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A B Je 1R T LRI R A R AT AT 00 B ORI 55 N I R A2 9% R 1.4%, 3 kEkbh b
HAREFRR 4.1% 1 0.4%.
B5E

FE BB B S (n=1605; 805 (5 52 A7 A1 #5 JE VR YT B3 (K A 7 Rr SR vk 8] 4 14.8
N, 800 B HRALERE N 5.6 N HD o, BHAE B e iR T 4L R AT E S IR A
A 39%, TATHRZN 18%. AT B IR T4 BT 3 WIRIE K AN 3%, X R4 2
1%. 0B JE Va7 2 8 5550 B ZELAT o] G A I 75 1) 22 YR A RS [R] 4333 21 R
(JaF: 0-708) 146 K (JuF: 0-492) , 3 HIFIEN 5342 117 K GEF: 3-414) Al
194 X GGEHl: 11-325) o fEREEEREE D, 408 ey 4 5 A 75 04 85%
A 89% Y EE, 15% A 11%HEHELE I AR ZE. P8 einsr Hzi

# 5 X R H AT AT 0 RS MR AE B m R AL R (a0 5l 2 7 R (JERE: 1-655) Al 4 K
(GGulE: 1-367) , 3 &IEENRE 7 K (JaE: 1-78) F 19 K (GuH: 1-56) . A3 1%
M52 R VS AL B Jeiayr, xRN 0%.

L RS

FEREALN RIS (n=1605; 805 45 52 A1 B JE ¥R 97 38 I A i6 o7 KR LI [A] 5 14.8
MM, 800 BIXTRRA BTy 5.6 MHD H, A E JRIRIT A 11%0) 8 H I 2
AR ST R IE (1 200 10%, 2 eF 2%, Jo=3 HFEMF , MIRAN 6% (14
H 6%, 2 %M 3 R<1%) . AT RIRTTH B 5X A 2 1 O AE A A2 B 18] 43551 8
91 K (JuM: 0-617) 1100 K GGufl: 2-477) . FEREW G ELE T, PAHAEE
BITHEN AT AE 60% M T1%HBEFER, 40% T 29%H) B 1L 0 i %A i
HEm. AR JRIRIT AR SXTIRA 2R E A L, WA B i w7 B (8] 43 75
37K GGuHE: 1-457) 126 K GuH: 1-721 K) .

FE EBE iR R LR

7E 160 HIBEEZ R #) CLL 8¢ SLL &8 (FLrh A 36 4 17p $h2GH) CLL &)t
77 — BB A B e SR Z BT BE L. 2o IR T IRE AL (PCI-
32765CLL3002). 4% 2:1 [ ELBIBENL > BB 2 AT B Je sl & s, o, i [H
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NAPEE E 82%.

TR 14 A 15 Frid A B NN SIS == 50 /e Bt 7 i 98 PCI-32765CLL3002 H 128
) R B 2 e MR, A B e FNR 22 s A R A 2GS K o 12.6 A 4.6 A

Ho
& 14: A% PCI-32765CLL3002 HRAT & B1GIT4H>10% B2 DH TR RA 5%8H EZAE
RERAN R R
BHEER FZH RS
(N =86) (N=42)
EEA | 3Bk |FFEEA | 3IHKT4AR
(%) (%) (%) (%)
B RS 5m
&S 25 (29.1) | 2 (23) |3 (7.1D 0
I ol i 8 * 14 (163) | 1 (1.2) |1 (2.4 0
JRIYL ARG
SR YA I ¢ * 22 (25.6) |17 (19.8) |7 (16.7) 4 (9.5)
R S R G 20 (23.3) | 6 (7.00 |4 (9.5 1 (2.4)
R Bk B B2 T SR 5
Je % 20 (23.3) | 1(12) |4 (9.5 0
WP RS0 B R
A 19 (22.1) | 1 (1.2) |2 (48 0
ML Sk 2 R G050
IRANY 78 2o 15 (17.4) | 5(58) |1 (2.4) 0
SENiIREZ 12 (14.00 |12 (14.0) 0 0
A B MBI I 45 2 R AL A P IR B
= 13 (15.1) 0 3 (7.1 0
PP B R I s A LR
HRENLIA P 13 (15.1) 0 0 0
HRE
IR LA PR T 10 (11.6) | 8 (9.3) 0 0
iy LT P 2l T v 9 (10.5) | 223> |1 Q24 0
R R R RBR
% % 9 (10.5) 0 0 0

IR ZIE LR — ADR RiE T RAEZHIFIF, WIAEZ ADR RIE T HH— K.
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RS RAY, SR RGAE ADR ARESZIEE R FHE .
*FEZ > ADR Rik.

R 15: AE PCI-32765CLL3002 F+ [ 28 18 T B 1)+ M LR =R ERE

RAER (N=86) R ZEHBH (N=42)
F B 3ZR 4K eSSl 3ZR 4%
(%) (%) (%) (%)
Hh P LA P ek 2> 62.8 37.2 54.8 33.3
NIIRANY R 2 65.1 15.1 45.2 9.5
141 2 1 kb 46.5 1.2 26.2 0

* BTSSRI EAE (HHE IWCLL ArdE)

EiE&R

TE AP A 2 SR SRAL T FIZE I T A0S BN % T3 R B R BT B R Ao
HARSE NFRECR R, BRI TG mT S0 THHTR sl e AN R RSS2 2 B M R G &

MRS B HRER H I

O EZI: BIEPOEVEOAVRE (B2 ARIE, OREBUEHE REA . 0

35

IR R Gipcdm: Mg, B3SRBS ;. AL

WP R Geeii . T el (BFRAE g R EMD (B2 RIE)

RUFIE ISR PIREMRLREE (U BEEFID

GIE RGN HRI BUR NIRRT KR SRS

Bz BRI R AHZI 9509 Stevens-Johnson ZE&1iE (SIS). JiiH . %R (ELFEZA
ARIE) g (R ZAARIE . BRI %

B LB S HOE

ARG MR WWILE S5 CRFERETE RS R P sk i
PERAE. SRR CELARFET 25 R S
[#=]

A AR I QLA AT 5 JE S RHB A (s & O SR I U S 1

82211



[ERFH]
Hi I

5 FH A 8 JEIRT 1 R W A AR BB Y S o 3% f o R AR > 3 4 i A
CRp (SRR N ] B, RAUR S D). PRI 1124 fil 852
B B Je v sT B F T 0.3% K AEBBEIE M M fF . Bzt & e i6I7 IR E T 44% K
VARG A, ST AT R

AR T8 70 1 i A A AL o

FHAR & JB FT RE 238 N2 52 B0/ AR BB e V6 97 R T I R, 7 B 0 8 2 1
IMAARAE . £E— TSN /MR RERT TE . IR G 5 JE R i 75 - R L /NSRS 1 470
H1E o B e 5 DUkt L BT /N 24540 2 BN O H It g PR o W0 % 14k Y e e
I 245290 i i P R S I ) AR v T IR 254 o 455 A 5 JE B IR TR, N5 RE Pike
L BT AL /NI T RS AN SR B o V67T 4 S I I AARAE ARE IR o 238 S {5k FH 4 78771 C
ANAEE R E 7).

MRYE T AR M XRG, RAEARFIMAR G FFAEERD 3-7 R (0 LK
KD,

il FH B A 8 JE IR T I B R AR BOETERAR SO G CRFRIKERIE . 078 . e A1
WG o GRS 1124 B8 0HAG B Je iR 7 I B b 24% Kk 2> 3 ke (Z LA
R D o Xt F ALV RSN R B, N5 B AR R IG T HEAT T . B2 A
B einyT I EE R AT IEZ VER A PR (PML) Afiifld 7l 2 (PIP). 1XLE55
BIr e YRR ML IF Pl B R A1 DT LUIE 7677
FERESAF

e AN IRTT BB GO AL IR . O R S AN B R, XL AT R
RN TENT . WA A RIRTT B AN s, P AR EUE R AIHRA MR
I7 RN VS T S BEIRZS o VA7 01 1E) N I 283 AOARAERTAEAR (AR AT SR, I 5E 3
AT D e SR A2 AL
i 4 g

MRYE I =R, PR e 2R T B A SRR B 1 AR iR T )
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(1) 3 Rl 4 G Ak, AFE IR AE (23%) . fL/MRIEAAE (8%) FIET
m (3%,

B H I — A 4 4
(R J A i e

B2 AT Je Va7 1 A AR T AL M A o I AR R 5 R D) R M A
TR IR o AN SRAEIR AR AR, A5 A S VR 7 EAT G 22 (¥ () ST PR ¥R T o i AR
FREATAE, HRBARGIBIT 3R XS, HEATIE SR T .
DR L S35

FEAFAG B e (R R BRI R0 b7 5 IR rp R R A T BB R T A R B0
JIaEvE . PR R ORI BRI B AR (B3SO BUEIE O A ) R 7T
BEH . R VBN b mMEPUEM O R R A, JRIHRTER SR
O REE R R CELEE R « RN B AR O 5 5D (R . FFURAR SR 9T i
JSEF o A SO Dy REBEAT I 24 MR PR P A o VA 97 J0A 1) IR A 200 s 00 5 1) o E T R A2 15
HIERGACTE S, FEFEAT ARSI PRAE B o X T A Ok )RR R85, R B AT
BBV (0. ECG. A OB ED. ROFATA S RT3k a6 R R, 4 i) &
AT P AT B

HH 30 = O I T P A E R/ BSE DR P 263 I 8 457 AR ot - 2E FT R 5B 46 76 7
HEAT A TH RO R SR 2/ RS PPA

JEA b B EL TR PUREIR YT 1 A N R F B B B LA HAR CLL 897 . ROXHR
A5 B SR TR TT 18] I B £ 7 20 VP A A e I 1 SRS o o PP g v XU L
A& AL B e A AR 3, N BEAE A I R 45 Tt 2 mia T
5 40 YA

AT & SR Va7 0 B TR T A 0 A PRI R o R A AR B T O
(>400,000/mcL) ] B30 ARG . 25 FE BT AE AR A & 8« N B D) IR 3 . AR SR
IS T ELHE A KRN/ B8 1 4 A 25 BRARTE I IR SRR YT
I

I RIS B2 52 P AT B3 SR 1R 10 1124 ) /3 P 12% 3 B A m iU, 5% 3 K
A 3 REk DL B g, AL AR 5.9 AN H GER: 0.03-24 N HD. ST AN

=
=]
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TR IR, RPEAR SR YT IR AR G T 4 i FH sl B B R 2
4k R M e

I RIS Hh 232 A B Je ¥R T 1 1124 Bl 3R 10% 8 R AR AR, 45 aE
B lkg (4% o B LIV 4k R Tk e 2 A BR300 B B (6% ). AR BEALAT I 3 3
I ARRE: (PCYC-1112-CA. PCYC-1115-CA. CLL-3001 A1 MCL-3001) {5047,
JF 2 0 3R R e E A B R IR T AL R AR 260 6%, TEXT HRZH I R AE 280N 3% . Ma il &
A H I B F R B R
R AR LR B AL

il FH AR A 8 B IR T I O > B R T R LR B AR o RLPPAR 2 XU (s g 471
i) FERIUE M B TR e . 3 U)W I B 2 9 7 LUIE M YR YT
LR B B

FEARAT B JE I RS A BT e g iy 1 LB & SR IR A, LS BOE A
FEA T B IPIGRIRS T, AR FFE FEOE IR A (0.2%). FEIX LI R A5
B CRIAT 9% SR WHERRAE A o TR AT AN 2 AT B SR X 2 BB T 8 07 7 R
VR o BLAEFFUE B B JRIR T TR T AT R 55 (HBV)O [UIRES . i SR 35 1) HBV
RGN 25 5L 2 PH P, DU WITE QR IR SUR A T s A . SRR
(Y] BT 9% M3 2P A 45 R B, U REFE T AR nT s W & K, HRORYE Mt
I AR E I A R s, Bk R R R
X 25 3 K SR ER U BE 71 I RE M

A BRI B iR I = . Sk B Z ), VRl 2 B R AL AR AR
AL e SEATS [

HETIILEASE 4.
[ 98 R a L A
SEYRMARAG-RR ) LRt

PRI I S SRR, A B SR AR — R R, AT R LG U . B
R AT B JE A0 240 A P (0 B0t , T 1 o o 75 1740 E K HE AR B A= (K 24540
FASGARSE o FEZNPYEFATT AT, BEGR K BN R S T 28 B U2 A & B 46 24, 4%
FEIAB|IGRAE (BEH 420-560 mg) [ 2-20 f50F, Sl T RHELE WAL N RS-

2571



AR (S0 (23R D @l BEE R A G IAR DL &R s 1A AW
B G AR o SRLTE S A I A P A it e R R A R AR, RN A e R AR R L
FIETEfEE (S0 CAZERE] R AR ZD.
FITA AR RIS AR R RR 25 2R BRI AN R4 R 175 S XU o 1 ANTE 28 P A
o = A R R A SR XA T
R 2L,
H AT T A5 B R AR A & Je R AR )2 B 2 NFLor ik, 2 5 2% B FLIRIRIN
JLEE BRI AE BOE B .
MR 2 258l 4 B0 70t b, ELBH B JEAE M 7L 2 L mT Be 51 R ™ AN RS,
Fit LG 5 JE ¥R 97 33 R) R 4% 1R L
[JLERZ]
A B S B JBAE ) LB B R ) 2 A R T K
(EZEEES)
A JE I PRI TESE NN 1200 4158, o 64%IK8E>65 ¥ . 2P e
IRTT A R T R A>3 GURGME 2 (=65 2 1B N 12%: <65 S B E N 7%).
[ZMEEAER ]
CYP3A 37
AT S B 3 ELE L AN 3 P450 3A4 (CYP3A4) R
A JE 5 5B AL CYP3A I I & 45 25 rTRE I I A0 B SR I MK IR . (S
W CIGPRZGEE D o AT B JE R P T s PT RE 30 24P AH DG F 1 1) XU
SIAVD M. ARSLREMEAN L CYP3A A R, @ UOREEFG & ENE (2
W CHERED.
M A A AR BT CYP3A TR . SR B M Pk el 35 (ol 7 R
FUAT PGSR, ALt g B ieyr (S0 UZEH=ZED.
AT 5 JE VT ) 7 38 7 5 N ] 26 e 0 4 R A, TR A I S ) 45 A i kv 4
CYP3A il 7
FEZ CYP3A HHIA
18 1 i 52 52 13 [ i Al AP AT 5 8 5 5 A CYP3A V| R M i, A7 A1 5 e 1 2
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FEET I, Cmax M AUCo.ase 2 B TH 55 29 Fl 24 %, 76 B S ML B 5 IR %
T2 A AR AR AR SR, SRR G IERZIG, A& JE 1 Comax AT AUC 43 591 1
N 6.7 f5H 5.7 £% . LENGRAF T, & IFA8H 59800/ B0 20 CYP3A #il 71 ¥) 37 49 i
it B e B KM B Fa & (AUC) &2 76 K& F CYP3A #lIHIFI B # H1<2 £%. 66 14
AL (n=47) BEHRRL (n=19) CYP3A il 71 1) 2B 1RO PR 2 4 1 Hidie SR 2 1k A
A & SR A 8 Je S5 AR BRI YD e & I I 250, A B B RR AT &
W CRRER R FUH RHER R . Sk G A7 A0 5 8 5 B HAh s AL CYP3A #idi7) (n
B e, B RE . RIS RIFEIRE. WENE. ThiBR. BRER. Tl gk,
SRVEMERA TN cobicistat) [ 2y, FERIEEHH] CYP3A i E B 25 0. dn 3k
g KT KU B U A 3 AL CYP3A #iklse], 20 DRNEFE ] A R i % .

HRIFGRE CYP3A FIHIF

St B U R (0 3, A I CYP3A $HI77 4055 R A UG B JE Y Crnax F1
AUC 737138 3.4 £ R0 3.0 fix o 4 SR AR FH AR 280 CYP3A 7] Cndstseme , L8 %
A FIEGIEIE . FHLAS. SRRV R, wB e, HURTR R, @ ilS. HEE
B HERIIOK . BB AN oRas b ), AR LRV & ] I g B PR AR A0 & JE (1 77 =

BB JE 5 5520 CYP3A 001 71 Ef FFT B O 75 8 8 751 2 o 90 2 1) i 00 65 PR 2 S
LR T B T R T AT R
CYP3A #55

P B JB 598 CYP3A 1530565 45 25 7 Re AR B AT B3 JR IR BEIA 90% . 8 4 55 iR
M CYP3A FESFHIGH (B0 URRAGHED. HEHH CYP3A F FAEMARIIHIZ .

SR CYP3A 5 3R 0] *FE: REIGF. FIAET. K28, MEirEw o,

CIXEORBIMRETR S ARG KT I SR AT SR A o PR 55 N AN B S
EEEPEIRSEEATIENSE
O BRI 5 T 800 T e 2 PTRC R AS A R T A BRI 22 531

AT RE R A B JE AR ML R I 25 )

R AT REFEARAE B T8 P R A EAE RO AT RETE, DA 5 SR 45 251w 2220 6 /NI Y
ARAE BT TR B K P-gp BL BCRP JIRAISEZG4) CAndh ey o BP0 ) . A & e R
A S PEAIH] BCRP, HN4: BCRP /A AEAMEZ I B e &, anEa &7 ARABIT

[(ZY3E]



AT AE BT 8 H 20 & i) A0 307 1 G G R 250 . 1 @ e sz il 8 1680 mg
B 8 Je Ja LA 4 Ze T T (AST A ALT) . SR T e HE #5770 B i A7 AT
JE B AT R V)R, 45 T IE SIS REEIR T
[mRZ#E ]

(FELIN

BT JE /7T BTK (Bruton MR R M. (W (53 FE] Py
HAERD
g &

R RN B R R B, AR JE 2.5mg/kg/ R UL EFfIE (PR E 70kg DX
b, =175mg/ KD 452 24 /NPT, AN E I BAZ A0 BTK 3 MEAL A 5 2R AE 90% LA
F. (0 [4BEHR]) FR48FEER) .

[ B S5

75 B YIS E PR o T, DA JEAE 840 mg Clem fILHEFIRRY 1.5 f%) FIETu
W, FEEERETIEIG TGN, #% 560 mg =N MCL B SLllfass AUC ${E
(A2 53 2 50%) N 865 (69% ) ng-h/mL, 52 420 mg 775 # CLL/SLL £ # N 708 (71%)
ng-h/mL, #5420 mg 7&K WM BN 707 (72%) ng-h/mL. A5 CYP3A #l5]&
Fmy, A2 420 mg 80 560 mg & H —IRG 210 1 Bl BIFEWE, E/HLA 1-
1.6.

MR

gt e 32 1K 3 IR B4 B JE B 280 AR IR T 9 2.9% (90% CI: 2.1, 3.9). HAh
B )8 HUIRES 2R P Tona A2 1-2 7N
BN
S5RAEEEIRAFASEML, SaimtaEiEe (800 Rk H 2 1,000 K H,
50%IME B S AR B IR [RIRJG TG B JE 1Y Conax 30 2-4 %, AUC 391124 2 i
AN TR A B B A& P FEER T (P-gp) BUEFLAREM 254 19 (BCRP) HIJE
.
vigiil
A& B AR A 5 N IR E AT 455 %08 97.3%, 1E 50-1,000 ng/mL i [ 3%
AWRERINE . AAER (Vo) 3 683 L, RRERMAMEM (Vas/F) 4174 10,000L.
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HER

TR T EFIKERR S 62 Lh, #ERE T N 76 Lh. HSEmEadBvm—8, =
JEARAS T AIE BRES R IR 1 IRIE B 243 3l /2 2000 1 1000 L/he A7 B JE 1Y 3
N 4-6 /NI
A

PG A B JE T bR T B34 . A B Je - El 4 i (5 38 P4S0(CYP)3A AR
2 FAR Y, — /N IR CYP2D6 AR . TEMER A4 PCI-45227 & —Fh A
BERALEW), X BTK WM HIE L A6 & JEH 1/15. RS FZACH 4 PCI-45227
5 R R 2500 LU AR VG L 1-2.8,
Heltt

B (K2 UMD EEL R E M. R 2 0 0 BRSO Fr
WA )G, 7E 168 /NS AHEH 90%MUETE, Hr 80%£& @RI, A3 10%
2 PRACERR . FHE I EIR G0 B B 240 5 A AR HE M Y 1%, PRI A R
FEE, HARMHEEE AR,

KPR B
FEREFIES

WA AT B e IR 254K80 70 22 e BAT I PR SRR
i

XPAVKHEFE PCI-32765CLL3002 Hr 20 1| B & x4 CLL B¢ SLL A [ 32 i34 1Y
IR E R AT TR . SHAAEEAEL, B A B e I R B SR
A NBEISE 2 A
B a5

BEMPE SRS (ARIE Cockeroft-Gault 2 2 Ak B LEFE R % [CLcr] >25 mL/min)
SR B e B R A . AT HE S B (CLer<<25 mL/min) S5 BUE M
ATIENT A B
W E

5D ZIRE AL, BEH#% & (Child-Pugh A 0 KL JE AUC
Thi 2.7 1%, FHE#G3%3 (Child-Pugh B 2% Fh 8.2 1%, MiE K024
(Child-Pugh C Z2) Ft 9.8 fi5. SHFIREIE R 2R F M LL, B3GR F A
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BJE Cnax H9IN 5.2 £, B2 IE G0 8.8 %, 1 B 2 & 6 m 7 £%
(W LAEHE] PRIRAEFHZD.
2 EAEH
CYP3A4 7N 17 B JE 195727

Z IR T W M BRI CYP3A HIHIF]D & 3145 25 2 fARAT B R 1Y Conax BT 29 £5,
AUC #8124 f5. ZIRG TARILFERE (BEEL CYP3A 171D AL 2 igtm B e
FAA Coax BN 6.7 %, AUC 39001 5.7 fi5 o HEERIRES R B Rymv) M (B2 CYP3A
I wIAERAT S B AUC 340 3 £5 % 10 5.

ZRATAFEER (T3 CYP3A MIHIFD AP EEFRE Crna B0 3.4
%, AUC n 3 f%.
CYP3A4 57X 7417 B JE 195727

H5H4EF (5% CYP3A B35 &S E JEH Cnax TFE 13 f5LLE, AUC
TR 10 5L . B R EOR, KIEF S (PR CYP3A 357D IR A £ JE ) AUC
6% 3 5.
P47 B JEXT CYP JE 70

AN SR IR A G IR S, (AT B Je Al PCI-45227 AR REAH| CYP1A2,
2B6. 2C8. 2C9. 2C19. 2D6 5 3A HiEME. RAIGARFIERS, 408 JeF PCI-45227
ANAKATREHE S CYP1A2. CYP2B6 5k CYP3A i E.
BT B JE X F15 25 FT G 52

AN FER I, R FHI PR A& ) 67 A 8 J8 W] e i) BCRP A1 P-gp #iz. A& e
5897 @A I D iRk P-gp B0 BCRP Y (Bl s =F . ) G, wReimE
IR

[R5 ]
£ 2 bk 28
A% PCYC-1104-CA
—WF . 2t RS (PCYC-1104-CA) FFEM T8 R iGIT 111 4
BEAE R 2 0T 2 /b —FiiRyT i) MCL &8 5 1) 2 e YT 2. BF P ALER S 68 X (TU
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[l: 40-84 %), T1%RFHM, 92%RmEMRN. FLES, 89%HE#HHL ECOG A EIR
AU 0 80 1. BRSSP At a2 42 AN, BEEEIT R P Ao 3 GGER: 1-5
UGRIT), o 11%M B E AR TR . FRZRnT, 39%M & 2 H — AN
B3> 5 cm, 49%MEE RAETRERIE, 54%0)EFETRER G 45 /M2

BETH RO 560mg (A8 e, BEEGRERECR AR 28 RIAEET
FRE RS TAEH (AWG) JEE AT kEUR (NHL) FRAEiEAal AR 22 X I 78t 3 2
SRR E VPGSR E (ORR). AR AR 2 JE 5 M s v W 16.
£ 16: R PCYC-1104-CA FHFFTE MK MCL BE K BASEMEE (ORR) FEEREN

T

& (DOR)
B (N=11D)
SRR (%) 65.8
95% EASIXIA (%) (56.2, 74.5)
TR (%) 17.1
G (%) 48.6
LG R SIS TR) H # (95% BB IXIA]D 17.5 (15.8, KILFD

MALH A2 (IRC) X BB BT T HAL 1 B v FfERE . IRC W45 R B
ORR N 69%.

L ZE LR AR IR 1.9 A H o
K% MCL-3001

—IRENL I3, TR 290l RIS MCL-3001 #-A 1 64 8 Je v BEA T 22/
e T —MRIT I MCL B3 2 R R, N 280 B2k . Zik&E 4% 1:1 1
LB BCZ IR 4H, B2 A & JE Tl 560 mg 8 H—ik4h 2, 321 K, BTESE 1
JARAZE 1+ 8+ 15 K252 Temsirolimus 175 mg k425, 2 Ja8A 21 REAMARIE 1. 8.
15 R4 75 mg FRIkeA 25 BRALINIRTT — B RREL 2 0 it e o8 H AN T i 52 1) 3 4
FAAERS A 68 & (JuFE: 34-88), ot 74% NI, 87% AEINEN. HiZWiE AL
WA 43 AN H, BRARIT IR ALEC 2 Ik (ER: 1-9 70, A4 51% B4 521 =il
BT, 18%EEA 2 M B e KiRTT, S%ERE R I R IV IR TT ) 24% AR50
TR . FEEIS, 53%M)Z A HILE KM (=5 cm), 21%H)Z i itk MIPI
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SMENESE, (ETRIER, 60%HI 2K FH B MELIMRR, 54% K32 E A B HEIRIE .
RIEEIThE Br TAEH AWG) FEE Atk (NHL) AxifE i IRC PEAG ot A
e (PFS). #5 MCL3001 197 3545 R W3R 17, PFS ) Kaplan-Meier #1452 LI 1.
R 17: EREAEEY MCL ZiXEHRITRER GR% MCL3001)

2 g HAEER Temsirolimus
N =139 N =141
TR
LG HE R AAE ] (95% CD 146 (104 NE) | 62(4.2,79)
(HD HR = 0.43 [95% CI:0.32, 0.58]
RAEGRZ (%) 71.9 40.4
pfa p<<0.0001
@ IRC PP

BRI RIRIT R E b, CE /NE2 8 Temsirolimus &4 T A Ik R & )
MR FEREAL (27% vs. 52%), HARAG B Je 8 Temsirolimus AL T N2218 (HR
0.27, p<0.0001)-
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Bl 1: X% MCL-3001 Kot A7 Kaplan-Meier HiZ8 (ITT A#)

—Oo— A BT - -&-- Temsirolimus

B DM P (CLL) /MR EZHfsk 28 (SLL)

— T AR FEAR IS A DU T FE AL X FEREGIE L T A & JB 1) CLL/SLL BE %4

PR 2L

RIS PCYC-1102-CA

1E 51 B4 CLL/SLL S bt T —0irutt . 290856 . B IR AL RN
68 % (Julf: 37-82 %) FHiZWi /G IR ALES 18] A 80 NN H, BEAEIRIT R A ECh 4 Ik (VU
BE: 1-12 70D, FEZRRT, 39.2%MH3E Rai 0N IV #, 45.1%F 20— =5 cm,

35.3% M B ARAE 17p QetofRkiliR, 31.4%AF4E 11q k.

H— Ok 420 mg A& e, BRI ERER AN 8. MardH AR R
SRS T WRE Br TAE4 CLL FrvEPEfE ORR A1 DOR.ORR N 64.7%(95%CI: 50.1%;
77.6%), YN G, TTEEIARE R . DOR FIEHEN 3.9-242+MH . KixF|

33

100
80
N
i
=
X
o 60
~NTT
[
7K
I-R 7S o=
sy 40 - ol BT
-
20+ - -
Y SEY )
""" :
0+ !
p<0.0001 Temsirolimus
I I I T ! I I I T I I
0 3 6 9 12 15 18 21 24 27 30
Al 2ap H
AT RBS B 2 E
FEHEEERE 139 114 101 83 77 45 34 8 5 0 0
Temsirolimus 141 93 69 45 33 19 11 3 1 0 0




H1{Z DOR,

RE PCYC-1112-CA

fEZYG CLL 8¢ SLL 3% it (T 1 — T 8 8 5 BUE AR Bpint B BEAL . 2 s |
TRCEE 1T R . B (n=391) %18 1:1 BRI EWA, Hh—H5% T4
BlREHMNEN 420 mg, HEHEGH RS Z 80 5 —HE TR,
WIGEFIE A 300 mg, 2524 1 2 Ja & 515 2000 mg, L4525 7k, BEJEHE 4 42
—, FEERY) 4 k. 5T BIBENL S C 28 B ST 2H I B TE B e ) A8 SR AT
BleiRiT. BERTALER N 67 & (Jil: 30-88 &), Hr 68%& 51, 90% & @il
RN T B IR E AR MEAL (ECOG) MRAEIRASTEA A 0 3 1. I8N
477 373 4 CLL 5 A0 18 4] SLL &35 . PEeWiE M Armt o>y 91 M H . BREAEVRITH)
A ECN 2 R GER: 1-13 0. R, S8%MEE A E D —AME>5 cm. 32%H] &
HH 17p k.

I PCYC-1112-CA [T RLEE R 18, MOLHAZ 714 (IRC) HRHE IWCLL 45
HELEA5 ) PES A1 OS ) Kaplan-Meier #2635 WL 2 F11&] 3.

#18: R PCYC-1112-CA KT s R

ik =getil BEARBGIA
2923 N=195 N =196
Toit AR
HEE (%) 35 (17.9) 111 (56.6)
P i Ji 26 93
plane: Tic 9 18
AL (95% BREXED , H Rk 8.1 (7.2, 83)
R EE (95% B A5 X [H]) 0.22 (0.15, 0.32)
T NE (%) 16 (8.2) 33 (16.8)
RS EE (95% A5 X [H]) 0.43 (0.24, 0.79)
AR fi 2R 42.6% 4.1%

© o PHABIRIERITF AL OS
* W IRC PFfli. WA BEFLIERIA 20 M BE LR T 2.

583471



B 2: R PCYC-1112-CA B BAERH (ITT A#E) [ Kaplan-Meier Hi£8

100 -
90
80
70
60 -
50 - *j
40- |
30-
20

R RRE

PFS (%)

101 p<0.0001 ; BAA B

35 o T
LTFREEOAL 15 A

w
(-
O |
-
N

REERRE 195 183 116
196 161 83
R =2k

-l

vl
-\

0
0

B 3: % PCYC-1112-CA FE8AFH (ITT ABE) ) Kaplan-Meier #i£¢

100 _'wa
f S5
90 | L I# I WS I T ) B N | Tﬁ?ﬁg}ﬁﬂx%
80 1 AN BBy oysig i . b i d Sk
70 -
g 60 -
8 50
40 -
30
20+
109 p<0.05
N 0 T T T T
RFREROAE g 3 6 9 12 15 18 B
FHEEKE 195 191 184 115 32 5 0
o 183 164 88 21 3 0
BRIEAREBH
65 3 FEVT ISR & 4T

W9 PCYC-1112-CA AL FLI TR N 65 AN A I, HRIEHF L& PEA, WELH
TR A s JE 40 5B 3 AP T gk JE XU FAIG 85% . ARHE IWCLL Anift, W50 1PAL T
WAL PFS 7EH1 2 Je 2L AN YA A 2l 43 ) 44.1 A~ H[95% CI(38.47, 56.18) ]

%3571



8.1 NHA95%CL (7.79, 8.25) ]; HR=0.15[95% CI (0.11, 0.20) ]. tFAiEJe
TRIT H R FUE PG ORR A4 87.7%, BRYEARBIHIHN 22.4%. H450 M,
B AIBENL P BE 2 BLE A B HTIR T ALK 196 132 E A 133 6] (67.9%) XX &
B A B e iy . iRYE IWCLL Ak, A6 & SR 0T 58 1v-AG B sh A2 PFS2 (WA
BENLAL 22 5 22 X PUMIRIE YT 5 PFS SRR ED 4 65.4 D [95% CI(51.61,4
AT, BYEARRSIH N 38.5 N H [95% CI(19.98, 47.24)]; HR=0.54 [95% CI
(0.41,0.71)]. A ERAMHLL OS N 67.7 ™M H [95% CI(61.0, AR{liH)].
R PCYC-1112-CA F74 17p 21 CLL/SLL

R4 PCYC-1112-CA N T 127 B 17p #2510 CLL/SLL &3 . BE R+
RAERS Ny 67 % (G 30-84 %), Hr 62%72 1%, 88%mllE AN WA &
H L ECOG RRERASTES A 0 8% 1. i1 IRC 44 PFS A1 ORR. 17p BRI
CLL/SLL & 17 245 R W& 19.

£ 19: R PCYC-1112-CA F 17p SR/ CLL/SLL B KT s 32

ik =getil BEARBGIA
AR N=63 N =64
Toit A
FOHE (%) 16 (25.4) 38 (59.4)
P it Ji 12 31
A XS 4 7
A (95% BEEXED Rk 58 (53, 7.9
g
R EL (95% EAE X)) 0.25 (0.14, 0.45)
SR fig R 47.6% 4.7%

© W IRCVHh. I BEERIE > HIC B EHIS R B2 .

63 ARV

TERBEVIIAA 63 A H I, BFFEEARHE IWCLL bRt vPAd A4 del 17p B3
(K957 PFS N: A8 B 4H 40.6 1 H[95% CI (25.4, 44.6) JFIBIEAR P4 6.2
MH95% CL (4.6, 8.1) 1o WL VPAL ST del 17p B3 R G2 2250 ) iR
A B JE 4 88.9% M BLVE AR B Hi2H 18.8%.

R PCYC-1115-CA
#3671



FESEWS>65 % 1) CLL B¢ SLL #1768 AT 7 —IBENL. 9o JHsiE
WHot, WEEMEBESRTIRES. &F (0=269) #% 1:1 KLLBIREHLEEZ A0
Ble (FH 420 mg, BEEFIRHERBAMZEM) 808 TRETT GRIGFIEA
0.5 mg/kg, 7E% 28 REAMAMEE 1 A1 15 RG2S, w297 12 DM, mriRdsE &
H AN NI 52 LR 7 B4 22 0.8 mg/kg) o

NHBFE W HPAERN 73 % GERL: 65-90 %), 63% AN BH, 91% AN N.
91%H) 54 ECOG RRRIRAVEr N 0 B 1, 9%MIEFIF N 2. IMIR A T
249 fi] CLL 35 1 20 4] SLL 3. FRZEHT, 20%MEFHA 11q k. FF4E CLL
TEIT W BCE R A4S AT IEE B (38%); RILYFL MAN/ELL /M s/
KE HETHEEUE R ESE (37%). BTSRRI K (30%). %
= (27%) T (25%).

oz B 1] 28.1 AN A, TSR] 32 BIAET 1 (A B JE AN 2K T BREUT
BT R 11 B1(8.1%)F1 21 1(15.8%)). 41%1) & MK T TR AT 24 54 2
BB eV T A, ITT A8 CRIENAIT ARD IR iR R g2 =
X ] HRO.44 (95% CI (0.21, 0.92)), FrHHAR & iRy AR T RREIT4 2 4F
RN 94.7% (95% CI(89.1, 97.4)) F1184.3% (95% CI(76.7, 89.6)). ik
I PCYC-1115-CA 7345 R 3K 20. IRC #RHE IWCLL FriEVEAE T PFS )
Kaplan-Meier M1 W& 4.

#20: R PCYC-1115-CA K7 &R

iz =gl ETREITH
292 N =136 N=133

Tt A
HAHE (%) 15 (11.0) 64 (48.1)

PRI 1 12 57

SET A 3 7

A (95% EA5IX A, Rk F| 18.9 (14.1, 22.0)
H

R EE (95% EAE X ED 0.161 (0.091, 0.283)
EEZEZE " (CR+PR) 82.4% 35.3%
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pfE <0.0001

i IRC PPl AR RAFH 5 B2k E (3.7%) FZETREITHFE 2 #%2ilE
(1.5%) 1IR3 T 58 =21

B 4: R% PCYC-1115-CA HE#BAFH (ITT A#) [ Kaplan-Meier Hi£8

100 =yt ; y

90 M

80 FHEERE
] iy

704

60 I

50 |

40-
30 M= =1 ETREST

PFS (%)

20
10+

O T T T T T T T T
pFREEg A O 3 6 9 12 15 18 21 24 27 (A)

FHEERRE 136 133 130 126 122 98 66 21 2 0
ETRER 133 121 95 85 74 49 34 10 0 0

55 4~ H BEVI 3

1E 55 N H S BEVT AN, B B R A RIS B 7 PFS.

A% CLL-3001

FEREAEZ87f CLL/SLL &g th AT 7 A0 B Je B A 2Rk B ] VT AIR) 2 F i
(BR)5 ZEFBA BR (—IBENL. 2. SUER 3 . 35 (n=578)1%
1:1 MBI 2 A B e (R K 420 mg) B2 S BR BEG 482G, HA
B, BUHIIATTHZ MR . FTA S BR e E 6 MM (B4
28 K)o ZRIXFLAT LA 70 mg / m?® IR #R KA 30 7080en 2y, 28 1 N E
FEF 23R, 282 -6 NEAWINE 1 RAEE 2 Ko F2 8 BHi7es —A A
1 KL 375 mg/m? RIS 2, 165 2 DEIE 6 NN 1 XKLL 500 mg / m?
(I 2

BE P ALER AL 64 B GERE: 31-86 %), 66% AN, 91%NEAN. FTE
B L ECOG FRREIREIT A 0 5 1. AWz B A7 (a4 5.9

%£38T1

p<0.0001




L, WITRTRI LG T IRBOE 2(TE . 1 - 111K). fEIEL, S6%MEEE0E
— AN 5 em, 26%MEEA 11q Bk

B CLL-3001 K97 245 5 W2 21. PFS ] Kaplan-Meier £k a0 /& 5 Fios.
% 21: R CLL-3001 K74 R

P ER+BRA ZRF+BR 4
AR N=289 N=289
Tt R
FHHE (%) 56 (19.4) 183 (63.3)
HRALEL (95% CD Heik F| 13.3 (11.3, 13.9)
HR (95% CD) 0.20 (0.15, 0.28)
SRR 82.7% 67.8%

* i IRC PPl AT 5 JE+ BR HH ) 24 611321038 (8.3%) A&+ BR 4 6 521K
H(2.1%) BB T .
BR=FAH)T 5RIZE R Y, CI=EEX (A, HR=XK L.
Bl 5: % CLL-3001 H G RAEF (TT A#) ) Kaplan-Meier H1£8

100
80 -
S
'Bi‘{' — )
il ®0 : IS
5 \ OO H EKE +BR
u%
+H
]-R 1
40 - h
20 4 M A - -
4
ZRF +BR
0 - p<0.0001
1 1 ) 1 ) ) 1 I ) 1
0 4 8 12 16 20 24 28 32 36
ST REEEMHANE 2
RHEBRKTE + BR
280 264 247 200 127 52 5 0 0 0
LEF + BR 289 289 234 117 59 17 3 0 0 0

o . —-k--
FHERKRE +BR ZRIF +BR
#3971



W AR RBEFE PCI-32765CLL3002

FEREAEZ VG CLL 8¢ SLL B3 thikdT | — WLt 8 e 50 2 5 B hi i e
Ple 2, TR T IR IT. B (N=160) % 2:1 (¥ LB AL 2 Bl 82 52 A
e (420mg, ®H 1R, BHEFHR RS Z M) B8R %5 Hi41
GEIAFIE N 375 mg/m?, 2525 1 JHJE IR %A 500 mg/m?, &2 & 1Kk, %4
i3, R4 1R, 5254 0. FIZB BHi 26/54 5 (48.1%) E#
BB R G A2 X% T B R iR )T . TPALAERE N 66 % (GH: 21-87 %),
FEE 71%, HEEE S 85%. Frf B I ECOG ARSI 178 0 5L
1o REGRTE AT 151 1) CLL 51 9 ) SLL B, BEi2 W) i AL 8]y
41AH, BB SO 2 GER: 1-14 0. R, 43.8%MEEHFED
1 AEMEE=>5 cmo 22.5%IM 8% (36 4, HArrp[EEE 26 51D A 17p Bk,

WHAE RS IWCLL ArdExt ot R AA7 I (PFS) AT 1 VP4l 4R EIR3E
T R R K T4 82%. RE BT T XRTT, (B4 (0S) 7
BN B BB A UK EL[HR] = 0.38). %W 7 KT R4 5 3k
22,

7 22: PCI32765CLL3002 F TSGR

FHE e FZE R
292 N =106 N =54
ot e A
FHE (%) 34 (32.1) 42 (77.8)

RS (95% BAZ[X [A]) 0.178 (0.109, 0.291)

BAEER
FETHL (%) 21 (19.8) 20 (37.0)
HR (95% BEAFX[A]) 0.381 (0.204, 0.713)
R S i R 62.3% 7.4%
MARZEARZR (A 35 £k 41 Bl 68.9% 7.4%
22 0E 13 o G2 )

40T



PFS 45 R B R WA S Hrh CHFEFEE . V). FRiEIT Rai 70, MERSSE
BITI 2. 17p B, 28 ECOG 14 BRAEIRIT BN 11q B0) B 5%
AT — B R A S R IR YT A LG TR 2 ¥ 404 PFS 12K
HREREHMAE (WMD)

PR IR B0 AT — TR AT Lo R0 TE S T R A B BRI WML B e Ak
FIT o

BEFL 1118 FIBFFE 1127 BRAVRITH

WF7¢ PCYC-1118E-CA CEPRFFL 1118) J&—WiHmtE. £ A i B ka6,
£ 63 HIREEZ VG WM Bt viAl 14010 B 8 1 22 R PE AT 2. N8 1) P Ar
RN 63 % (VU 44-86 %), H 76% 2B, 95%EmINEN. FifEE
[F5ELE BCOG RREIRETE N 0 5k 1. B2l £ NI a2y 74 AN H, B
FEWRITHIHR AL BN 2 Ik GERE: 1-11 ). FEERF, A7l 1gM 188 3.5 g/dL

(VJEH: 0.7-8.4 g/dL).

ZREEH IR DR JE 420 mg, B2 5009 3k R o BN 52 3514 . f
FH AT VPG 745 (IRC) ] WM [EBr TAEAARHEVEME 2% . IRC PEAH I
G GE XN RAREBUCE AR AR 25 8 W3k 23,

# 23: WA 1118 H IRC VA WM B35 ) S 2o R B AR e 42 TR

Bt (N=63)
22 % (CR+VGPR+PR) (%) 61.9
95% CI (%) (48.8, 73.9)
T (CR) 0
EHUF R M (VGPR) (%) 11.1
gzt (PR (%) 50.8
W SRR LR ), A (JERED NE (2.8+, 18.8+)

CI=EfFX[i]; NE=JCILEIFHr

R BRI 1.2 N H (GER]: 0.7-13.4 1~ H D).

W 1127 259697 245 31 I BEAF 352 5 A2 B o pi 7 =96 T M E WM
B, YIS TG ERRAGIT. TR N 67 % (JuH: 47-90 %) . 81%
R 2R ECOG REERIRETE N 0 85 1, 19%[11 3 ECOG KBRS N

41T



2. BEAEVRITHIHRAIECN 4 GEH: 1-7 MR « W 1127 SRZ53E 7 H v 22 fé
%R 71% (CR &2 0%, VGPR 2 29%, PR & 42%) . WFELHH A7 B I a2 34
MNH GEHE: 8.6+E 377 MNH) , MAIK R A7 LR R A] .

61 MAREY (RE&DHT

1ERARKE DT 61 N HEF, B PCYC-1127-CA H IRC VA 1 B 2536 7 4 22 f
N 77% (CR 0%, VGPR 29%, PR 48% ). "7 Z2f# 542t 8] N 33 AN H (o :
2.4-60.2+™H).

R 1127

TEVNAERETE WM B R IR T 1127 (— R4 R B BRE (A I E 521
B VO B JE B BRI R 2 B BT BEAL . XUE 2B R TIT S0
) o BFE (n=150) 4% 1:1 MLLEIRENLESZ M B8 (BFR 420 mg) B2 & 57
SR By G52y, HAEWIE R IIA T EZ MmN, 1 2 4 A%
BP0 375 mg/m? B — Ik, FELE 4 ZJEH 17 25 20 4 T H AT R
LA, R IR, S 4 . EEYT S RAEN 2 B IRC VAN G R AR A
W (PFS) , HAhyT 45 RIS U FE M2

BEBIRALFER A 69 % GEH: 36-89 %), 66% N T, 19% AE RN,
91%I1) B H L ECOG RBERASVE A 0 3L 1, 7% EE T ECOG RARIRATE
TN 20 A5%RVNEEE, S5%REIREH . EEREET, BAERIT A
2 GuHl: 1-6 MEIT) o FELRINTE 1gM FAMEA 3.2 g/dL Guf: 0.6-8.3
g/dL) , T7%HIEEAF{E MYDS8 L265P A%, 13%M B H TULIRAE, 9% &
B IEVHAG RADIRES

WEFE 1127 B IRC PRALIT 045 3 W& 24, PFS Y Kaplan-Meier #i2k iLF 6.

£ 24: B 1127 1 WM BE KT BER

RRF+FZER
P& B+RZE RN i
KR N=75 N=75
Tt R
HHE (B 14 (19) 42 (56)
20.3 (13.7,

g (95% CI) , H NE 27.6)
HR (95% CI) 0.20 (0.11, 0.38)
pfH <0. 0001

42T



227 (CR+VGPR+PR) ° 72% 32%
95% CI (0.62, 0.82) (0.21, 0.43)
TG (CR) 3% 1%
EH U R 7 2 (VGPR) 23% 4%
g (PR 47% 27%

W R R, H (GEEED NE (1.9+, 36.4+) |21.2 (4.6, 25.8)

Cl = BEIXE]; HR = W& NE = Y R = Rl
* pMEREIZIEWM IPSS (i, 1, &) MERERGMIET HEZEE (0, =1) 2EHX RS
5%

" HERERAIFEN p H<<0. 0001,
rh 7 B I TR R 26,5 S H .

& 6: BHF 1127 F WM BELHBAETFY TT AE 1 Kaplan-Meier #i2E

AN -
, M
|
34
1 b BHREBH
) H—

THREFH, %

[ et —r — —
" M L L L

' Hflﬁtﬁhﬂﬁﬁiﬁ

0 3 B 9 12 185 1@ Mmoo 27 30 3} ¥ 39

P

ﬁﬂ.l‘ﬁﬂ'\]kﬁ USHITEE
AG+FZEHF 75 T3 69 67 65 60 60 54 40 24 14 9 2 0
ZRF+FIRERE 75 65 55 49 44 40 34 7 16 T 4 1 0 0

—UHRRME DTS, AT A Z T BT 65% 1 B E AL R+ A %
EHPUAL 39% M) B FIRIGM A B ARk eiag CE SONE AR BRI AE K7
SCRRAIT IR OL S, BRI BN =2 o/dL H &8 8 D .

63 MABEY (RE&DHT)

SMEEVTHAN 63 AN H, PCYC-1127-CA H& it IRC PEAG A7 2% 45 3 W&
25, ¥R B (0.31[95%CI (0.14, 0.69) 1) AL £36 B (0.22[95%CI (0.11,
0.43) 1) HJ PFS K& LL 5 ITT ABERT PFS XU HE—%.

£ 25: WFR PCYC-1127CA BTG R (BASH

43T



A+ FZEEY

TR + RZERHT

#R N=75 N=75

T REFH "

HHE ) 22 (29) 50 (67)

Az E (95% CID) , H KRiILZ| 20.3 (13.0, 27.6)

HR (95% CI) 0.25 (0.15, 0.42)

p 1H <0. 0001
TTnT

Az (95% CID) , A KiLZ| 18.1 (11.1, 33.1)

HR (95% CI) 0.1 (0.05, 0.21)
BESAZME %)

CR 1.3 1.3

VGPR 29.3 4.0

PR 45.3 25.3

MR 16.0 13.3
BRI ¢ (CR. VGPR. PR. MR) (%) 69 (92.0) 33 (44.0)

RRGE R R AR SRR ], H GERED RikF (2.7, 58.9 +) 27.6 (1.9, 55.9+)
ZEMRZE (CR, VGPR, PR)** (%) 57 (76.0) 23 (30.7)

Gefg b AR gt ], A GERED FikF (1. 9+, 58.9+) RikF| (4.6, 49.7+)
MmeaFEFESREER > (b) 77.3 42.7

Cl = B{EX[E; CR = 5242, HR = XKt MR = fh/NEEfE; PR = B0&%f#; TTnT = £ FX

VAIT RS IE]; VGPR = AR UFFER 4 2R
it 3R] A BV (] = 49.7 N H .
IRC VAT .

" ORENARZ BT 4 4F PFS il t1HE Y 70. 6%[95%CT (58. 1, 80.0)1,

25. 3%[95%CI (15. 3, 36.6) 7,
SRR ARSI p {H <0.0001.

LR RZ g

C AR AR BT 2 B R B BT B AR A ) Te% S 41%, BEAEZIR BN

LIRS 571 T6WFN 225,

©ESUNFIXTFREE M =2 g/dL, AMERLELZ /D, SEREL<1 g/dL, NIEME>11

g/dL Hi%3#E=0.5 g/dL.

N kB

P B RAEIT G, o LRIk A T ot (R, B =
50%, ZExtiHEE T 5000/mel), HAEA ORI LA 4N, X — SRR WL TR A
B AT IR 28 (66%) CLL/SLL ¥ . fE5H4i & e IRIT KI5 MCL
# (35%) HHALEER] T IX—AER . PO SR B KAX bk CLAH i 1 2 R AT e
IZGEAE 2 —, ETCHARIG R RIS BL T, AR At . 18 F A

FA4TT




JEIETTIX PRSI (R B IR, b 4 PR 22 A TR AR 1 AN A,
MCL @ HAE 8 i (P ArfE) WIKE, CLL/SLL BFIEHAE 14 i (P ArfE;
Yl 0.1-104 i) WIKE.

TEAAG B JE VR TT 10 WM B3 Hp oA DIk EL 200 2 22

B B JE 5 AR SR V T+ 2B BRI T IR, Sl itk AR Y 2 BN
W, CBHT B JR BR G ARIB SR YT+ 2 TR T 200 7% vs. 2RI G RIA 5]
TR Z 5 BHTIRITH N 6% ).
Xt QT/QTe [A]HARTLo ik o A= 3 22 (K1 /B

BIRG THAAEEN 3 BRI ERKIERETE (1680mg) A HBLAA AR
S QT (A .
[ 2355 ]
Zi3EEH

B Je 5 BTK G VEAL SR Dt 2R R 5T AN B, AT #) BTK 1)l
iEPE. BTK /& B 4iadi/E 324k (BCR) AN A 32 /4l #% (115 5 4> F. BTK
WL B AR A S5 H0E B AMITHE. B FIR T L /& 1 iE . JEI6IK
R EIR, AT el 7% B 20 A Py 1 G R LA B AR A i
PERNFL RN o

BT B & AT R S 5 R AL /AR SRR, g BRI L 4 F AR Ak ik A
BB ThRe AN A gt EH MR FE AT IC50 40 5)/& 4.6 1 M (2026 ng/mL). 0.8 M
(352ng/mL). 3 u M (1321ng/mL). 45 & JE AN GEA AN ADP feE DGR F)
FEE R M TRAP-6 5 T 19 /MR
HEMR

WAL

B EJE Ames X530, CHO 4G (B AR AS 50 /)N B P9 B BB RUZ 56
(GRIEIA 2000mg/kg) 45 545 9 B

A FHEEE

HEVE R BT 2SR AT 4 8 S HC AR B A2 R0 4 o, e K R T2l 2 B
RIEYREE 7 R (GDD) , BHANLGTHAEE, FIEIL 100mgkg (FH24T Ak
SERGHE 16mg/kg) B, AR WRHHE PR ATMENE K BV A2 & DI BAE B RS T I RE I .
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IEPR K RAE S B TR U E D4 T B )8 100 40, 8omg/kg/ R, HHE e
80mg/kg/ R 51K B IEIG L COBERIR M) , ARG K5 & K18,
ZAEE KRN RER (AUC) KM YT MCL B3 560mg/ K F & & A
TR EN 14 1%, 24T CLL/SLL 8t WM 23 420mg/ K 71 & 4 N 2 55 & 1) 20
iy BHI 8 40mg/kg/ R K LA b5 51K RIG AR Eide, Z%50 A K AR A
5 (AUC) KZIAHET MCL &3 560mg/ KR /AN R EE =1 6 4. 4F
YRR ETERINE DS TGRS 5. 15, 45mg/kg/ K. FATEJE 15mg/kg/ K
J UL E I S R R E B R (BB RE) , 45mg/kg/ K 51 REIE GBI IR
JEEHRIEM. BB 15me/kg/ RIERIAN IR R (AUC) K4 T MCL
B 560mg/ KT E N A N R FE B 1) 2.0 fiF, AH24T CLL/ SLL 8{ WM 5% 420mg/
RIS A P 2 R 1) 2.8 i

HoE Ik

TENIA 6 N H M TgrasH2 #EEF/NRBUs LRI, @04 THRAE Bk
2000mg/kg/ R, AR IBUENE. TEME T HEMEFIENE S Y44 P 1 5 2 5 5l 208
N 560mg/ KT ##& &1 23 5 37 i

[k ]
30°C LA M ERAF
[ 23]
H % HDPE Jilike, a7 JLE % 4.
90 A/ /& o
120 Ki /4 o
(BRG]
36 ™ H
[HATHRHE]
HE V25 S HbRME: TX20160135 F1%h7E Bl TYHB2001826 L4+
[#HESCS ] E 24575 HI20181066

(4% EHFTREA]
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% FK: Janssen-Cilag International NV

VEMHLIE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(A= 4 ]

{4 FK: Catalent CTS LLC

AEFEHAE: 10245 Hickman Mills Drive, Kansas City, MO 64137, USA
(&3]

% FK: AndersonBrecon Inc.

A% Hihk: 4545 Assembly Drive, Rockford, IL 61109, USA
[BEAREAN]

YRR DA AR AR ]

VML BRIGAE H 2T o X R SRR L A R DR 19 5, BRIYE

78 22 T e X B T 4 S IC R E R 17F

HEE i : 710304

HLIE 5 HS: 400 888 9988

HRH55: (029) 82576616

MHE:  http://www.xian-janssen.com.cn

FATIT



