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ERNGE 15 (12) 0 0
RGLRIR G

P 3 Uk e 17 (13) 3(2) 1(1)

XRER 13 (10) 1(1) 0
WMZ RGBT

A JE S A 48 22 (17) 4(3) 0

Ji #2205 A 13 (10) 3(2) 0
WRIRIE i R PR

% Wk 15 (12) 1(1) 0

TP IR 14 (11) 1(1) 0

e A AR E B EH N R AT
R FMZEMedDRAS14. 1A HEATH 5

HEAMMY-2036, XFFAHR T T EH A R4, F™E 3% BNCI CTCAER: g it 47 &
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TR MLE T BTN KBS I ZE KA (MMY-2045 T 97) BRI KBS R 2 —E %
FELEfRF A (DOXIL-MMY-3001 i 78) 697 E RN Z RMEEHER, 20 10% 85 b1
AN RN

R 10: BERLK (E—ET4EAZRD 10%8EHRE) WITHERHIKEAYARRMN, RIS
BEH . REREDIR. HERIBELSR, Z&ELPE (DOXIL-MMY-3001 FFFTFH MMY-

2045 BFFE)
BRARIT
WEEX + RZ_EE
B R B KRR 14 WK + HhEERAA
&t 2 >3 &1t i >3 At 20 >3
n (%) n (%) n (%) n (%) n (%) n (%)
e ST e X PN 318 318 163
RAEDIIIAS R 32 301 (95) 314 (99) 154 (94)
MedDRAR G883 B 432K
B A
B RGRw
i3] 124 (39) 16 (5) 145 (46) 23 (7) 51 (31) 7 (4)
s 126 (40) 3(1) 154 (48) 8(3) 20 (12) 1(1)
o0 98 (31) 2 (1) 99 (31) 3(1) 50 (31) 9 (6)
MK - 69 (22) 3(1) 101(32) | 13(4) 11(7) 2(1)
I R e ¢ 11 (3) 1(<1) 56 (18) 7(2) 1(1) 0
fi 24 (8) 4(1) 34 (11) 2 (1) 11(7) 1(2)
W& RGBR
JE A 22 % 2 143 (45) 35 (11) 133 (42) 22 (7) 79 (48) 23 (14)
P22 1 P 63 (20) 14 (4) 54 (17) 9 (3) 26 (16) 4 (2)
SRl 56 (18) 0 59 (19) 3(1) 9 (6) 0
B 31 (10) 0 41 (13) 1(<1) 22 (13) 2 (1)
D 26 (8) 4 (1) 32 (10) 4 (1) 14 (9) 0
& B P BOR S 5 ERALE Fh R R
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BRERYT
WEK + RZ_EE
k=3 SR RHERRR & B YK + BRI

&t 2 >3 At Zil >3 Hit Zil >3

n (%) n (%) n (%) n (%) n (%) n (%)
Wz 88 (28) 8 (3) 115(36) | 22(7) | 37(23) 2 (1)
KA 71 (22) 4(1) 100 (31) 4 (1) 21 (13) 4(2)
=z 56 (18) 12 (4) 71 (22) 19(6) | 33(20) 2 (1)
G0 JE 7K i 27 (8) 1(<1) 32 (10) 1(<1) 43 (26) 3(2)
Y B2 bk B2 R GEBIR
M/ AR I i 89 (28) 53 (17) 106 (33) 76 (24) 61 (37) 28 (17)
Hh 20 e gk i 71 (22) 51 (16) 114 (36) | 102 (32) 12 (7) 6 (4)
ZL 68 (21) 30 (9) 80 (25) 29(9) | 35(21) | 16(10)
RRAR G
AR 29 (9) 6(2) 34 (11) 6(2) 16 (10) 1(1)
XARER 21 (7) 3(1) 31 (10) 1(<1) 18 (11) 1(1)
P T 33 (10) 3(1) 33 (10) 2(1) 15 (9) 3(2)
LRI BRI 45 A A SR
GE] 39 (12) 6 (2) 39 (12) 4(1) 25 (15) 2(1)
JH A % 9 48 (15) 8 (3) 34 (11) 1(<1) 16 (10) 2(1)
KT 27 (8) 5(2) 34 (11) 1(<1) 14 (9) 1(1)
WRIRE . B ES B MR
1 38 (12) 0 58 (18) 0 26 (16) 1(2)
I R 28 (9) 10 (3) 34 (11) 3(1) 13 (8) 3(2)
R B F R
L ARRA 50 (16) 1(<1) 83 (26) 8 (3) 9 (6) 0
BZ kA B2 4L 050
F % 29 (9) 3(1) 48 (15) 2 (1) 8 (5) 0
BRME
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BREVRIT
WMEBTK + R _EE
B K2 R E R % MBVK + HhFEKP

At 2 >3 it o >3 it 2 >3

n (%) n (%) n (%) n (%) n (%) n (%)
A AR 12 (4) 0 37 (12) 0 3(2) 0
R
AR 43 (14) 2(1) 35 (11) 0 18 (11) 1(1)

SEAELUN EEARTE: B SRR SN EE S TT . B E S . 2 R

e Ho S AR E R E N R T
AR HFEMZEMedDRAS14. 1A HEATH 25 .

WFFEMMY-2045m, 0 TR 17 G0 A R F4F,  H™ B0 #2 FENCI CTCAETE 140 BEAT HLHT Ik
Gt

REIRTT I 2 RN BER A IR AR IR A RSN i 45

TRANH T E—TRTIENE BT, REIRITH 340 B 2 KB BER B, B4R
kRS (1.3mg/m?) & MP BLGITVE[EEEES (9mg/m?) AR JEFA (60mg/m?) 12 41
B .

R 11 FEWMBERE A MP BRETIERRKT, =10%H EF R & ETF AN S54Y

FRHIA BB
WEKREHMP 4 MP 4
(n=340) (n=337)
MedDRARZEE 5 Bt FHEY n (%) it HMESEL, n (%)
ES
EIEAE n (%) e n (%) I
A RGO
LN i 3 164(48) | 60(18) | 57(17) | 140(42) | 48(14) | 39(12)
RN | 160(47) | 101(30) | 33(10) | 143(42) | 77(23) | 42(12)
AE
i 109(32) | 41(12) 4)) | 156(46) | 61(18) | 18(5)
140 3 108 (32) | 64 (19) 8(2) | 93(28) | 53(16) | 11(3)
Mmoo | 78(29) 46(14) | 17() | 51(15) | 26(9) 7(2)
B R GRm
Bl 134 (39) 10 3) 0 701 | 1(< 0
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mEEAXEHAMP A MP 4
(n=340) (n=337)

MedDRA RS2 H 2 it BESED, n (%) it BIEEH, n (%)
B

HIEARTE n (%) 3 >4 n (%) 3 >4

Ve 119 (35) 19 (6) 2 (1) 20 (6) 1(<1) 0

I - 87 (26) 13 (4) 0 41 (12) 2 (1) 0

e 77 (23) 2 (1) 0 14 (4) 0 0

R 34 (10) 1(<1) 0 20 (6) 0 0
W& RABTR

J Bl 22 0 A% 156 (46) 42 (12) 2(1) 4(1) 0 0

T2 117 (34) 27 (8) 2(1) 1(<1) 0 0

R 42 (12) 6(2) 0 4(1) 0 0
& 5 PR R 45 25 B L % B R BL

3 85 (25) 19 (6) 2 (1) 48 (14) 4(1) 0

=H 54 (16) 18 (5) 0 23 (7) 3(1) 0

R 53 (16) 4(1) 0 19 (6) 1(<1) 1(<1)
G AIR G

ARSI BER 1uE | o [ 9@ | 4@ [ o
R B TR R

ARORE | 6419 60 | o | 196 | o | o0
R RR 2 B2 T AR

B 38 (11) 2 (1) 0 7(2) 0 0
e H T RS

R 35 (10) 1(<1) 0 21 (6) 0 0

i RIEZ i 15 B ROE

= A 2 R8O S I B K 0 (38 45 T U S TS MR YT . ES I INAE S R &R TT
M2 RIEEEREE T, 5 MPIRTAMEL, FRAEZ N FESEM S ok H MP 41 &
FREH W (R0 4% 14%) o FERNE KGR MPIGIT AL, 26% 1 B EH L% T PR
TRy, TERBZ TP PEPUR BRI IT I B P RIS AR RN 17%, I TEHSZ TR b
RTINS TR 3%.

FERGIRIT 1) B IG & BERS I I 2 R VB Rl R A8 5 e se il B e oK ik 5 (1.3mg/m®)
J& . ARES IR KA R RS R R BA T R . 7E MMY-3003 AfF 4, 410 44432
Bkt 2 RHEAMEER NGBS S 411 L2 KERM. £RHEAZERNE
ST B E AT A s 7F IFM2005-01 BF 78 H, 239 44 12 52 0 85 M KA BBk B H ZE KA VR 97 1 i
55 230 L KB, £ R LRI IR BT IEZ AT L 75 MMY-3010 A58,
130 4852 BN B VKI5 V0 P B e Rt ZEKANVRTT R B S 126 44 8252 V0 R Je A 1 ZE K
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VI EBE AT . ER =100 (MMY3003. IFM2005-01 1 MMY3010) # ZE R HE 150
FHRHT, WTFRPFIIA R RNALR TS H#1.

K 12: HRHRAERZ10%HHETF HAKAYA B RMERER

Lk =i S A& FmEEK
(N=779) (N=776)

MedDRA RGHEE DR it B, n(%)| Bt | FBEESY, n (%)
HIEARIE n (%) 2 >3 n (%) 2 >3
HIRAS BSOS T 52 18 715 (92) 679 (88)

B R AR

e il 242 (31) | 89(11) | 10(1) | 214(28) | 67(9) | 8(1)
S 215(28) | 71(9) | 22(3) | 206 (27) |77(10)| 9(1)
H75 133(17) | 29(4) | 23(3) | 110(14) |26(3) | 6(1)
MR 95(12) | 30(4) | 18(2) | 87(11) |35(5) | 6(1)
2 RGBT

JE 295 AR 147 (19) | 53(7) | 20(3) 54.(7) 11(1) | 4(1)
B 101(13) | 24(3) | 11(1) | 80(10) |15(2) | 2(<1)
0 IR AR 22 9 101(13) | 41(5) | 19(2 55 (7) 13(2) | 1(<1)
Sk 64(8) | 23(3) | 4(1) | 76(10) |23(3) | 1(<1)
4 By PR AR 2 AL & T R B

e 158 (20) | 50(6) | 21(3) | 161(21) | 68(9) | 21 (3)
B 153 (20) | 56(7) | 25(3) | 159 (20) | 40(5) | 36 (5)
=7 110 (14) | 33(4) | 16(2) | 91(12) |33(4) | 10(1)
MR E R G

NI i 239(31) | 54(7) | 63(8) | 171(22) |27(3) | 27 (3)
il 211 (27) | 95(12) | 55(7) | 222 (29) (108 (14)| 77 (10)
F1 40/ g 196 (25) | 51(7) |109 (14)| 206 (27) | 53 (7) |120 (15)
RGN G

W 86(11) | 50(6) [24(3) | 180 | 9(1) | 5(1)
AR R B R

= I B 122 (16) | 46(6) | 26 (3) | 138(18) | 46 (6) | 31 (4)
{uTiiknd 100 (13) | 2(<1) | 29(4) | 82(11) | 6(1) | 12(2
1o s

R ‘ 96 (12) ‘ 32 (4) ‘ 6 (1) ‘ 82 (11) ‘30 (4)‘ 6 (1)
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£ DAL E NEE 0 BRI SRR AL 1 2

AR IEMedDRAF 13 AHEAT IR 5 .

CAH LA D —FhAS RSOV R 32308 NBOH SR AR, AR 4.

R E AN BN

BRI XS R 2R 17 1) 2 AP BB R AT SN IE 1 ALK P [ B, 200 g E Bl >
NIE KB MPIRTT 2, 21BIREBENL AMPIRITH . FRFIH T E B eV 7

FIZSMIRERAS R

R 13: FEBHEERTTHAKNSAWHRKA RE4

WMEKERA MPA

o ] JSEES h [E JSEEN
MedDRA RZi#% 732K n=21 n=337 n=20 n=340
BT A REARZEE 2
# n(%) 21 (100) 326 (97) 20 (100) 338 (99)
LR B B2 R G 30 18 (86) 259 (77) 20 (100) 279 (82)
LIRS B R 3 (1 48 (14 3 (15 59 (17)
BRI RN MR A5 M 5 0 0 0 1 (<D
B 1R s S BI 0 18 (5) 0 38 (1)
P 53Uk 2R G 0 2 (D 1(5) 10 (3)
IR 2% B 0 28 (8) 1 (5) 73 (21)
B R G50 9 (43) 185 (55) 18 (90) 262 (77)
A BRI S 45 2 AL B 8 (38) 199 (59) 16 (80) 239 (70)
JFFH 2 45 5 95 2 (10 27 (8) 5 (25) 31 (D
Tt R G 1(5) 6 (2) 0 5 (1)
TG S AR G2 10 (48) 182 (54) 13 (65) 234 (69)
FHEBT . AT ARIERAE 0 40 (12) 0 40 (12)
wRMA 2 (10) 21 (6) 1(5) 32 (9
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R B TR I 6 (29) 124 (37) 10 (50) 159 (47)
B UL P E B 5 2 A S 5 (24) 151 (45) 7 (35) 172 (51)
RV P R S AS A £ e

(BLFEILIRAE PIAR) 0 4 (D 0 7 (2

FRME RGN 4 (19 122 (36) 13 (65) 253 (74)
GERGIIES 4 (19 76 (23) 0 112 (33)
B S A FR R G5 4 (19 62 (18) 2 (10) 54 (16)
GRS SR 1 (5 15 (4) 1 21 (6)

WEIRRGE . 1 S IR 5 (24) 123 (36) 8 (40) 133 (39
BTk S B2 T A AR 1 (5 80 (24) 8 (40) 140 (41
B PR R BT R A 0 3 (D 0 7 (2

ML 55 9k A R 1 (5) 69 (20) 6 (30) 112 (33)

SRR 240 M A EEL 88 SR A PR R A B S B L 45

FE—T50 1301 PRAE 7E A (M34103-053) VP4 1 155 191 52 F 5 200 it bk L2098 8 3 43 32 W 3 e
KAHEREFI & 1.3mg/m? ()22 bl B Ve R AE S A itk R B8 b i B e e S E 2 M
BRI R RO BRI L. AE RSB I X 2 R R R IR T
P LN IBADRE AR R AR MR RE . S O WX IR R R TS A bk R
17175 4 RO LR A i oyt B ) B e i AR s BB R v 1 22 AV R A8

ARZEIATT I A IR LR S8 O PR i 45

T 14 R T — DURTHE MR FO R 2 2R, x0T Fih 240 R &0 T &40 itk
o B B2 N B oK KRS (1.3 mg/m?) SR 2 & BpT (375 mg/m?) . ERMEEEE (750
mg/m?) . ZFHA (50 mg/m?) FKJERS (100 mg/m?)  (VcR-CAP) BX&HIT -

P20 >3 2% S 1 R AR AR (VeR-CAP 4H 4 1], R-CHOP 4 34)) . VcR-CAP 4
W T A>3 2 i S 2409 5B H G 5 I8HE
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VCR-CAP A 31% B E k45 7YY, R-CHOP A 23% B4R+ 7Yy, AHIIIR
2T IR A RS A, A I RE G % (VCR-CAP 41K 8%, R-CHOP
HK5%) .

VcR-CAP 41 A1 R-CHOP 417 IRJE2 FRiE 1 K A3 70 5N 4.6%F1 0.8%. W 7277 SAET
Ji R R A A FH TS 14 0 B VR T

# 14: HE VCR-CAP Ml R-CHOP FIZE4IHIMEFIST (FFSE LYM-3002, N=482) ¥
W& (=5%) K 3EM=4 HARKM

VCR-CAP R-CHOP
n=240 n=242
RABRESE jsea 3 gEEtk >4 Bt I EME >4 YRtk
HIEARE n (%) n (%) n (%) n (%) n (%) n (%)
1 Bk BB R GE
HH P L £ i k2 R 209 (87) 32 (13) 168 (70) 172 (71) 31 (13) 125 (52)
40 B i 116 (48) 34 (14) 69 (29) 87 (36) 39 (16) 27 (11)
gyl 106 (44) 27 (11) 4(2) 71 (29) 23 (10) 4(2)
ML/ AT SiE 172 (72) 59 (25) 76 (32) 42 (17) 9 (4) 3(1)
AR R 2 B s D iE 41 (17) 24 (10) 12 (5) 33 (14) 17 (7) 15 (6)
R ES A P s D i 68 (28) 25 (10) 36 (15) 28 (12) 15 (6) 2(1)
BEEWERAER
A1 J I FH E 9 53 (22) 11 (5) 1(<1) 45 (19) 6 (3) 0
JE Bl b 22 9 A 18 (8) 4(2) 0 18 (7) 2(1) 0
TR ek IR 14 (6) 3(1) 0 13 (5) 0 0
TR L 14 (6) 2(1) 0 11 (5) 0 0
U2y 25 (10) 9(4) 0 1(<1) 0 0
S BR R A B AL R
= 43 (18) 11 (5) 1(<1) 38 (16) 5(2) 0
R 48 (20) 7(3) 0 23 (10) 5(2) 0
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VCR-CAP R-CHOP
n=240 n=242
ROGBESRE Bt 3G 4%k Bt IHEN >4 Gtk
HIEAE n (%) n (%) n (%) n (%) n (%) n (%)
z7 29 (12) 4(2) 1(<1) 18 (7) 1(<1) 0
A0 JE 7K 16 (7) 1(<1) 0 13 (5) 0 0
B RGER
Aty 54 (23) 1(<1) 0 28 (12) 0 0
oA 42 (18) 1(<1) 0 22 (9) 2(1) 0
1 s 88 s ¢ 20 (8) 2 (1) 0 19 (8) 0 1(<1)
i3 59 (25) 11 (5) 0 11 (5) 3(1) 1(<1)
MR itk 24 (10) 1(<1) 0 8 (3) 0 0
JERK 13 (5) 0 0 4(2) 0 0
BRG RR SR
TGt 6 20 (8) 8 (3) 5(2) 11 (5) 5(2) 3(1)
BEIk B B2 R R RBR
iR 31 (13) 1(<1) 1(<1) 33 (14) 4(2) 0
U BB FR I
e IR AE 10 (4) 1(<1) 0 17 (7) 10 (4) 0
BT 36 (15) 2 (1) 0 15 (6) 1(<1) 0
fICHH L 11 (5) 3() 1(<1) 6(2) 1(<1) 0
iR NS S S
e I 15 (6) 1(<1) 0 3(1) 0 0
TS
AR 16 (7) 1(<1) 0 8 (3) 0 0
d: R-CHOP=R|ZE i, HBilthc. ZRWE. KEFEFBAMKER,
VCR-CAP=Ji 81, R . HBihe. ZRIEMEEKR.
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EiRER
PA_E I PRSP ORI 1, (EA I PR B2 A B R B A+ 15,

PURAS RN R AR R RIS ok L R ARG AR . A R I NARYE & AEMR
SR HAE R (21100 5 E WL (21/100, H.<1/10) ; 18 W.(>1/1000, H.<1/100); F W,
(>1/10000, H<1/1000); 435 M.(<1/10000, ELHE A1)

U7 B R AR AOAS B SLECHE AN REAS B PP 78 I A I AU AT 0 S F 7 P A5 R 2R
o AR ARAR I BT IR AW T R SR AR

&K 15: EWEA RN G

M B E R G
T, WV P I P I
4 I L B g
LIERE IR
I B e
BV A
e EUEEE
R 58 P e
I, IR . MAPGRE. kW]
I, o T/ IR
R
I, PSR k. AEBRE
50, Ji L
BB R
I, S PR 2 . PR
o, HIEAT P 2 K i 1 R
%R RS
I, 1L PE K
T FN R i R
WBRGER
e Wi EMRARAE . AL R A L A AT
THFEN AR ERIZE A . BB TE 2 R MR
WA, R
F I | bk MR MR . R LR
Bk B B T RRER
T FN 53 SO -2 S A A T R SR ST AR
F SRR A R A 2 PR RS (Sweet’s syndrome)
R LR, ok B TE B2 B oKy 7 M), 3 John Cunningham (JC) Jidf, S BUIEATHE
LAV TR RIGET S, LR R R A

(#5321
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X oK« B B el i O BB AR
(EEFmR]

JSLAEA U 250 I 22 96 P B A M B A, LA A A it ) S R o 000 55 0
AN % (CBC) o A NHUMIE LY, BoI NGy, 50T B4R LAR B A% fid .

R 5 K A R A TP 8 P Y S T B T R AR o DRI, AW OO T,
SRR NTESS -

SR, B R B 2GR TT I % e R S G SVA B RN JE AR IR IT T R RN AH
el

o JAHIFHZNNAL

AN & Ve K67 W B 2 S BUR B MZM A (PN) |, TEMMERSMLE, (LR R
AP SN RS A2 ) T 2 B 2000 (AR 55

W LE I AR AR (VB TAT RRAC . PR BRI B0 [P 223 AR (A Ik 1) J 3
LEAE PR Ve K ia T BT s 2 AR AR (523 40 FTREINE . B UUR I L R W A0
ARREIR, IR G R RIEEOR . R R . RIER. MAMORERE .
TOoS LR e K S Bk 5 5 T e T, R 24 2 % 2 UL B A R
WA R ER N 24%, FEIKAZH4N 41% (p=0.0124) . % N4 3400 3 4Ll EiJE
IR R LR N 6%, TEEAN 16% (p=0.0264) (£ 8) . KUILIEF KN 5K T
TR PR YT IR SLZEAR 2 R b, AR T 4R ZFF AR TR YT AL O JA Rl 0 A Bl ) Rl b 42
TR e f R IR A

n SR G BRI 0 A B e 2 AR BCHAE RN R, T RE R R AR TR R VAT SRR
VRN BN 45 2. A IO A K b S KR B2 3R )T 22 R PR REIRIK) 1Nk, Bl
HERRE, 1 51%HM 2 90 % 2 Z7 DL i) A FE A 200 A R A i 7 A T A 4 A2 A 5 B
Ko E—INZ RKYEEHREN 1R, K 2 S &2 iR el 3 %% Lh Bl &
AR A T3%M T JA AR 2 AL AR B Ok o A S A IR R v RO A B 2 AL 1
KA AT I T

o fRILE

TE 259607 22 RANMEE BER ) 1 AAD 1036 A, R s LS BRARA 1 R A e 3ok 10 1
PRI D FIRARAN 11%E 12%. LI REBEARIF SRR ME R . X T6 2R IH
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Sty IEFE AR e EUR IS 1 25 B0 K 10 8, BB AS it o RT DL R B T vy 1
W) AN £ B S SR A S i e 25 Wi Ty L MR B A A PR AR L

o DMIESE

ARA SR ML O ECRA, FIEUR A e O S S ML BRI S, Kb R T e O
I I 73 B AR RS B S P 2R B AR B (A oy o O A7 A L A S 10 R A o R 1) R
FIRATHEOIMEN . —IURZR YT 2 R B SR e, BB KA SRR I 1)
Ay 15%, HIFEKIAH Y 13%. WAL ) CRPEMKM . O, 7 fiikO /s
ORTERTE S KD B AERFL 25008 5%AT 4%. B R4 QT IR IREK Nl S 61
{EB; R VASE S

o JTAERIA RFHF

X T TS [ I T 22 e HLE 25 W | A ™ B BRI K R A S DL S I D e
R . e IEA R E A OFEHRET &. mBLR MR . e AR, bid
DA AT RESR AT o 0 IX LG R PR SR 25 S BA TR

o JHEEERI

WA B R A R AS I ) Sk i R P P s FR A s 9 n AR A 4 T
YEfti 28 R TEA 2L IR F A 2R A (ARDS) o PR F g SR BRI . H AN
EIR A AR LE BB o X T B R P IR B PO A 0 R, DR IE 2 W K
I RA o

FE— Wil ARG, 2 18R S BE I B R G (R 29/m?) BT B i
HRFELRE & T R E R B KR AT & 4 T ARDS 1i5ET .

GG A 7o 0 3 O™ H g ¥ S IS B e KA DR S B ik e TR H BRI
OB, NG AT 2 T2 BT

o WIS EIGRSE AL (PRES)

BB e KT O B R 4R L PRES. PRES /& — R WL . T o ph R parsy, mlsl
R RAE S LR SO ERE. RUVBDHI. REH DUR AR R RS . R, R
IF & MRI (LRSS FTHFAESSZie . HIL PRES MEFENFH AR . %4 PRES £
(1) 3 I B oK T 2 e AN 2 .
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o SREA
FEA FH A et I 7 40 ) 1 D7) S e of 240 o v
o /N BRIBARES P LT A ek i

B8 V2 oK AT 5 /NS sl R AT PR I, B AR RS TRE A S 11 R /MR P
PUBARME, £ N MR IR E BIHE LK ML/ IME T B PR AN Y R A o] S A 5
Xt 2 VR TR AT A R R (T TP DR — B R HARE 4 2505 R R LR 21 R
AN A A L 20 O PRI B R o R VR 25 24 i 26T /AR A AT H o 54 1 /AR
TH#<25000/uL, NAFIEIRTT . CA S0 VE KA K 1 15 i e o H AR AR, SR N
 FRA LA SCRFI TS o 76— J5U B Ve KX B ZE K AR ) SR 245007 2 R I B R Ot e,
B/ B ARAE LI N HE LR ) 40%. /IR IBk/ 1) 7™ B 2 5307 BT I/ B 5% 2281
T 16, HFEARIRGIAIN VR A B E R I FH AR AR (2390 L 735108 5% 4%,

R 16: TE—TUHRB VRN EEHBEERAR BT 111 B0 o I/ MR k> B P B R 559 7 BT /MR

U GIESS
YRYT B ML/ T30 BEANH I /MR $<10000/uL /M4 10000/pL~
(N=331) ** FIEE A (%) 25000/uL By EE AH (%)
>75000/uL 309 8 (3%) 36 (12%)
>50000/uL ~<75000/pL 14 2 (14%) 11 (79%)
>10000/uL ~<50000/pL 7 1 (14%) 5 (71%)

* /MR T80 50000/ul A2 ik 36 N2 & # P B SR
*] AN B ) R 2R B

FEREAE R 2107 I S bk TR B85 b AT T — TR B VoK SR 2 Bt FRBAIE A |
ZRLEFR B (VCR-CAP) BREAITHET, 45K E/R VER-CAP >4 il /MR FEA
REFEMFMIRERN 32%, MFI%ERY. KB, ZREE. KEFMAKER (R-
CHOP) 4NN 2%. VcR-CAP 4 M1 R-CHOP 21 =3 2 th ifi A R HAF IR AR 415N 1.7% (4
BlEF) f11.2% SHIEE) .

W 20 rb 34 TE B TR R I S AE T . VER-CAP i TEHH AR M4 248 (CNS) I =4,
1M R-CHOP ZH 5 1 4] CNS H 13/ . VcR-CAP 4 Al R-CHOP 443 Wl 23%F1 3%/ &
FHEAT T LN
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VCR-CAP 411 R-CHOP £ >4 2 v 1t 41 Myeh /i 14 46 A= 2R 43591 9 70% 1 52%, VCR-
CAP 411 R-CHOP ZH>4 25 5 B h M 8 40 /D3R (5 AE 2249 51 5% 6%. 93 28 Hh 4 51
H 78%A 61% 1) B E 152 T R BLA TSR IR

o HEARFEM

FERIA SR YT PTRE T B O IRVE . (ERRAINR I, A I 5 S0 ] I 25 R EVS 253597 .
AR EE K, BN TR AR IR . RN BB A iR T T T RE S I AN BRIR S, N T
R0 B RO =4 10 495 it LA S B K o 275 R W SR IR 2 P SR B R B R 2

o MR ARLEEAE

DA iR A B VE 254, JF HorT DLPRHER LR GHAE, AT RE 51 kSR i i R & Ak O F
FE o FEIRYT AT AL T =R ST ) R BT IR A £ A R RS, 2 D M e 36 A8 O
KIPGE =4 1) 577 4 it o

o JFIhREBIII EE

A b JE I RS, AE P E R D e O B A N I B R I SRR E AR A AR
AT IR N RS 46 77 B L™ B e B v

o TR R ERAENUIAE IR R

ARG . hE . BRI S I EREIR A R, AR BCS B R
BB -

o HETILEAZGERL.
(20 R AL ]
UEIRIA LRI 24
B A LA AR TS i 0 1) Lk 4 52 2

Il AR AT W 5 Ve oK A I R A 5 B AT T o W SRR 4 1o AR BEAT A2 8 1) IR 7E . 2
RAEZ M A Wl B IR T IR 52 22, 2RI g oy RO A R R LT REAFAE I fE 3

FEAE AR fh i T TE), U S R R e 2 i i, O ELIBE Sl L o
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T AN R Ve oK I NARFLI r . T2 M NI i, DR S AR
i A FL MRIR B L] BE SRS TR A ™ AN RSN, N7 A SO LA Lo AR B 32 A i T ) A 22
MR 7L o

[JLEAZ]

FEZ RNEE B PN LRI LR YT T, AR E A ih 7 L L R PR & RN T 2%,
[(ZERZ]

TES R 2 R BER I 7L 116691 : 3 vh, 245 (37%) & INAEIE>65% : & 1Ak
20125 (38%) ffil, HiZEKFAZH120 (36%) fil. WE: Ve KL>65% H ik 2 s 1k e v fir I )
R 7 22 A Rf 2 i TR Tt FE K AR 2 (Rt g iy (| : 55543101, A7 &2 fis:
W) 8.054.91H) o MIEVOKAFR>65S FITFNFEE T, 40% (n=46) MEEHI T
Zf# (CR+PR) , TiHbZEKIAAA NI8% (n=21) . W& KA<S0% . 51~64% F1>65% ]
B T3FAGA R F AR A 55371 H64%. T8%F175%.

B VEARBITIEE T, 2658 SHEREEA LT ERABEER; BA
FRER— 15 22 T P R R 24 289 8 R o A0 e R PR R B

(W E/EM]

PRANFEN BRI FE o, BB K2 diffuta 2 P450 (CYP) BiE&R 1A2. 2C9. 2C19.
2D6 1 3A4 F15540I5 . BT CYP2D6 Xl & A KA FIER A BR (7%) , #n] LTiHEATEAE
BIRA CYP2D6 A2 52 M 25 A K ) #EAAR 3 AT o

FE—IYIA A W FE b, YA TR (CYP3AA SRR X Bl 2 1 K 244K
NIRRT, 12 BB E R 8 R Bos il oK AUC ~FEEN T 35%. AUk, 8l # i
K5 CYP3A4 HIfi5H CUnRRBEME. AIFCAE) A FE R B 34T 5 D) (0 il o

FE— TR A7, YR 1 BSEHime (CYP2C19 s AGMHIFR D Xl e K i)
2B AR, 17 B8  HEHE 5 SR s ORI e K i 254K 7 2 T W SR

FE—TREGYIA ELAE FRR S PN FIRE T (CYP3A4 3% S il & e K i 26483h 112
MIER, 6 4 B3 P Rl & ok AUC PRI 45%. Rk, AHEFEAM S CYP3A4
SRIESHIGH, FOAHAMIEATRE S PR IK. CYP3AG I SRIMFAE . DI T, 2k,
R Z M ELE R, FERCTRZYIAH FLAE A RS b i 7 CYP3A4 5515 37 ZE K AR IR
F, 7 4 58 B s B B A K K 2530 70 3 B35
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FE— TGP BAE I TE b, PR 1 R B AR JERR B & T iR il B A K 1E . 21
11 2B A 25 R R os i e K AUC PR8I0 1 17% o« ONIEES RO R AR A Rk

FENR ARG, A0 RIS B AR B 24 it IO AR MBI AT vy IURDAE A o o AR A
AT, N DI AR PO PRI 24 B U KT, R R R 1 OB PRI 24 5T

A NAEH G R B = D A B e 2w AR 258 CUnfe il . BUma2a. Ik
IR 22 A B i 72D K 51 ke I FEAR R 2540

(it &]

T MR M 2 A VEZG BEA AT ST S, KRS A 70U (LA mg/m? T2 9 e PRAFERE 7
T 2~3f5) 50N, e IS RILEABETA K. OIS 77 B AMIC I w] A R
WAL TR 256TT . T RBULHER, BAES QT MMRMIEN. &k T 3.0mg/m? &
AR (PONIRARHERE IR 2 ), MR 1/ HIURIE, e s 12~14
/N AET .

Akt 2R s THEERIE 2 A5 0 B S RRE IR PR I s 2 A A Bt /A 2>
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WA bt AR R AR . — B B, IR A AR AL, JFERBGCRT
IRCVERF I (IR TH 25 R EOEYEL 2D A AR .
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OB TMIGTT IR B R KIEGE X6 2 R B8 B IR KA A

N T VR A i ) 22 AR R, 34T T — A D B e P AR T HL SR I 17 3t
& 202 GIEEEZ MBI BB ZHOIRRITT (M34100-025) .« &H32677 Az ik
BN 60 3R 17 X BE NI AT DU R LT T 545

KA AN, FIEON 1.3mg/m?2, SRR 2 1k, ESHTE 2 FG1EZ 10 & (B 21 KA
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SRR AR (TEEED 59 (34, 84)
Ml 5/ & 60% / 40%
NFp: g ANM/ BN/ Hopth 81% / 10% / 8%
R RS PIRBLTESF<70 20%
1141 75 f4<100g/L 44%
IR T $r<75%10%/L 21%
PR RFIE
BRI (%) - I1gG/ IgA [ % 60% / 24% / 14%
Bo- Bk A A7 % (mg/L) 35
WUEFEBR R AL Cml/min) 73.9
S e L 2 A 35%
13 SRR 15%
BWAZ KBRS RN FR A (B 4.0
BB
R [E E, anHbZEKFA . VAD 99%
FEATREALS, ansinErs . VBMCP 92%
R EZR, W VAD. KICEE 81%
ATV BE R (136 7 83%
Bz 2 /b LIRW AR TT 98%
220 LR =Mk T 92%
Bz iR pAr DUMG ST 66%
R TR / e miaiasT 64%
Z I s B T R AR T 44%
* T B RN 1 R N

KA S B2 IR TT T B ULAN T 3R 18 tho AR B IR A Fi MO PP S R 2 AR Bladé
S NRBWIBRUER T o e MR ER BB P R AN/ T 5%, M-2E (kb 100%, G [E e f
VKATIARATE (FD) o % 18 HER A1 H T4 SWOG Frifk e 22 fE 2 . SWOG ZZ 2K
3% M & R >75%H1 / 5UR M2 k> >90%. X} 188 3l i EAT T RPN . 9 Bl [
PN TS ASBEREATIT PN o 5 01 588 BRI AT YA 7 B0 /D T HE 7 RGP A

989% ) B 155 T WISATTIE 1.3mg/m? FitAk4n 2. L 28% M) B4 1B B MR 6 h 4k 77
&, 1 33%M R E AR IRI R AR TR . 639% 1) B R S R b AR T AR
WY, HINEEEM G, BEBRSRZ 2 M TR RIRTT . SEITRERFEIEN 6.

FR A LA [R] A 38 K (SEH 30~127 KD .
Fif B B AR R R A B 16 M H (BRI 1~18 M HD &

R 18: BIRERESE
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TR (R BRZRYT) N=188 N (%) (95%CI)
MR (Bladé) (CR+PR) 52 (27.7%) (21, 35)
SEAGEE (CR) 1 5 (2.7%) (1, 6
G (PR) 2 47 (25%) (19, 32)
&R AR (SWOG) 3 33 (17.6%) (12, 24)
Kaplan-Meier i i1 ] G2 fif 47 S 8] A2 80 (95%C1D 365 K (224, NE)

1SERGR. BEREHEPKAM/ANT 5%, M-FEHJD> 100%, FEEE e Bl e A® A .

2ERIy R ERED 6 FPTIRINE, MM M & FH>50%F / BUR M-H R D>90%; £ AR

SImIRZEAR (SWOG) = ZKig/b 6 I PIUCE, ILiE M & H 1 /Db>75%H1 / 8/ M- E8/>90%;
PR PRI R o

FEREWEFTA, RPA I 2RI RS 8 520 T M IRBOM R TE k. A B SRR T 50%
AT OB A 2 5 1R R B A AR SR AR PR T e o 8 PO R BUAS X 13 5 et fh
W EE AR

XF 54 1% AR A AT I LR RBTIE (M3410024) o, VG4 8K 1.0
m/m? s 1.3 mg/m?, ARFITER 20K, HESE 2 1925 1. BIARIESME R e AR, &
ZEff = (CR+PR) 4134 30% (8/27) #138% (10/26) .

EOBRZ—MERU LT EERNZ K E BRI, BRSBTS
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BERE N HhZE KA
N=333 N=336

R ALE (UED 62.0 (33, 84) 61.0 (27, 86)

el 5/ & 56% / 44% 60% / 40%

Fhige: mmEAN /7 BN/ HAh 90% / 6% / 4% 88% / 7% / 5%

R KA TIRBLVF43<70 13% 17%

1141 7 4 <100g/L 32% 28%

I/ <75% 109/ 6% 4%

BIRRHIE

BRI (%) - I1gG/ IgA [ % 60% / 23% / 12% 59% / 24% / 13%

Bo- Bk H 11 A7 £ (mg/L) 37 3.6

H 8 H AL (g/L) 39.0 39.0

WILEF# B 2 <30ml/min [n (%)] 17 (5%) 11 (3%)

EWINZ K R JE R 2R ] B H AL 3

(€:29) 35 3.1

BB ZIRIT IR

H 6 5 2 2

—MBYT 40% 35%

— ML EVRIT 60% 65%

iR B (N=333) (N=336)

W2 AT R AR, Qb ZE KA. VAD 98% 99%

WA AR, 11 VAD. KRR 77% 76%

W2 AT AR, nEiiEr . VBMCP 91% 92%

W SZAT AR VD R BE R V6 T 48% 50%

12 KRR 74% 72%

B 12 52 T 2 M A AL/ LAt v 7R RV 67% 68%

W 325 1 B A PR R YR 9T 3% 2%

AR BB T 8ATRER) (BTHE 3 ) WIT 832 T 3AMTREN) (A7 HE 5
B #I7. 12 3REITH, REIKA A 1.3mo/m?, BERAEST 20K, S 2 B (H)
TEEE 1. 4. 8HI 1L RVESD) JEf525 10 K (WIS 12 55 21 K) o 7E5 AT+, s
fikeh T AR 1.3mg/m?, BRREEGT L IR, SRS 48 (HITEZE 1. 8. 15 M1 22 RiESH) J51%
513K (HIME 23 25 35 K

HFERMNH B FHAEREZ T ANITREN) (TR S JAD T IRHZ 7 5 AT IR (7T 4
FD) ¥BIT. fESFERRAITH, B 1REF 4R, FRES 12 RAE 17 REL 20 K
FEKFA 40mg/ R, Z a2y 15 K (BIMES 20 %55 35 KD o fE 4 JHRAIT T, 28 1 RES 4
KPR ZEK A 40mg/ R, ZJEi525 24 K (RIMEE 5 25 28 KD o B IRt ZE KA H I
i () R AN O B HAth 0 rh i BRI R T VR SR T AR IR TT .
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TR P I (B FEAT T T 2 e, MIERRA A 145 25 . AR T,
FITATREAL > N B FER PR LA 1) 58 38 AR SO IR A iRy T o AR 1 LI BEAT SR & I Ge it 0 Hr
I FRIG S R, FrUEAE R (n=534) HIBEVI A 40E N 8.3 1MH .

A A 8T CRETRE 3 ) Ry I, 34%M R T 20 LR IA M,
FEAHE 11T R 13% ) 3 532 1 /0 LSRR ROA i o Lo Hh A i (1 45 24 (ORI 3
B/e 22, VUFER 12 44, MZEKM 4NTHE (BRTAE 5 D JayrIIal,  40%M 52 7 2
D LANFIERIHIZERES, R4 9 TR A 6% % 1 20 1R HIHIZEKR .

B3RN0 I PR R I 10 B A A R ) 3 M R AR R LR 20 I P RO B B A T 1R 4L
(EBMT) MIFRAERIF ZME AR . B A% (CR) « ZOREHEHRAM /AT 5%, (MG
M £ 80 100%, GelE e kAN BAE (FD) o #2ME (PR) = ZDRE/DE 6 K
A F R, M35 M EE AR >50%F1 / 3R M-2 A 0R0>00%; 45 1E# Fl g iemfa s . #
SRR (NCR) 58 XCNILBIFTE 78 A MR bR AR B A KSR M-EE 18> 100%,
AFLTE G 22 [F] 7 L P I R 7 RT3 M-EE T QR .

3R 20: 111 SAREAL I RIS H7T e 5

ity WM —MRTT | BHER L LAY
EN Hth ZEKAR EN 1 ZEK A | e
4
ITHA R n=333 n=336 n=132 n=119 | n=200 n=217
E i
S n (%) 147(44) 196(58) 55(42) 64(54) | 92(46) | 132(61)
6.2 H 35 H 7.0 H 5.6 H 49 H 29 H
% e (95% Cl) (4.9, 6.9) (29,42) | (6.2,8.8) | (34,6.3) | (4.2,6.3) | (258,3.5)
A L 0.55 0.55 0.54
(95% CI) (0.44, 0.69) (0.38, 0.81) (0.41,0.72)
p e <0.0001 0.0019 <0.0001
HIEFET) n (%) 51(15) 84(25) 12(9) 24(20) 39(20) 60(28)
JRKE L 0.57 0.39 0.65
This copy of the document was generated on 24 Nov 2021 Page 38 of 55

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60411 Version: 1.0 Status: Effective Effective Date: 24 Nov 2021 (EST)

(95% CI) (0.40, 0.81) (0.19,0.81) (0.43,0.97)

p {H o <0.05 <0.05 <0.05
ZRE

TR e n = 627 n=315 n=312 n=128 n=110 n=187 n=202
CR" n (%) 20(6) 2(<1) 8(6) 2(2) 12(6) 0(0)
PR" n(%) 101(32) 54(17) 49(38) 27(25) 52(28) 27(13)
nCR"9 n(%) 21(7) 3(<1) 8(6) 2(2) 13(7) 1(<1)
CR + PR" n (%) 121 (38) 56 (18) 57(45) 29(26) 64(34) 27(13)
pfE " <0.0001 0.0035 <0.0001
SRARIF ST B B Az

i n

CR' 9.9 A NE' 9.9 A NE 6.3 NAI
nCRf 115 H 92 H NE NE 115 H 9.2 A
CR +PRf 8.0 H 5.6 8.1 H 6.2 1 78 H 4.1 H

2 Kaplan-Meier #¥{f .

O KUK EE I COX Lu] — RS DA TT RN T A B A B (. XUz B/ T 1 BB AS ST
P

¢ plEHRAERENL R RAENK D Z log-rank K56 15 2.
¢ AR BIRSAIAN pAH-
© GRMEVFUT R BIEG AR RS E PN TR H RS2 D — ORI KR T R .

f EBMT ##fE; nCR #F& T EBMT ) CRFr#E, 1B IFFMIBAME. 7€ EBMT t5ifEd, nCR
¥EIE PR o

O fE2 BB, IR RARK.

h ZR#AR (CR + PR)I p /2 H1 40 2K 2 /2 1E J5 1) Cochran-Mantel-Haenszel = 75 16 56 745 2111
PORTEAL .

VARIEH], seor B L .

REIRTTHIZ KR BORRIRENL. T ARIRRT I
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fE 682 4B P I—TUEBRZ Aol ATREYE. BEHL (L) AFFBCEE 1 B AR 56
[MMY-3002 (VISTA)]H, 9t MP BLEITIEMELL, Adh (1.3mg/m?) & H MP BXGITIAZ
75 0] LA R VR TT M 2 RV B SR SR I BB R ) (TTPY o SeKmiayry 9 N7
FE (954 D, 25 BN R BOCVA T 52 1A B M B T H 2 1 bihy 7 . R AR R R R 2
WAER I RAE WK 21,

R 21: VISTA 58 A 5838 1 2 2R {5 A B 48 HA i B R AiE

AR MP A MP 4
BERR N=344 N=338
R ALE (EED 71.0 (57, 90) 71.0 (48, 91)
PR Bk 51% / 49% 49% / 51%
L= YN A UNEYNE i) 88% /10% / 1% / 1% 87% /11% / 2% / 0%
R AT RBLVT 48 <70 35% 33%
1418 4 <100 g/L 37% 36%
/R T4 <75 x 10%/L <1% 1%
HHERRA (%) : 1gG/IgA/E:EE 64% / 24% | 8% 62% / 26% / 8%
Bo- B EE [ H A7 4 (mg/L) 4.2 4.3
H & E A7 (/L) 33.0 33.0
LI i B 2 <30ml/min [n (%)] 20 (6%) 16 (5%)

e v AT, ARG 16.3 AN H, EEHFT A S —— 2R kR (R O 2 F,
MP 28528 X BIA A MP 18323897 . fEFRAIBE DT 60.1 AN F IS AE A7 B g AT i 2858
o RUETERERYT P T DA SRR T 7R, AREH MP A s neks] 7H
Giitt e AR (HR=0.695; p=0.00043) . MP A7 wifE N 4314 H, &
dn e MP AL i LA A2 it 8 56.4 M H, J7 s R 22.

F 22: VISTA R HIE T8 55

FTRA R A fa R MP A MP 4
n=344 n=338
Z P PR 8]
#H n (%) 101 (29) 152 (45)
A2 (95%Cl) 20.7 A 15.0 A
(17.6, 24.7) (14.1, 17.9)
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A LE 0.54
(95%Cl) (0.42,0.70)
pfEe° 0.000002
TRt RAETH
4 n (%) 135 (39) 190 (56)
R E e (95%CI) 18.3 H 14.0 H
(16.6, 21.7) (11.1, 15.0)
R EE 0.61
(95%Cl) (0.49, 0.76)
pia° 0.00001
BAFRD
FIEGET) n (%) 176 (51.2) 211 (62.4)
iz (95%Cl) 56.4 H 43.1 A
(52.8, 60.9) (35.3,48.3)
JRU EE 0.695
(95%Cl) (0.567, 0.852)
pia° 0.00043
ZER n=337 n=331
1% e n = 668
CR" n (%) 102 (30) 12 (4)
PR (%) 136 (40) 103 (31)
nCR n (%) 5(1) 0
CR + PR n (%) 238 (71) 115 (35)
Yk <1070
% M & A TR n=336 n=331
it % ¢ n=667
>=90% n (%) 151 (45) 34 (10)

CR 1 PR R+ L & IR AR B R

I
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H 3 14 H 42 H

G AR S I ) £ T L 2

CR 24.0 H 12.8 A

CR + PR' 19.9 13.1

ESW R e=pad:an I

1 n (%) 224 (65.1) 260 (76.9)

iz e  (95%Cl) 27.0 H 19.2 A
(24.7,31.1) (17.0, 21.0)

TR EL 0.557

(95%Cl) (0.462, 0.671)

p1H © (< 0.000001)

W TSR T 163 H IR ALBE VI 4T, B T T8R4 o b & 2 T
FRAZEDT 760.14 A .

2 Kaplan-Meierifiti .

PR LI TR R R (B R E . BEAMMX) K IEEFCOX LG — XU
BRI 2N 8o PR EE /N T 1B A i & FIMPAL A L

CplEAZET XM EEER B-HEREA. ARAMMIX) KIE/ER 7 Elog-ranki i 15
#.

4 G2 (CR + PR)[1pf /2 HH 4> 2 B % K2 1E Ji5 1) Cochran-Mantel-Haenszel -+ 77 £ 35 15
#.

M, ELAETERELR B W VP ki e
TEBMT k.

9 T R WA I BE LR

MK 60. 14 F (1 v (8L B8 U7 3008 AR A7 R AT BE R
NE: R4l

Hh SR PP A R S A

ERRARITTEZ RIEE SR AN 41 BIhE S, Hrb 20 BIEENL S AR SIS
MPYGRIT2H, 21 BIREBENL T AN MPIRIT2H. 32 23 FIH 1 [ B3 AL A Rt oA 46
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# 23: VISTAREHFEBEETLANE RS TSR

TR R MP 4 K& MP A
n=21 n=20
B3 pridd i ]
FF n (%) 14 (67) 9 (45)
1114 14.8 f
% (95%Cl)
(8.4,15.7) (7.2, NE)
JRUK B 0.468
(95%Cl) (0.183; 1.199)
pfE 0.10676
Tk R
H1F n (%) 19 (90) 12 (60)
9.7 A 9.6 H
i % (95%Cl)
(7.3,12.6) (6.2, NE)
JRUKS L 0.604
(95%Cl) (0.279; 1.309)
pfE 0.1975
H=M n (%) 9 (43) 4 (20)
JRUKS B 0.385
(95%Cl) (0.117; 1.259)
pfE 0.10135
ZRR
CR n (%) 0 (0 8 (40)
PR n (%) 5 (24) 5 (25)
CR +PR n (%) 5 (24) 13 (65)
L 6.1 (1.4, 27.2)
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pfE 0.01112

NE: KiFfh
Ve RATA S I T16.3 H AL BE T A .

H ORISR IR 11 EE s PR

E—TOFRCE . B, 2 hoiR e [M34103-053 (PINNACLE)VE 7 A S Fi697 &2
R ) BV BT AR TR R R e VR 5, ASER AN 155 4] 3 W 22 b ez
W IRST BRpii e . BEMER AN 65 %5 (42~89 %) , Hr1 81% A 51, 92% K
HAN. 5% EHFAF s Z A4 ikt, 7T7%1 5 8 T 24k I8 IV . 91%1) B
KR MBEAIRIT 2 — MR EIUAE RBORIGERR . BRI AR 28 b, 7% B & X BE
RIS — BRI TN 245 . A HER R B2 1.3mg/m?, & 2 Ok, #4: 2 A (FE5 1.
4, 811 K&y, ZJaiRE 10 KD o FrA A a7 B E R Asiayr IO 4 (8
Fl: 1~17) , XPAH B S KRR AEOR 8. Inh A MIGIT 5 MR NER 24,
[ 18 [ Braft i 2> 22 bR v CInternational Workshop Response Criteria, IWRC) F:3&T CT
TSR AR i E A SR TT R RS, ]

SEAF B FH IRV ARG 13 AN, AT ARE R, 1 FAEGFEN Kaplan
Meier 7472 69%, HINZZARENEE D 1- FAAFEN Kaplan Meier WAl 94%, 1A% CR &5
CRu [ 7 1- FEA (7411 Kaplan Meier P74t & 100%

R 24: BARMEREN N RGBSR
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TR TN = 141) N (%) 95% ClI
MZERZ (IWRC) (CR + CRu + PR) 47 (33) (26, 42)
SE4 2 i % (CR + CRu) 11 (8) (4, 14)
CR 9 (6) (3,12)
CRu 2 (1) (0, 5)
4y AR (PR) 36 (26) (19, 34)
B R AR R 5B eh fr 95% ClI
Kaplan-Meier vFfiti (1) 2% fif 47 S0 [A]

CR + CRu + PR (N = 47) 92 A (4.9, 13.5)
CR + CRu (N = 11) 135 H (13.5, NE)
Kaplan-Meier P4 (1) 22993 1% 1 & B[] (N = 155) 6.2 H (4.0, 6.9)
** Kaplan-Meier Vit [ 2 [A] B CR + CRu (N = 11) 13.8 A (13.4, NE)

F R IRIATT I 1) A K

CR + CRu + PR (N = 47) 12.7 H (9.33, NE)

CR+CRu (N=11) 19.4 H (17.8, NE)
AR B BT SR MR HE(IWRC) o FT97 2000 Hr 1) B S8 R TR SR v HoA mT il & kb, 2Dk T it
1 IRFELRJE RPN CEUAE AT BT PPN ) R #E (N=14D) .
CRu=A £\ i 56 4= 22 i
NE=/AFT PFAli
** [0 o A
REVRIT W0 MM E IR 5 R B 5L

75 487 I BEAE R LW T B MR ERE Q1 s IV 3D A BE T 7 — ik
Pl JHBdE 3IRTSE (LYM-3002) , DABEASA: . FI2 8 P, MG . 2 RHEEMR
JEAABEA 2 (VCR-CAP) SRS T, MG, ZRWE. KEHWAKEMEEH
Zj (R-CHOP) ML 2T REMGE TR AL (PFS) o AN AR 7R FH A [ 55 B 2 B A
VRS I RAAR S G A Tk

VCR-CAP HBEHLEH 1. 4. 8 M1 11 RN AN (1.3 mg/m?) , 2 12-21 RIFZ;
RAETE 20 RIRIT WIS 1 KRB R 28 5Pt (375 mgm?) « HRAEERE (750 mgim?) F1Z%
FHAE (50 mg/m?) , FET5 15 REAZIREFS (100 mg/m?2) o TEES 6 Fi I IKIC AT
B 2 N A RATT .

BEFNER N 66 %, TA%NTVE, 66% ANEN, 32% 2 E. 69%1) &5 6 o i F1/
BCEBEIE RG2S SR MCL BH:, 54%R0 B3 E bR fifE a4 (PD ¥4 8 3 (FhEfa) MDA

This copy of the document was generated on 24 Nov 2021 Page 45 of 55
Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60411 Version: 1.0 Status: Effective Effective Date: 24 Nov 2021 (EST)

b, 76%H B H IR N IV . R-CHOP ZH A1 VeR-CAP A i A iay7 %N 6, PiA
ST 5 17%F0 14% ) S 252 1 4iak 2 AN EHIEIG T . R-CHOP 4H (83%) Al VeR-
CAP 4 (84%) FRIFRH 4y & 252 7 >6 MG IT .

FEITRA AR E AR AL (IRC) PHANIITEE AT, IREL S E B0
BEERFE] (TTP) « 2 F—RPukERAITE ) (TNT)  ify7 kR (TFD « BEM=R
(ORR) MTEARZMAR (CRICRW  HALFH (OS) FZZMFFRFEEN [a]. 7 RpFAkiint B FH I
LR ARAR R BT AR A Stk R T ROhr HE RS AL E BT 2 (IWRC) H R 1Ml .

fE PFS. TTP. TNT. TFl. EREEGEMFME LW, VeR-CAPIRITH A S
R E R . 7R LB R 40 AN H B, VCR-CAP 411 3 B4 45 PFS b {8 (24.7
MHD 5 R-CHOP A ALE (14440 H) MELIEK T 59% (XK HE[HR]=0.63; p
<0.001) . VCcR-CAP A7 58 L 42kt 1] (42.1MH) Z& R-CHOP 4 (181 H) 2
fEUL b, H A AR SRR s AT H R-CHOP HK 21.4 AN F o 78 A7 BEI I ] 9 40 A
i, {7 OSE (R-CHOP 414 56.3 M H, VCR-CAP 41RikE]) Xf VCR-CAP HAF| (ffit
HR=0.80; p=0.173) . MEAFHIFEK 7t LB H X VeR-CAP 445 Fl [ %%; R-CHOP 41
F1 VCR-CAP 411 4 FEA A7 Ak THE 4 B 53.9% 1 64.4% . 3 25 Hi4iH 1 i 7 B U5 s 8] A
40 1 H ISF B OS LAAMIT el

A BEDTI EA R 82 M H 5, HEATHRZ 0OS 20 #H1. VCR-CAP 4H ¢ d 47 OS N 90.7 4
H, HR-CHOP 4 (55.74A) 1z OS £ 4 =4 (HR=0.66; p=0.001) .

JY RS RIS T3 25

R 25: B ERYIGEEE 3B (LYM-3002) FITRERES

JTRE R VcR-CAP R-CHOP

n: ITT &5 243 244

T BERH (IRC) @

Fn (%) 133 (54.7) 165 (67.6) HRY(95% C1)=0.63 (0.50;0.79)

HAZ(E ¢ (95% CID () 247 (19.8;31.8) | 14.4(12;16.9) | p1H ®<0.001

TRRAEFY (BHRE) °

Fn (%) 128 (52.7) 179 (73.4) HRY(95% CI)=0.51 (0.41; 0.65)
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HAzLfE © (95% CD  (H) 30.7 (25.1; 37.3) | 16.1 (14.0; 18.4) | p & ¢ < 0.001
BRI @
EEn (%) 114 (46.9) 148 (60.7) HRY(95% Cl1)=0.58 (0.45;0.74)
A ¢ (95% CID  (H) 30.5(22.9; 40.9) | 16.1(13.7;18.1) | p1H ®<0.001
Z T RGUM B IR T R )
Hfkn (%) 94 (38.7) 145 (59.4) HR (95% Cl)=0.50 (0.38;0.65)
HAZfE ¢ (95% CID () 445 (38.8; NE) | 24.8(22.1;27.5) | pfE ©<0.001
TFoIRYT IFI R
n: PrERIT BE 240 242
EEn (%) 93 (38.8) 145 (59.9) HRY (95% C1)=0.50 (0.38; 0.65)
iR © (95% C1D (J) 40.6 (33.6; NE) | 20.5(17.8; 22.8) | P 1H °<0.001
7 BE VS (8] 82 A H B S A AR E
n: ITT &% 243 244
FHEn (%) 103 (42.4) 138 (56.6) HRY (95% CI1)=0.66 (0.51; 0.85)
p { ¢=0.001
FRIAE © (95% C1D () 90.7 (71.4; NE) | 55.7 (47.2;
68.9)
B
n: SZfEAIPA 229 228
Bk ERZERE (CR+CRu) "n | 122 (53.3) 95(41.7) OR(95% Cl)=1.688 (1.148; 2.481)
7 p {& 9=0.007
HIRBAF 220 211 (92.1) 204 (89.5) ORf(95% CI)=1.428 (0.749; 2.722)
(CR+CRu+PR) 'n (%) o {920,275
R SERT A
TEELEMEFFLERT ] (CR+CRu) |
n = ZEff Al PR R 122 95
AL © (95% CID  (H) 42.1(30.7;49.1) | 18.0 (14.0; 23.4)
ZEMFFFSERT ] (CR+CRU+PR) K
n: SR Al oA B 211 204
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HfE ¢ (95% CID  (H) 36.5 (26.7; 46.7) | 15.1 (12.5; 17.0)

T BREEA TR, LRI SRR TR A BE TN [R] Dy 40 > I EAT I K 2
o

a. T IRC VAl (AN U 2258«
b. FETHEFLE VAL
c. 2T Kaplan-Meier R BR Ak 5HAH

d. S P ARIBR 1505 Cox BURHHIR EfEHI. MERHN T 1 2R A VER-CAP i
PP

e. FETH IPI RS A 4 B 43 J2 1 Log-rank test.

f. 2R I EAE B ) Mantel-Haenszel 5 548, {558 LA IPL AR 2 ¥1E N 2R &R . H
it (OR) >1 F/rXt VCR-CAP iGIT7H Hl .

g. p{E>KH Cochran Mantel-Haenszel <7755, Aads i LA IPHFIET 73 BAE 7 R R
h. @HEFTH IRC #E ) CR+CRu (& H#EAI LDH) .
i AIEFTE IRC H5E U % CR+CRU+PR (G675 B 6k LDH iiFs2)

Jo WSOTENE SRR (IRCHIE K CR+CRu, &1 LDH) | PD 5(M PD JET- 2 Al iy
[ o

k. THETTE NN E IR CBFEPTH IRC HIE TS5 CR+CRu+PR) | PD B[l PD JET- 2 [A] i
[T

IRC=MZIFH Z A y; IPI=EPRIUG 164G LDH=A M B AN : CR=764%M: CRu =R&IESLNE4A
G2 PR=EIpOEMWE: CI=E EXIE: HR=XIGLL: OR=LU{ELL; ITT=RMIGIT: PD=FmitRE

(2]
2y B4

B Ve KA T LA R 26S B 1 A BE B 1 B AE 5 VR X T 7). 26S 2R A
MR EARE G, ARG RS R . 12 3K -H e A I 78 A 9 Ry 5 B A
AN IR R R EEAE A, AR . KR A 2 25 5 20k R
B2, T IEH ARSI BOA 2 S B ISET . TXF 26S A7 IR U (] AT B TR 4
[ B KA o AR AR 6 S 7 B 5 A KR 22 RS R e 4 M L AT R P o I PR I J e A 7R A
PR IE A 5 Ve oK RS AE S A 455 2 I i R A P9 R IR A 1
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PRI B ARS S Sh VAR R R W, W Ve oK e M8 it Rl v 4 0 2 A A S i L
P, B ALK D RE . IR AR AT AR (8 A 67 (10 88 A R U0 B P AR 1) 22 ik
B R B L R

TP T 1mg/m? #1 1.3mg/m? FI & (E B VoK S (RERE K n=12) , X4
20S B AR ARIE PRI S ORI T 5820 HILTELS 245 5 0% 1 mg/m? I 1.3mg/m? 5]
X 208 B R B KA [F) R K30 . Lmg/m? T 1.3mg/m? 45 2455 1 5 K i 3 Fl
4352 70%3% 84%7F1 73%%] 83%.

RSN T R HERF 45 2550 R A 45 2R AT shYilie. (R 2 S NEERE 2 kéadh, B
RE—FD , W R R G B 21 AN I /N DA K B B3l . AR Fb R AL 240 &
giagtho. hPulie o e e oK Il s Ve AL IS S R T AR A B A 22 . B BRI 2 AR A SRR
REBAT IR AL . BEAh, K. BRSO B 1 2 Ak AR AL

O I B

WL T4 2 5T I RAEFE T S OB B VoK AT i ot B T, e A DA™ 28 19 AT M A 1M
JE. OFL AL LG 12 B 14 /NBET . KTEET 1.2mg/m? I & T 55 5 %O IF S50
WL 7 BE LA . BIFTE SR B B A2 K RT3 A0 T N R 4 3, e e dE 0L
TEME B R 2 ARt I ) T 0L L. SRAEFIIRAE .

Hh 6 R O S84 A A G € Ak g AR R 6 s B R A K B A R AR TR (e (AR 5 A
A2) o Ames IR I AT/ B P B 6 45 SR AR S s B B VKA a8 A% R

W ARXS AL B R MREAT T AL, (A RSB VEAR IS R AR S AL AUEEAT 7. 6 DM HBTRE
REIRARE R, FE>0.3mg/m? (lPRIERIE) 1/4) HHE R T AL DN 58k A8 1k, &
N 1.2mg/m? i AT S B G LA R PR RS . AR T e TSV B Ak A RE A TR R

G R AT EEE B AR, R4 K A W45 KR 0.075mg/kg  (0.5mg/m?) F15< 4 0.05mg/kg
(0.6mg/m?) ¥ 5 5 e 150 77 B RO B 2 K AR P AR T IR TR R R 2 A2 IR FR & 1.3mg/m?
f—2f (R .
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EE R B WA F k51 0.06mg/kg (0.6mg/m?) , I B & AR 7 LB AF 1%
TR TR ISR R E B BB Rk IR KL R IGRAE 1.3mg/m? f)—2F (FZRRH
D

i A AT 5 M K ) B0 PET 7
(253 /1%]

Xob 11451 22 R i il R Bk 4A T IR e K 1.0mg/m? Al 1.3mg/m? JaE, EIE (B 1R)
(¥ fpe K ML 24 ¥R B ¥ 73 )2 57 Rl 112ng/mb. 7ERE S 25 2 R, B M K W Je oK It 247k
FEXMA HIYG 2 67 %2 106ng/mL  (1.0mg/m?5f| &4 ) H189 % 120ng/mL (1.3mg/m?5fl|&4) .
2 URER 24 I BRI RS VK (R P 5 0 B T2 3012 40~193 /i o SRR I EAMILL, BB eR Ik
ZiJE MTERR DL, 1.0mg/m? Rl 1.3mg/m? 41 15 Y45 24 I A B AT BR R 2448 4 7l 102 AT 112L0h
1M 1.0mg/m? Al 1.3mg/m? 2H i /5 751 & (1Y) A T BR 23 7E 15~32 L/h 2 [ .

7E N RREE ) PKIPD BT H, 2 R VB B8 A TE #3252 — YK 1.3mg/m? 71 & ) B ik 45 24
B RG2S (EHn=14, B TFAZHn=17) J5, WAL RAHENEGRELE
(AUCis) M. 2 NAZ5JE MR ZGHE (20.4ng/mL) K TiffE  (223ng/mL) 4525
AUCust LT HME 2 E N 0.99, 90% B 15 X [7] y 80.18% ~ 122.80%

oA

2 RV B R IR B 2 A 2 1.0mg/m? B 1.3mg/m?2 BB i K )G, BREAR A K
AT AR BMA T 2 489~1884L/m?, X UL HAWN B e K W] T2 o3 A T MR 4. IKREE N
100~1000ng/mL B, B & ok 5 AR R E HF 455 308 83%.

R

) FH N AR FFFAORE A4 R EL XM R BE A% R (cDNA) FRIX ROt 2k PAS0 [F) T A7 44
MR FLEIR, B OK R BLE I 4 (3 P450 B AR 3A4. 2C19 Al 1A2 B A LA, &
% 2D6 fl 2CO R, ELARULRER LM, TR 2 DR, iR RELTE
LA =4 o N ERAL B B VoK A= e 265 I RBIAVE . 8 44 B Fik
Y24 J5 10 43R 30 3B i MR o, R AR AR = (34 B LU T 2 251K

THER

This copy of the document was generated on 24 Nov 2021 Page 50 of 55
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60411 Version: 1.0 Status: Effective Effective Date: 24 Nov 2021 (EST)

1 AR B 45 R AE A Y R BRI AR AT IR T
RN RPN

104 % )LE B E (2~16 &) AFH 2 YRk IKIERE 1.3mg/m? B8 1K o $dis th F - 2347 0 %
WK 2R 1 RFAE . BEARZGARBN 10T ST, O VA oK 17 ok 2R I 5 A 2 T AL 18 o v 96 0«
TERRRUAFEME (%CV) A 7.79 (25%) Lihr/m?, FEZSSAARA 834 (39%) L/m?, i
BRI 100 (44%) /M. S MERIARRIES, HARN OG-8, wneEks. REmM
M, KR AR BR AT A B IR 52 . WSR3 )|, 28 R 2 AR AR IE /5 1
B e KA B % 5 AR AL

Rl AT A28 ) RN Ao B 5 A K 245 30 7 A 5
Frohfesiti i) Bk

PO T 60 e A PR T DD e B X s e oK 25 3h o SR s, i b A K
FEYWEM 0.5 F 1.3mg/m?. SHFIHREIE W B E ML, BT D RESR 05 A 2 3 il 2 12 K 71
EIH—ALJE ) AUC. (EFE 2 B T D RS 05 8 Rl 12 KRB — 1L A 9 AUC #4918
SHINZ) 60%. F I L B P IF D) RE45 5 ) S8 A8 A i AR AR R B, FRD IR 24T ™

ERRI
B Zh e 13 ) B

FE—IARE o i rh, AFEFREE R S DRt i B LS BR % (CrCL) 434
IE%  (CrCL >60 mL/434#/1.73 m?, n=12) , #J¥ (CrCL=40~59 mL/434#/1.73 m?, n=10) ,
R (CrCL=20~39 mL/43-41/1.73m?, n=9) FIERE (CrCL <20 mL/4r%0/1.73 m?, n=3) .
AU ELHE T BT HAEENT 45 5 P4 Tl B e oK iR 8 8 il B BR MKk 45 24 1) 7 i
0.7~1.3 mg/m?, & 2 k. EVOKIREE GIEH—WE AUC F S KIMZTIKEE) 7
A b A

a9

WG, AN 30 °C fRAT
(R3]

PP, U/ &

(H04]
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36 ™/
(3T HrE]
JX20160089
Lt O 25 EAHES ]
1.0mg: H20171070
[ 3t 5 1
1.0mg: [ 247 320180010
(25 EmFaTRE Al
4% Janssen-Cilag International N.V.
JEMHbE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(A4 4lk ]
4 F%:  BSP Pharmaceuticals S.p.A.
Bk Via Appia Km 65, 561, 04013 Latina, Italy
[53il]
VA FR: PO LA AR 25 BR 2 7]
Azperhb e BRPGAE PG 2T R X R R L S E 5 DU K 19 5
MR T 710304
HLIE 5 fi: 400 888 9988
£ 5H5: (029) 82576616
M3k:  http://www.xian-janssen.com.cn
[EARANEH]

KA EHCETERT A Fof] S R SAE 25°C R ORAE, BCJE 8 /NI NS . F S 1
VA BB SR 25 o BT S 48 A AN 8 /NI, HANRIAE 35 A DBE T 28 % 8 /ML E.
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RYFEIA i BLAE 30°C LN RAF, 2197 IR G tu 3.
AR R I

AU 254, BT CAAC BN 25 i NAEAE,  BRERBUE 2 e R AT . HERE R I 5
TE H o P R DLt e B kst ImPRRER . A7 59 B i I BLR B BRI, (R
KAEHL

B A K A RIS TR A PO R A T B E T R Bl o o BRI, A OO TR ke, ™
SRR NTESS -
P AT S VL ) T

MR, (] 0.9% AN R MR AS it o OIS RTE RS AP B RIS

A SCVFIOTE DL, BESR2G A T AT 7 H AU S R RoRi ) . 5 LR B U e A2 4k
o BURORIA s AN LA AR i

B S
1mg A i 3.5mg A iy
WA (BRI AR
S s 1.0ml 3.5ml
(0.9%FALINIAE WD AR
e )5 fe 2R B (mg/ml) 1.0mg/ml 1.0mg/ml

*+*END OF DOCUMENT***
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	表 4：未经治疗的套细胞淋巴瘤患者在治疗期间的剂量调整
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