELEVATE-TNARER) (CHE T 2AF+FEXY AT
THABRER ORI EBESOHENEROLEEOBRIZUTOESYTY . RIRARICEITDE
RO L2 MEORBRERERO L BY) AR EEEIRTEZ0N.

B EMRRER ELEVATE-TNH&ER GBS T —4) o= 2
(B 3R] FEEDCLLEE Y 53565 T 2AF+AE XY A< T HBIEE X ITAK BIRE 5 0B
EReWHE  FEXY X 7+chlorambucil* AR S5 &5 BE E LT85T 2.

7E) 65l B XIF65mAH CHIFREBEE I 2 (OILT7F 0 7= AM30~69mL/min. @Cumulative lliness Rating Scale
for Geriatric (CIRS-G) AO7MGEBOD L EH1 D& ) BEI T RES N,

[FiR]l AR SE. 288/ 4B 21 1oLEL =,

AE+FEXY AT THAZR SRR AR BB SETIE Y2101 HEDOREETXIIHRTER
WEMEDRIR T HETAF100mez 1 B2ERBAREL .

AEHAEXY A T HBR SR OA XY AT T+chlorambucil*B Tl AEXY A JELTO A
T a—IILTRETGY A ZIUTh7EIRAIZ S L /.

FAoI1 YAoN2 | o3 | 104 | YoM | Haoe | 10T
e 1EIEE100mg\
guorgwas | (2R oo | aca: sooons
1000mg
. . 1HEB : 100me.
ShorambLoE | SHEROIBRS | 198 1000ms -
1000mg
FE XY X< 7+chlorambucil*& Tldchlorambucil*0.5mg/kgz Y1 7L 1~6MD1HEXR VO 15HEBIC
EORSL,
[FHEBER]

EYHOFTEFMER | MIFHEZEE S (IRC) FHlIC S D EEBAETFHAR (PFS™)
[(ARFHAEXY A TR SR vs AEXY X< 7+chlorambucil &)
EEORIREMMER : OIRCEHMAICKBPFS™ [AH|BIHIF 58 vs XY X< T+chlorambucil* ]
@IRCEHIC & B2 Z3h= (ORR™)
[(ARFHAEXY A TR SR vs AEXY X< 7+chlorambucil &)
@IRCFHMIZ L DORR™? [AH| HIF 58 vs 4 XY X 7 +chlorambucil*#]
@24 77K (OS™) [AF+AFEXY AR T AR5 vs AEXV AT T+
chlorambucil*#%]

®OS*® [AHIBIBRIF SR vs FEXY XX T+chlorambucil* 3] &

1 L EEREINITED SR DIRCEHTIC K DB EET XIIREZ HHARVVEC DN T DR FRETOHM
2 | BIBRBIAREE CICE O/ IWCLL2008E#ICE DL IRCFHEIC L DR R RHPCR. CRI. nPRXISPRTH o7/t BE DL
%3 EEARISITEDSREZ MDA FETETORRRE

(BRREHE] h MR CERFMREEDERSN/IHEE. BIREHMERDOIRTEZO~OODIRICFEEIICRE
L. BEREDRBOONLBH /BB IFERTD T NTOFHHIER DpEIFEERIREDEL TRRSN .
R ICE T 28 BOKEE PFSROOSTHA0.012. ORRIEHEM0.05& L 7z, PFS. OSldKaplan-
Meierghigae MLV THEE L 7o BRIEMS IR F CRELIZERICox tfl/NY —REZ L ZMNT/N\T—REE
DHETEEBRVOOS%ERXE (Cl) Z3ke . BEFILLRICIE. BRIEMTITEF CTHELIZERILog-rankikE & A

LV/z., ORRIZ. BRIENSITRF T L /=Cochran-Mantel-Haenszel (CMH) #&E &R\ TRET L7z,

% . chlorambucillFZARFRARA
DHRER 7 HZTIFZTJ0iEsNENERER (ACE-CL-007 [ELEVATE-TN]) AR HEE R
2)Sharman JP. et al.: Lancet. 2020; 395(10232): 1278-1291.
[FIZMER]IARRBRIE T AN EXHT I —TDAcerta Pharmatt D EICKERESN =,
EEZICT AN ERD RV Acerta Pharmatt & ERIRMEZT7/23E. Acerta Pharmatt D BN EEND.

FHICHFZ2FEX Y XTTOCD20MBMED @M >/ EAMRE (N >/ ki) VNEZED) IS 2RERVAR (20229 12AK3ED)
FHAZTLFZTEOHBICBVT, BE. ALK, FEXVAYT BEFHEBEL) LT FHITLFZTEOHBTOIYAZILEDIREBIC
100mg. 2HEHIZ900mg. 8HBRVM5HEIZ1000mg. 24+ ZJLELIEIZ1 BEIC1000meZ i@t d s. 28BMZ1Y /L. AT (UL
BEERIRY,

40



ELEVATE-TNABR O EHERER (2019F2A887 —2hvbh47)

BEZE
IRCEHICKDPFS [EZFHMEEE . BIRFHMIEE]
100 7
80
60
=
&
ﬁ
S
o 40
20 AEHAEXY X TR 5
AH| B 58
FEXY X 7+chlorambucil*&%
+Censored
0 T T T T T T T 1
0 6 12 18 24 30 36 42
. BAEBLHS ORI (B)
BHEIR5E 179 176 170 168 163 160 159 155 109 104 46 41 4 2
BERSE 179 166 161 157 153 150 148 147 108 94 43 40 4 3
AEXIANTE 07 qep 157 151 186 113 102 86 46 41 13 13 3 2
chlorambucil*&f
AEHAEXY AT HAREE ANFIHIRIE 5 5 ZFEXY X< 7+chlorambucil &
(N=179) (N=179) (N=177)
LT ISIEE. FEk (%) 14(7.8) 26(14.5) 93(52.5)
Fg{E (95%Cl) . H A NE (NE, NE) NE (34.2, NE) 226(20.2,27.6)
NY—REE (95%CI) 0.10(0.06, 0.17) 0.20(0.13, 0.30) —
b <0.0001¢ <0.0001° -
oAzl [EBFMEE] (BIREFEER]

a: 17TpREDEEEBRIRTFEL/ZERICoXLAINY —REFIUCKEH

b 17pREDBEEEZRBRIRTFEL/ZERILog-ranki&E . B EKEMM0.0102 (EEDFERITEER D1\ NS0 Brien-Fleming
HOaHEEBEHZRVTELSNEBREKE)

¢ AEXY XX TJ+chlorambucil*B & D ELER

% © chlorambucill&AFBARAR

NE : #ETH
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4. Q&A

IRCEHEIC & BAORR [BREHMEIER]
FEHAEXV AT | AEIEMIESEE FEXY AT+
BR%SEE(N=179) (N=179) chlorambucil*& (N=177)
ORR. %k (%) 168(93.9) 153(85.5) 139(78.5)
95%CI? (89.3.96.5) (79.6. 89.9) (71.9.83.9)
FE XY X F+chlorambucil B EDE. % (95%CFF) |  15.3(8.3,22.3) |6.9(-1.0, 14.9) -
pfi& () ° <0.0001 0.0763
=REM. FE (%)
CR 23(12.8) 1( 06) 8( 4.5)
CRi 1( 086) 0 0
nPR 1( 0.6) 20 1.1) 317
PR 143(79.9) 150(83.8) 128(72.3)
PRL 0 20 1.1) 0
SD 4( 2.2) 8( 45) 15( 8.5)
Non-PD 1( 06) 0 2( 1.1)
NED 0 0 1( 0.6)
PD 0 3017 0
FRER IR A 6( 34) 12( 6.7) 12( 6.8)
ST AE 0 1( 06) 8( 4.5)
ORR:CR+CRi+nPR+PR
a  IERIT U ED<95%CI (WilsonD A7 7%)
b 17pREDHEETHEL/ZCMHIRE . B B/KEME0.05
% chlorambucill&ARFIAREER
BZeH
TEHOBE
FE (%)
AACRYXT | Ammmgsn | FEXVANI | aope s
HARSE (N=178) (N=179) (N=169) (N=45)
SHEER 171(96.1) 170(95.0) 167(98.8) 37(82.2)
Grade 3L EDHEESR 125(70.2) 89(49.7) 118(69.8) 10(22.2)
REICE- TSR 3( 1.7) 3(1.7) 2(12) 1(22)
EELEESER 69(38.8) 57(31.8) 37(21.9) 6(13.3)
BERIFPICESBEEER 6( 3.4) 17( 9.5) 7(C 41) 3( 6.7)
REICESBEER 105 (59.0) 61(34.1) 125(74.0) 8(17.8)
BECE SR EER 14( 7.9) 7( 3.9) 45(26.6) 3(67)
a AEIEETITNNTOREBEDHSHIE
b : A#]. XY X< T RIdchlorambuciFOULF AT FILEDRER IEH 2
% chlorambucill&AFRARAE
% | AEXY A T+chlorambucil* B DS BAFIEIRZ SICY)EZ /2 RICROON-BEEER
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FEHAERXY AT T HAR S EARF EIBR EH TRRAROEDI SN U LDFERER—E

Bl%k (%) HERDE. %
AE+F EXY XY TH R GE AEIEIRIZ S8 AE+FEXY X7 T AR SR
(N=178) (N=179) vs ARHI BRI 55
2FEER 171(96.1) 170(95.0) 1.1
SRR E 56(31.5) 19(10.6) 209
AANCHS RIS 24(13.5) 0 13.5
37 50(28.1) 33(18.4) 9.7
#iE 42(23.6) 27(15.1) 8.5
BE 20(11.2) 8( 4.5) 6.7
FHMEHETL 32(18.0) 21(11.7) 6.3
UB%fE 22(12.4) 110 6.1) 6.3
RAEE 39(21.9) 28(15.6) 6.3
FE 23(12.9) 12(87) 6.2
/NI D E 23(12.9) 13( 7.3) 56
&A™ LA 12( 6.7) 20 1.1 56

MedDRA/J version 21.1

FEHFEXY A T HBRSHERR BIBZ SR TRREDEN2%LL EDGrade SLUELOFEER—E

B (%) REEOE. %
FEHFERY AT THRRET | ARBMESE | A4S ERXY XY IHEREEH
(N=178) (N=179) Vs AHIBIRIT 5B

Grade 3Ll EOEEES 125(70.2) 89(49.7) 205
BFERERIR AME 53(29.8) 17( 95) 20.3
N 15( 8.4) 5( 28) 56
T 8( 45) 1( 06) 39
% 10( 66) 4( 22) 34
EMCHES RIS 4( 22) 0 00
R 4( 2.2) 0 22
77=272/bTYA 5( 2.8) 1( 06) 20

71 5—EHEm

MedDRA/J version 21.1

ARHAEXY AT HARSHEARR B MR EH TRREOEN 2% U LDREICE/-HERR—E

Blgk (%) RREDE. %
AEH+F EXY XY TH Rk G AEIBEIRIZ S8 AE+HA EXY A7 TH Rk G
(N=178) (N=179) vs ARHI BRI 55
REICESIREER 105(59.0) 61(34.1) 24.9
R E 36(20.2) 9( 5.0 15.2
AANCHS RIS 18(10.1) 0 10.1
/R E 9( 5.1 1( 086) 45
fiig¢ 7( 3.9 20 1.1 28
2 4( 22) 0 22

MedDRA/J version 21.1

a ! AFIXFFEXY XX T DN D B EOARE

AE+AEXY AT T ARG EAR BB EHEOB T RREIC2% U LOEEDPBOHONILTIC

EO/RERER ABREDRESHILICE /LA EZR M VABREDREICE /LA ERRISBD O,
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