Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

ik H Y 2017 4E 08 H 24 H
BEtH#: 2017410 H 17 H
2018 - 01 A 29 H
2018 4 06 f 21 H
2018 4F 10 A 29 H
2019 403 A 21 H
2020 4 06 f 03 H
2020 406 H 04 H
2021 4 03 02 H
2021 403 H 22 H
2021 4£ 12 20 H
2022 4201 A 30 H
2022 4 06 f 27 H
2022 410 A 27 H
2024 412 J1 12 H
2025 403 7 19 H

202504 A 24 H

(iEitk=PEYiE ART

VAT G IR R 0 I 45 8 BRI B 2 T8 5 A

[ %5471
AT B e i g
P b 2 K: AZF® IMBRUVICA®
YL 4 FR: Tbrutinib Capsules
PUEPFE: Yibutini Jiaonang

[ 6]
IR AR R

WL FR: 1-{(BR)-3-[4- A HE-3-(4- KA S A )- 1 H-AE (3 4-d W g - 1 - B TR IE- 1 -2} A

This copy of the document was generated on 29 Apr 2025 Page 1 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

-2-4¢i5-1-Hd
RS AR

oy
hH; \;:::J"

473 CasHuNeO2
S FE: 440.50
R WUmAYER . R AERM. T RN BEARIREE . PR OB

£

QLN |

FHI PR 0 S5 BT “ibr 140mg”FEH 0 5 B ANE WIAE B I 28, AN B (st
(SREY 57
E&ERAE]

7% it B 24 1 T A S/ 32 5 — Fa T BB A AR LR R IR T

N Z BTl R o ey N v S T R N N W2 N NG el M= g

A i B2y T BRATE 2 b 20— sy AR IR EBRER B IIURE RS RO, BCE A
G AR BT IR R EBRE B AR B 1 — 26877 .

AR IR 2B B, & TR IR E B B IAE & HIIR T .
(4% 1

140mg
[HERE]
FE

AL A ARZE 2, BEH IR, BERBITIZGIS IR 2 o« N KIS AR BRI 2, JF
FERMR e — FUK. EZ14T 0T FROE P e e . A i NS5 & il R R .

This copy of the document was generated on 29 Apr 2025 Page 2 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

HEAE
EMHRERE (MCL)
AR EAIT MCL FIHER RN 560mg (4 Ki 140mg FIRHE), & H—IREZ it
Je& B H BN WT HSZ (R B
BB E MR (CLL) /M EAEMKER (SLL) R4 KERRE B MAE (WM
A EBZRYT CLL/SLL Fl WM, E5HZ & BHIEEIET WM K&y
420mg (3 KL 140mg IRHE), & H—IRE 250 R s AN o] 352 R 51
AR 28 B E 2N, RTER— KRG 2, @ITERIZ 8 BB A T

o

ZNY
HI AN R L s 771 B A

S BUETH R BN E R 2 G0 058 3 SO RE . >3 RARMBCF St >3
AR IR G B A LR M s D RE B 4 GRS R VR, R AR SR TT . frEETE
RERTHIR 2 1 RILL KT (D I, 42N SCRMHER 151 B BT A BT .
FARGEREA, FEIRAREENGRIR T

it

B2 #BHERE KEJEH) MCL FI& | REJE 1K CLL/SLL
HE AWM FIE R

3 BN 4 FARMARE | 85 1 IRk> 2, &K 560 | L, &K 420
Bt mg mg
3 BN 4 g PERigE | 28 2 Ik HEPHZE, &K 420 | EPHZE, &K 280
PR i SRR G B mg mg
# %3 FE A, oK 280 | EHH L, K 140
4 M mg mg

554K =% (7]
T ORRE 3R [ 1 SRR A AN R @ AR TE PR #E (NCI-CTCAE) B E 18 14 ik T 48 1 1f
W TAEZH GiwCLL) CLL/SLL Iyl 2F 3t bn v AT 20 2% .
* FEFFEIRITI, AR SR AR - R AL, DO R BRI TR AR 24 . W SRR S B T
PR, H45E H R = K 140 mg.

D FIFEIRBV R KR E BRI R R T ATR:

This copy of the document was generated on 29 Apr 2025 Page 3 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

= BiERAE | TMCL, EHRNMKEE | MTCLL/SLL/WM, FiER
IR IRy =9=1: 05 h=i S

220 7] 3 v H—Ik PA%EH 420 mogsBiieansn 2y | DA H 280 mgE #ritd ah 45 24
R DARE H 280 mgE B iR an 452 | LAREH 140 moEET i ah 45 24
HEI {5 FHA

SRR Ik PAREH 420 moEF R an 45 24" | LAREH 280 moHEET iR an 45 24
b 15 AR i

3 ELAL 0 H

2313] Bk 5= FHA

AG R

T BIRIT R, PEAN IR A - XU

5 P450 3A (CYP3A) EFliHIFER 4250 A E R %

5P CRIsR R CYP3A 7[RI s Iy, (A B e i R Bx I 0, F R &
JEFIE

RPN EIHHY PR BHEENE
B 4 Jfa 2% fir R o FI%L CYP3A HIH5 HHEE SAE, 420 mg BY 560 mg 4
H—, THAERE.
o %L CYP3A HIHI5 280 mg FFH—K.
o fRILJEME 140 mg & H —X.
o JHVW M TEIAE T 200 mg
B H W TR )
o HAMZEAL CYP3A 5 WG I, W EATAH CYP3A
o FHEFIEMTHYD FEME b FHIE BN

W%AE%%ﬁﬁﬁﬂmﬁﬂ(W
T RERE T RELEAT I PR G
7, W i A 5 JE VR )T

© MR BB IS RS, ARAE SRR T BRI E (S0 DR E] PR IA
R L 1 71 R )

b EFIRRIAY R AV EEMERE T 200 mg £ H —kEk 400 mg & H B, 9D BERLE
kST 300 mg & H—%, A BEMESERE Fr 300 mg & H —0.

1= CYP3A #i#F G, WMEARMZAINEZFE (S0 LHEHAE]Y M [49M

This copy of the document was generated on 29 Apr 2025 Page 4 of 49
Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

HAER D,
JE45 0 26 3 P 24t p) 7V B
B0 &% (Child-Pugh A 20 HIHERE B ER 140 mg (1 BLIRHE). FJE
B S5 3% (Child-Pugh B 2081 C ) RSl AW (S0 THZEHE] i
Rk N 250 DIRIRZGEE D,
WARAIE
W ARAE T RIS TR AR A S, AT DAFE S R RUIR A, 28 R 4k 4R 7F 1E 3 1R[] i
Yy T ZVEINIR A S PSRRI IR
R AFERZ
iRyl
A 5 JE AR AE A AR . — SBT3 7 R B0 S s B A 5 T 11 2 R = g T
ANz rp T B R B AT AR A% R (Child-Pugh B 24811 C %) BRAIASE: . R LE Child-
Pugh V-7 (1 45 = JFF 00 PR e RE S8 rh VP ik A 1 22 A
IR R 3 (Child-Pugh A 20 A&, &N EE S5 HIA NS
MEARAE, JFHRERZERERE. (S0 LEKRAGED.

Bt B %
YRR

THEA IR RT, N ZEH RE M L P AT I R
pli

ik

CEURIATRIASRLAE FAS o U A2 8 RE T 10 O MEAE AR A & 0 8] DL R 28 1B AR Wi 7
Ja 1A H ARG PR 2. A7 A8 BE 0 B L PEASE AR i BT TA) o 2R H ey 88 PR 8 2 i o 156 P
PR 27 T 15 ) L 3 b ZRURSAIMIE P ol g e 21325 o G RAE P2 3 T Al P AS o 3l P

b ST PR 2, N BB 5 R BB Al R RER iR ) LIS G - AL IRTT a2 e A 1
I T i AN 2E

Btk

B VEAE IR A i8] DL R S5 AT JA 3 N AR EE .

This copy of the document was generated on 29 Apr 2025 Page 5 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

i 3¢ B
AR AT Z RN R, AR K EER R 1 HIUAE A5 T AR A I IR B ey v A LA
AT NS AR AT ) T
[RR&M]
PAF B IR SO R PRAE I 2518 2 WU DR ).
o M
o JEY
o IM4NHIKD
o 5 B
o LRKE I
o AL
o SIILE
o AKJIHIENIE
o JIRVAMRLROAE
Ifn PRI 4 26
PR Al R 50 1) SE e 2% A4 R ANAH ], BT AE — T2 40 PO I R Ak 3 P U 4 B A R 5
R AR B EAE S 7 — TP RS T S B A RS R AR AT LR, IF BT
REJFAS S s B S B IO R 3R R AR
2 0 b 2R
I TR R Sk 7 AE MCL &3 ) 2 Bl RS (PCYC-1104-CA) A1 3 1]
RIS (MCL-3001) H {7+ A 25 & Y 2% 2 1 1«
MCL EE B RKAERA RN (220%) &2&M875. il ko, E= . Fin
PR Bl FIRPIGE G RZOORI B
B WL 3 R 4 BRI (25%) & PR R AN RE LN AE | R
M fii 9 N3 1
A R R RSB R E
P sz A B R 16T B 250 1l MCL S, 761 (3%) B AR NfFE . 3

This copy of the document was generated on 29 Apr 2025 Page 6 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

15 25 HE LIS B S LA HE I e i 28 R /MR I RE 6% 1) R 3 TRIAS B X

AL PCYC-1104-CA

DA B8 S e T 7RI PR IR 36 PCYC-1104-CA 71 B R IR R I, ZRIRgIN
111 FIBEAE 2D 852 —FPiEI7 I MCL 3, 8 HE2 0t 8 )8 560mg J697, HA0if
ST RPEEIT ) 8.3 M H o

BH R A BB (Z20% ) /=2 ML/NMRIRAIE  JETS A MR 4 i g/ E 300
W Z . EBNIPIANR . SMEUKI . BIRIRIE RS Bl T PR (F AL R
. XA AR B (AR 1A 2D,

BH LI 3 el 4 FAEMBFA R (=5%) Y% . M. Bw.
N 1) 4 N S

5 FH B AT 8 JE VR YT W R AR BOEME AT ™ B B i A . 9% I A LI K SF I 2 1E
H EBRIER 1.5-3 i

KHPAEE JEEEH 560 mg FL257097 MCL k36 (N=111) HEER> 10%HA R
NI 1

& 1: 210% MCL BFERAEREMEFAZSRRN (N=111)

RGRBETR AR KB FIBRA (%) | 3ZBULE (%)

B RS 75 51 5
il 31 0
fEE Al 25 0
i8] 24 5
X i 23 0
REGE) PN 17 1
HUAR 11 0

BRARIRBTR b P R 34 0
PR G 14 3
R 14 8
BAIREES 14 5
TP 13 !

This copy of the document was generated on 29 Apr 2025 Page 7 of 49

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388

Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

EHHERREHWAL | K= 41 5
FFRRL 51K 35 3
R 18 1
=] 14 3
BERRR B FHRRER | H 30 0
B 25 3
T 11 0
EMA BB LEE | BRI 37 1
AL
LAY 2R 14 0
RATI 11 0
WP RS B R ARRIRR | WA X 27 5+
1% 19 0
L] 11 0
RBRIE FRRIIR BT 21 2
WK 12 4
HRME RGBT ST 14 0
IR 13 0

T AR RN E
& 2: MCL B3 KRBT HIRE MR LR ERERE (N=111)

BHEESHE (N=111D

B (%)

3ZE ALK (%)

T/ iR 57 17
r R 0 47 29
12T 8 R I 9

* BT I P R AN R RBE
B R AEIRTT WA 4 G/ AR E (6%) AT R B b E (13%) o

Wt 10 H1EE (9%) FUNARRRNFZ (N=11D. S8UF LR WA B R
FERERE NI (1.8%). 14%01) 83 KAE S BRI & BRI A BB .

KA 208, bk A B T 0 400,000/meL (1) MCL 5 H B F A H
i, W BEARALME. (H2&, Hh—f R fEsmit RIE T KA.

This copy of the document was generated on 29 Apr 2025

Page 8 of 49

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

40% 1) BF LR TP R IE T, B4E 13% 00 R = T 10 mg/dL. 15%1) B 5
TR PRIR IMREAS R S o

A% MCL-3001

T A S RSS2 S e T E I S 156 MCL-3001 A7 A 5 S (I B B A 00, 123R 56
INNBEAE B /D32 5 —FHAIT I MCL 8235, sPAnA r Rt i 14.4 N H .

R 3: BZPEHE)R 560 mg IBITH MCL ZREAMERARKMN - KR ERE
MCL3001(N=139)

A4 EE (n=139) | Temsirolimus (N=139)
FE%H | 384K | FrE%A | 3844
RAB/EDR RN (%) (%) (%) (%)
TG A7 G5 I T S 19 2 12 1
JRR LA fil 46 14 10 19 12
MR8 B ShIE R 12 0 5 0
O IR S BB ZE 4 4 2 1
Y EY RS il-2 4 8 1
S ILPAB B AN 4 g 4 | WL R 2R 19 0 3 0
AV

* AR RN ARTE

M AP (CLL) /MBI ER (SLL)

TR EHE Mk 7 CLL B¢ SLL & — TR A, kit (PCYC-1102-
CA) A=TRREHL. XF G AR (PCYC-1112-CA. PCYC-1115-CA F1 CLL-3001) 4
ME R EEHN (RN EE=1278, H 668 #lEF 2 [ HMEEIRIT). PCYC-
1102-CA % 51 BIBEEZA CLL/SLL B3, PCYC-1112-CA % 391 GIBENLEE 27
i % Je s BV AR FRPUR 251897 B4R CLL 3% SLL %, PCYC-1115-CA 5 269
BIBENLIEZ B B e BOR T R EIT 1245707 10 65 £ BLL L¥ CLL Bt SLL #Jih 4,
CLL-3001 EL4F 578 {9l BEAL42 32 B AT B JE 5 Rk S m) VT MR 2 5 B b s 2 SRR 5 2R
IE SR VT AR Z A BB BEAE B2 1 ¥R y7 1) CLL B SLL 4.

I PCYC-1102-CA. PCYC-1112-CA. PCYC-1115-CA Fil CLL-3001 H 32 {741 85
JBIRYT I CLL B¢ SLL B i KA A RIS (220%) 2 H PRI B g/ D E . /M
WORE. PRI VS BRI, B, B M. S REFIHIM. PCYC-
1102-CA. PCYC-1112-CA. PCYC-1115-CA 1 CLL-3001 H£5 4-10% 174 & Je 1697 &
FHTA R, KRG . WL, FEL BRI ORI i g i

This copy of the document was generated on 29 Apr 2025 Page 9 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

(% 1%)0 KLY 6%I1 3 AN [ RN FEAG 7)==

A% PCYC-1102-CA

WEAE 2 ¥ 9T ) CLL 8% SLL By B Fesz B Je &8 H 420 mg 257697 1 CLL
B SLL % (N=51) o, KAF> 10% (POIaTr RFEEm Dy 15.6 A KA R RN
ANSLEG 5 A A v 8 WA 4 AR S

#4: R% PCYC-1102-CA > 10% CLL B SLL B# % AERIEMBERN R RN (N=51)

RAB/EDR AR RN B 433 3 KB L
(%) (%)
B RGEw Hs 59 4
fiE B 22 2
Bl 20 2
I b ¢ 20 0
MX it 18 2
iR 14 0
HHAR 12 0
BYMB LRI b S R G 47 2
B 22 6
AIRES S 16 6
TG M R 12 10
PR Ik e 12 2
LSRRG HIMAEMR | K= 33 6
. St 2 2
CNERNG 22 0
=z 14 6
FEHY 12 0
BRRA B T HR T i 51 2
Bz 25 0
/=Y 16 0
R 2R 48 IO BB % K 22 0
1 VR 2 g 14 0
IR R ) 12 0
BN BBAMEHHREIR | BRI 25 6
This copy of the document was generated on 29 Apr 2025 Page 10 of 49

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

KT 24 0
JULPAT 2 2 18 2
BRMZ REHFR ke 20 0
LI 18 2
ARBHIE TR BT 16 2
R, B KRR FRME | 4600 s 10 21
M S5HEERER [SUINES 16 8

T1 51 R R A 4 A YR A T
£ 5: % PCYC-1102-CA 1 CLL BY SLL B3 R A K va T 31 18 i~ LK S S 30 S A2 7

(N =51)
BEBAS (N=51)
BB (%) SHE ALK (%)
R4 R 2 69 12
HH R L 9D 53 26
L2158 H > 43 0

* BTG A AR ] B 1 bk At 2 1 T AR ZH[IWCLL]AR#ED A RS .
SR R AEIRTT WA 4 G/ E (8%) AT PRI AR (12%)
RY PCYC-1112-CA

6 K 7 iR 7iA% PCYC-1112-CA FREA #3213V 97 1) CLL 8¢ SLL E3& %
A B JE VR IT JE BN R ORI SRS 35 A0 25 S, AP AT B JE A SRR AR B 10 v o7 2 R 8
B ] 235018 8.6 S H A 5.3 M H S

£ 6: A PCYC-1112-CA FHAE JE1a T > 10% M BE#HE A B M

HHER BB
(N =195) (N =191)
RGH/ENE BT %5 3 ZEL Lk B 5 3ZELL L
AR R (%) (%) (%) (%)
B M R
&S 48 4 18 2
ol 26 2 18 0
1 i i 4 * 17 1 6 1
fEE A 15 0 9 0
This copy of the document was generated on 29 Apr 2025 Page 11 of 49

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

HER L b7y N
(N =195) (N =191)
RGH/EDR BB %5 3LEM L B %) IZBU L
RN (%) (%) (%) (%)

I - 14 0 6 1
L BB I R B B S B

9 H 24 2 15 21
BYRRGLRIIR

B 5 R 16 1 11 21

RGP i 9 > 15 12% 13 101

e 11 1 6 0

PRE& G 10 4 S 1
Bz BRA B2 N KB

R+ 24 3 13 0

A R 14 0 1 0

e 12 0 1 0
B B BRI 5 4 AL R B

R YINARES 28 2 18 1

KT 17 1 7 0

AlyEzE 13 0 8 0
IR RS S AR

A 19 0 23 1

I I X 12 2 10 1
BIMEGREHIR

TR 14 1 6 0

K 11 0 5 0
BHRE . PEETARIFRAE

L 11 0 3 0
HR28 B R

REAHEA] 10 0 3 0

This copy of the document was generated on 29 Apr 2025 Page 12 of 49

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R E AT, GIRRGMEA ADR ARG RS &7 51 .
* £~ ADR ARif.
T AE ST S RT3 B s F A, BUEAKR P LS R ST 1 R G IR
PR/ U
£ 7: WK PCYC-1112-CA H R AERIIGTT i H B MK 2 LR R B 75

FhiEE L7 N
(N =195) (N =191)
BT R 5| 3HE 4% R %] 3L ALK
(%) (%) (%) (%)
HH R L 9D 51 23 57 26
NIIRANY R 7 52 5 45 10
LT 2 /b 36 0 21 0

B R AIRYT AR 4 Ui /NR IS E (AR JE4H 2% vs BLVE R FRPTAE 3%) Al PRI 4
DRE (AR & e A B R Pt YN 8%)
R PCYC-1115-CA
Tk 8 1K 9 ik TR PCYC-1115-CA TRAE R IGT A B M (Fhifr 2
FRRFEEA RN 17.4 N H Do KT RREITI AL e FZ FraR i 1A 7.1 A .

X 8: Y PCYC-1115-CA ¥, FAERBIGITEH=10%K BEHRERIA B R

FHE e ETREIT
(N =135) (N =132)
RASESR FiE 45 3HEME BB %) 3HELE
N RRPL (%) (%) (%) (%)
B M RG5m
G5 42 4 17 0
Tl 22 1 39 1
AR 16 1 16 0
1 ffs 6 5 14 1 4 1
M i 13 0 20 1
fa 13 3 11 1
HUEAR 11 0 2 0
L P B B AN 4 4 AL SR
This copy of the document was generated on 29 Apr 2025 Page 13 of 49

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

HER KT REIF
(N =135) (N =132)

RGBREIR B 45 3HZELL L BB %5 3ZEL L

RN (%) (%) (%) (%)
(e SN ES 36 4 20 0
CRtL] 16 1 7 1
JUL P 11 0 5 0
IR 58 B 0

TR 17 0 5 0
JIEIE N 13 0 6 0
R 13 0 8 0
U5 R A ek 11 0 2 0
B
B RN B2 T SRR

BB 21 4 12 2
ik 19 0 7 0
RYAR G RBTR
I 5 R 17 2 17 2
S RSk e 15 2 3 1
I i g * 14 8 7 4
JR I G 10 1 8 1
WEIR RS BRI R

2% WK 22 0 15 0
TP % ] 3fe 10 1 10 0
& BB K 45 AR AL R B

W= 30 1 38 5
ERNIE 19 1 9 0
R 17 0 14 2
L 59 BB R

[0 14 4 1 0
BIE R G

This copy of the document was generated on 29 Apr 2025

Page 14 of 49

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60388 Version: 8.0 Status: Effective

Effective Date: 29 Apr 2025 (EST)

HER KTREIF
(N =135) (N =132)
RGBREIR BB %5 3LEM L B %) IZBU L
RN (%) (%) (%) (%)
DR 12 1 10 2
K 11 0 12 1
BRWE
PR I 10 0 12 0
MR ZREER— ADR RiE FRAEZHIEM, WLEZ ADR RE FiH—K.

AT R, BARGANE A ADR ARIEILIEIR P HES

*E$E L~ ADR RiF.
£9: A% PCYC-1115-CA ¥ CLL/SLL & RAEMEIT IR ME F LR ERER T
AR FETREI
(N=135) (N=132)
RGHETR 34K 3HZH AR
AR KRB TR %5 (%) (%) BB %A (%) (%)
HH R A i ek 2> 55 28 67 31
QRN 47 7 58 14
iRARE S0y 36 0 39 2
BERAIRTT IR 4 /MR ARE (A B JE 4 1% vs 2K T TR IT4H 3%) Al b kL4 iy /e (7

M JEH 1% vs KT REITH

R CLL-3001

12%)>

10 34 756 CLL-3001 H R4 32525 697 19 CLL B SLL & #2240 & Je Bk
A FRIE TEE] YT AR 22 E B i 2 R A ORI B E] TR 2 E b 5 AR RN, AT

B e Mz RN ZH B A A B BR T (8] 43 o 14.7 S A AT 12.8 N H .
2 10: K% CLL-3001 A& BIBITH>10% BEDETHBA 2% BERE AR KM

P EB+BR ZRF+BR
(N =287) (N =287)

REBENL B 53 3ZHU L B 53 3ZELL L

R BL (%) (%) (%) (%)
MBI E RGN
SR e el b e hs 66 61 60 561
LN D il 34 16 26 16
BERRAN B2 T B0

This copy of the document was generated on 29 Apr 2025

Page 15 of 49

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

FAEB+BR ZRH+BR
(N =287) (N =287)
RGREHRK BB %3 3ZELE A &5 3ZELE
AR B (%) (%) (%) (%)

BB 32 4 25 1

i 20 <1 8 <1
B M RS 5W

s 36 2 23 1

iE 12 1 8 <1
IR = g ¥ e A

(NS 29 2 20 0

WL ZE 12 <1 5 0
A SRR B 48 P B P R
B

o 25 4 22 2
M 5 BB

H afi* 19 2t 9 1

IR * 11 5 5 2
RYAR BRI

AE R 13 2 10 3

S Ik SR G 10 3 6 2
R AE FRREH

e PR IR IfILAE 10 2 6 0

BR: ZEIAZLHE]VT IR 28 By

A RIRIT A, SR RGNS ADR RIEZIBIR [EFHES

*FE LS ADR Rif.

KT AR AT 0 I/ T 0.5%FIME <1 /oo

TOALFE A B R LSS R N AE T 2 ) R i EE A, RN R FZE 1 5045 R BB T R o ek A 2 A
22 A B JE A RIR BL ] VT AR 2 8 By B 22 R 7 B A 2R A B ] YT RN R 2 -

PUaT BB E A 7% 2% KA T AFE G EE, Hrb 3 208 4 2055 8 R A&

I 3% 1%,

HEKEEREHIMIE (WM)

This copy of the document was generated on 29 Apr 2025 Page 16 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

N ICHTIRERE SR T — T B IR PR 5L (PCYC-1118E) H 63 I REAE £ WM &
A —TEEHL I IR ERAF 78 (PCYC-1127-CA) i 75 BIRIHE B EEAE L 7R WM B3 1
B e F&EIE . BT PCYC-1127-CA A —MNESMU LR T4, B8 31 HIRE A
F & R 2 8 B 07 SR TT R BEAE 4200 WM 83 .

WM 58 (PCYC-1118E 1 PCYC-1127-CA) H& i RAEMAR KM (=20%) N
B CanEMD . 875 EEUIRER . K5 ORI T LA B D o

BoH WL 3/4 AR IR (=5%) AR PERLAN MO D iE « YL ERT 2% . SR 5
2N RANY /S8 R

£ WM 58 (PCYC-1118E F1 PCYC-1127-CA) 1, #5204 B Je 1697 11 38 4%
PIAS RS IEIETT o 1% 5 RIS B R 7

BFF 1118 FIBFF 1127 257674

AR AL R 12 R N R NIRI SR S B 5 SR T G R JE A AT 1118Cf
AL FE 0y 117 D AIHES 1127 H2giayr i Chog @y 33 ) hEEk
I L

This copy of the document was generated on 29 Apr 2025 Page 17 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

2 11: B3 1118 MWL 1127 BAZGHBIT AP =10%H WM B3 &4 K JE B FA B R

(N=94)
RGREFTR ARRMN FEES () |3 HBUE %)
B % RS 5 i3 38 2
My 21 0
I s i I 2 15 0
{50 12 1
B R 12 0
J IR B Bz R RS i« 28 1
J 21 1
105 5 9k B2 5 2R H I * 28 0
o I % 14 4
4 B PR IR B 2 233 Bl B i 18 2
R 12 2
AL B I 5 4 2 R 0 LR & S+ 21 0
U2 19 0
TG F AR Y e T 19 0
J I ek 18 3
B 5 g8 16 0
TR il 9% 13 5
BRANE RGBT LR 14 0
kL 13 0
A N NS 1% ik 13 0
B R R G FNEA ADR T IE ARG F I R A 502 P B
* 52 A ADR R,
£ 12: HEFL 1118 MRS 1127 BZGIRT A WM BE RERET R MR ¥ LR ERER T
(N=94)
BEEHHE (N=94)
B &A% 3/4 % (%)
IR ek 2 38 11
Hh s 20 P /> 43 16
JilIRANE g = P 21 6
B R AEIRYT IR 4 i /NSO E  (4%) AR PR R B E (T%) .
B 1127

TR 13 4k 1 HHAT 1127 R NE SR E A TE WM 35 B8k T A B S+ 22
PU (AL FRIN R) Dy 25.8 4> H ) A e 1 22 RF+A0 2 8 B ht (h Az Fe i e 0y 15.5 4
) RAERA RN

This copy of the document was generated on 29 Apr 2025 Page 18 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

13: BFR 1127 B WM BEH, =0 10%K BHEMEF BFAE BEREFZEBhimTd
FIRERENBARZED 2%H8 B RN

FAE R ZE R AR 2 T
(N=75) (N=75)
RGRESR B 25 3B B &R 3HEU L
AR RMN %) %) (%) (%)
ek B B R
ik 37 1 5 0
Je 24 1 11 0
SR BB RS S H R R
B B UL P i+ 35 4 21 3
KA 24 3 11 1
WL ZE 17 0 12 1
I 5k EERRR
H I 32 3 17 41
e UL s 20 13 5 4
BB RSG5
155 28 0 15 1
Els 21 0 12 0
HUAR 16 0 1 0
S 13 1 11 1
BR RBYRRER
TR fifs 9 * 19 13 5 3
SR I Gk 17 3 3 0
PRE®IE G 13 0 0 0
TRER 12 3 7 0
Dl 12 0 7 1
PR 3 S 11 0 7 0
2B YRR K 45 TR AL & PP R B
A JE 7K 17 0 12 1
Y NSNS
R Wk 17 0 11 0
ML KB R G IR
R A P ek /D R 16 12 11 4
ODREREER
J55 Bl 15 12 3 1
HRME ARG/
ko 11 0 7 0
Bk
JHR 11 0 4 0
R REFRLER
R If 11 0 1 1

EHARGMEA ADR E A TEAL IR AE R B PP e .

*ELFEZ A~ ADR ARif o
TR RN HE.

BT e Bk A 2 B PR pTIR T I B Th A 1900 21 3 ek 4 Gt N . FE
B 2R G A 25 ByTia )T BE AT 16905 2 3 8L 4 JUaitiS N

HAMBEBERSR RN

This copy of the document was generated on 29 Apr 2025

Page 19 of 49
Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

DR 2RI

TEBBHLAT R 50 (n=1605; 805 4532 41 & JR IR y7 38 1 AL iR 7 ReEE i [R] 14.8
AN, 800 Bl HRALEE A 5.6 DNHD AR E JE AU REZH S5 AT AT 20 1) = 1k
R OERE CEIEAMLE, SIEOERE, S8, SAIMITEOEEE) 1RA
R 1.0% M10.5%, KA 3 HEbL EHEAR) 26 B0y 0.2% A1 0%. BbAh,
AT 8 JE IR T LRI R ZEL AR AT Ao G 0 5 A 5 A R A2 560h 9% A1 1.4%, 3 el b
FHIRIRAEZER 41% 1 0.4%.
JiEE]

FEBEALGT B8 (n=1605; 805 1445 52 tH A1 & Je 16 I7 A& I h AL iy FR 82 /] 0y 14.8
A, 800 xR g4 5.6 N HD AT B BT 4 B AR BN G TS B R AR
N 39%, TATHEZN 18%. AT & JeiGyT 4l 3 WIRVE K AEZ N 3%, T R4 2
1%. A0 & Je 697 8 50 I AAE A o IS 1 2 8 OORAE R AL IS TR 3 A 21 R
(VEH: 0-708) 146 K (JuRl: 0-492) , 3 ZIEIENIHHE 117 K (Jull: 3-414) F1
194 X Guf: 11-325) . fERGIREMESE S, A ERT 45X A 550 H 85%
1 89% I E R, 15% FH 11%M B FH i At & d. A5 e b A3zl
50 HZEAT A 2 I RS MR AE B i () AR ALt (] 33l 2 7 R (FEL: 1-655) A 4 K
(GH: 1-367) , 3RZEENR 7 K GuH: 1-78) M 19K (JEH: 1-56) . A% 1%
(1523 RIS 2 -t B B 1R TT, X HEZH N 0%.
WA Y

TEBEALNT B UEE (n=1605; 805 1445252 T/ AT B JE 16 7 & I R ALy I FR 22 i) 14.8
A~H, 800 FIXI R4 BN 5.6 NHD H, A JRIRIT A 11%010) 2 H AT AT 403
PIRLPIBRI AR 1 BB (1 R 10%, 2 906 2%, Jo=>3 Jesifh) , XHEAH 6% (1 4%
H 6%, 2 M3 %<1%) . PATEJEIRIT AL B 50 IR AL 2 1 UOR AR HR A T8] 43 )
91 X (JulE: 0-617) 1100 X (Ju[: 2-477) . fEREMEEG K BE T, FAiEE
BITHEX A S 5A 60% A1 71%1) EFH R, 40% F1 29%0H) B35 75 AT i VA i
A A B B IRIT A2 S0 IR SR M L, MR AE 22 i 0 A S B 18] 3l A
37 K (Gull: 1-457) F126 K (JGHE: 1-721 K) .

FEh E B E PR IR R 2K

£ 160 BIREAEZVE ) CLL B¢ SLL & L adE 36 4] 17p $RJCH) CLL &3) it
77 — B B e 5HZ ERBHRENL. 2o, TR I B 5 (PCI-
32765CLL3002). 1% 2:1 # ELBIBEAL ) fic e 52 0 A & JE BOR) % & B gg, Horpr, i

This copy of the document was generated on 29 Apr 2025 Page 20 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

NAH) B 82%.

TR 14 115 Frid A B s N ATSEEG 5= 5594 [ 1 9T PCI-32765CLL3002 ' 128
1 [ BB ) 22 A PR, A B SR AR 2 B i TR S FH 2 K43 1 12.6 1 4.6 A

Ho
£ 14: R PCI-32765CLL3002 H A E B 18IT 4>10% H 2D H TR A 5%+ B 2R E
W A B
FAE B 2 AP
(N =86) (N =42)
FrEEA | 3KEBA%K |FFEEA | 3EE4%k
(%) (%) (%) (%)
E) R
J5s 25 (29.1) | 2 (23) |3 (7.1 0
I ol i 8 14 (16.3) | 1 (1.2) |1 (24 0
R B AR G BTR
TGS I ¢ * 22 (25.6) |17 (19.8) |7 (16.7) 4 (95)
ERGRSEVRE/S 20 (233) | 6 (7.00 |4 (9.5 1 (2.4
Rz Bk B B2 T SRR PR
B> 20 (233) | 1 (1.2) |4 (95 0
B ES NSO N S
A 19 (221 | 1 (12> |2 (48) 0
ML Bk B2 R G0
IIRANY R AT 15 (17.4) | 5 (5.8) |1 (2.4) 0
SEH)IE eSS 12 (14.0) |12 (14.00 0 0
& B PR RS AL R B
= 13 (15.1) 0 3 (7.1 0
ETINAR =g YT AN I
RGNS i 13 (15.1) 0 0 0
HRME
N i A G 10 (11.6) | 8 (9.3) 0 0
A LR ot Ut T v 9 (105) |2 (23) |1 (24 0
L J K B R
% % 9 (10.5) 0 0 0

IR ZIRE LR — ADR RiE T RAEZHIFME, WAL ADR RIE T HH—R.

This copy of the document was generated on 29 Apr 2025
Confidential - FOIA Exemptions Apply in U.S.

Page 21 of 49




Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R RAY, HRRGMEZA ADR ARiE# BAR R PHEF
*FEZ N ADR Ri&.

+ 15: A% PCI-32765CLL3002 1+ E 2 E EIRIT R F* MR LR =R E R T

HAER (N=86) FZEBPL (N=42)
B &5 3HE 4% a5 3HE 4K
(%) (%) (%) (%)
Hr R 4T 92> 62.8 37.2 54.8 33.3
R4 R 2 65.1 15.1 45.2 9.5
102105 H el 46.5 1.2 26.2 0

*  FEFsRIG = E(E (Y IWCLL FrdE)

EWE&%

FEG A B JE Bt e 25 ITRIR A 1 R A R ROBL o 28 T3 AN RS BRI T B AR
AR NBEECR R A, DRI TEV: vy S0 T H AR B e AN RN 5 25 2 B M LR G R

IR E . RS I

CMEE: VPO O (RIS AARIE, QESURMA R . L

5y

JHIR R Gepcim . Hagey, G462 ER/SEerEE . L

WP R G AR (OFRE T R ) (AR 2 AR

RUFNE TR MRERR LR AAE (L EEFESD

RIERGI: E AL YRS MK SRR

B RAN R T L2295 . Stevens-Johnson ZEA1FE (SIS). i F . AR s (RFEZ A
AR BRI (B2 ADARIE) . RRIIE &

WY SRR FEOE

M RG PR B INE A CRIERFETEE R ST )« R 8 I i
PERAE SRR CRFEFET 45 R AP
[#£R]

A AR I L X AT B B BRI R AR (R R RO e R R B [ R

This copy of the document was generated on 29 Apr 2025 Page 22 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

[FEFE]
H ifL

8 A A B JR VBT 0 R W R AE B A . 3% B R AR > 3 i i A
CA P H [ E R AR T ] B I JRAA S D). RIS 1124 filH:%
P E BIRIT I EE T 03%RETIENEH MF:. E2PAAERIRITIHEE T 4%k
AT AN E GO R LS, R AR A

R 787 T A LSRR

THA1 5 6 0T B S 3 02 52 0 /AR STt v R8 AR HE I JRURG: 7 00 26 25 1
MARAE o £ — TR LR D RERIE T, L5 S AFAT B e of J1 J5L 5 3 ) IfL /Nl SR 4R 1 410
HIFE B0 B 8 5 it BT L/ NR 2454 G P 2 3 IR HE L PR AU o % 34 FH e e
1L 2549 5 R AR DR L L KU, 5 T B LIRS ) . AR S0 B e S IR A, N5 e
ML BT ML /ANGIA T (8 U AR 2 o Y87 U6 i oL M U AR AR RTRE AR o SN 36 G A5 FH b 78 7] Clan
M ANYEAE R E Hl5T)D.

MRHEF AR MRS, MAERTAARGEEEFAEEED 37K (S0 LEKR
R D,

23’

AT B SR IR TT I G R A SO AR SO e CRUFRIRREAE . 4HBT . R T A
BRI o I RIS 1124 13552 5H0 B B IR 3 h 24% K A>3 UG (B ILEA
RBLD o X T Bl oG RSN 1 858, RE EEARIE AR Va7 HEAT Tk » H32 BT
B BIAIT I R AR AT Y 2 SV 1 B (PMIL) R Bt 2 (PIP). 31X 455
BIFTRE AN PER o WU DAl S (R R ST B Gt 5L 0 UG M IKIR T
JEREEEA:

PR A TIAIT I R R AR TR IE . Z RN 4 FRGE AR AT &, X e F T g
FENBIEN . A ARG N KA, P eSOt ARG
I WIS PPAS T DHREARAS o T6 7 J 1R] S W I £ 38 (AR RRER i b R, 5 28
W Th R 2 0 A4k
ik iy

MR SEIG =AM, HeZ AT JE B ZIRYT I B4 R R R A IR T ]

This copy of the document was generated on 29 Apr 2025 Page 23 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

(1) 3 2%ak 4 iAo/, AFE R AE (23%). MM AE (8%) HFIET
I (3%).

A M — R4 I 4 T
(5 58 14 A e

B Sz AP A B JRIRTT 10 R RS T IR M o AR R T AT B 1) M A
T AR AEAR o AN SRR AR, BAEAS SR YT BEATE 2 (W 1) BV TR 16 9T . A AAEAR
FREAAAE, BB MIRIT RS AR, HEATIE M= R
DRRE RO J 305

TEGHT & B I PR S0 A b 717 J5 W% rp B 38 AR T SR A ™ 5 (100 A 2 O B
JIAE . A REE ORI RORE (Y B R A AT CRAERRBIEME O ILE FHAD X AT
REEE . R TIRE. S5, S MEPE M OHR T AL )58, JLIRTER Ak
OO RS R 2 CRLAR R I R A BE A O A e s B R . TR A AT R
S0 C 995 SR AN Co Ty B HEAT I 224 I PR PP o YR 7 30 1) S 4 M 0 B R o R T e R 1
HIUEARBAE R, H AT ARG R B o o TAAAE O I ) i3, % ) kAT
BBV (Blin: ECG. A GQENED . MFEATIETT BER AR, % i 7 &
AR B AT R

HH IR 3 o 0 T ) AR A R/ TR 1 R0 8 N A A it I AE W] R EE T A6 YR T T
BEAT 4 THI R PR AR 2/ XU 1 A o

JEAT o B H. 75 PR 9T 1) R N R AP AT B JE AN A CLL V89T . R0
AT JE IR YT W 1R] H B B D A6 38 70 20 DPAy JFG L A 5 110 XIS o 6F T PPy Ay v U L
ANE B G B Je 2 AP AR T I RS, R RRAE RS DU R 45 T Bt iR T .
S )iabi S

A B JE 1R 9T 1 B e T AR AR B IR TR . AT PR AR B T Rt
(>400,000/mcL) 7] BEMG IO . 2% R& B 50 A B JE o B DG I A . LI R R
LG T A0 48 H KR/ B 20 25 BRORTE A (R SCRAIRT
L&

I PRI e 32 B AT B JE VR T IR 1124 B8 E h 12% 5 R A S L%, 5% B K
A 3 ek DL Bk, AR AR 5.9 AN GER: 0.03-24 NHD. KA

N
=
=]

This copy of the document was generated on 29 Apr 2025 Page 24 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

HRTT BB IR, FEAEAS S a0 R R 0 G Ao FH B8 8 e R 245
Gk R IR

I RIS TP 32 B AT B TR VR YT IR 1124 ) 555 rh 10% 05 AR Hoph v g, fudddE
BRI (4% d5H WL 2k R TR o 2 A RR O 300 B D (6%) . HRAE BN HE 3 4
RS (PCYC-1112-CA. PCYC-1115-CA. CLL-3001 F1 MCL-3001) fIL A5 H
AF 265 200 B W 8 A B e VR I R AE RN 6%, TEXTIRALII R AE RN 3%. Wil &
TS AR B SR B P
R R LR B

AR S R IRTT R A D B MR IS R G IR o RIPEAl BEZR KU (s g £t
i) HRHOE S B TR . 25 ) I I 28 I 7 DUE M VR YT
LR A

FEARAT B JE F i R B0 AL T Je s vl iy 7 SIS R B 1, AR EEFA:
FEA R WG RS, SRS # FBOE R B (0.2%). FEIX S RS
TGSV B 5% SR E A HERRAE AL o DRI AT AN A A S JE X 2B I 98 i I
IR o RLAE TR UG AT B e VR IT AT 2 S BU I 2690 85 (HB V) PR AS - i SR B 4 16 HBV
SRR S B 2 A, W SCEHTE BT R IGIT U AR T E IR A . R B
(K] 2B 9 L7 S A 28 2R SR B, T SEAE VR YT TF R T & IR B 5K, H AR 21 =
STARE R I B E R, P R RER .
Xt 2558 K BRAE DU EE 1 IR

IO B R I BB IR IR = L kB Z Ty, PRAG B I S B e B R RE
JII 7% R R 3R

HETILEAR G ERLL.
[ 20 REAH AL HZ]
YEGRA R AG-iG ) LB

PRI A R R W], A B SRR — B, PR LiE R E . H
AR AT A5 B3 J TE 2 0 v P A B0 S Iy 75 A2 75 17 78 2K HH AR S R 7= R 2454
IS FESHPERE A rp, AR KRR G T 28 B T U 2 0 A 5 JE 40 25, M5
FEIEPIIEAFE (BEH 420-560mg) [ 2-20 {5, 51 T A5 45 F L 1E A (IR HA-

This copy of the document was generated on 29 Apr 2025 Page 25 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

AR (20 (D, @SS ERA AR LR & ERITE 1M AN
B G AR o SR S 0 A I e AR ot R TR R A A TR R, R 4 R R A R R L
PRgfEfaE (0 THERAZE]Y PRERAFHZD.

IR SRR ARG . FRIA 25 e BOHARAS [ 25 2 1 s AU o 1o ANIiS A P G
H = AR R R O SR XA T
M 2,

H A0 1 To 15 S S A B e S AR = 2 T B NFLAr b, 2 T e nd BEFLR TR
JLEE SRR BOE B .

AR 2 258wl il B 70t ob, ELBH & JE AR 7L 2 LRI Be 51 R ™ AN RS,
Pt LA 5 JE Va7 393 R] R 452 1 I 3
[LEAZA]

WA B S A B B AE ) LB R TR ) 2 A R T K
[ZEH%]

A JE IR RBIE FE LGN 1200 B8, Hodr 64%IK 8 >65 & . 2 i & Je
TIT I E B TR R A>3 GUBYAEIT R (=65 B 135 N 12%:; <65 5 [HE#H N 7%).
(YRR ]

CYP3A #Jii5]

AT 85 JE 2 Bl 41 i (. P450 3A4 (CYP3A4) MMt

A 5 JE 5 5 T AL CYP3A HHI IR & 45 2 T RR I NPT B B I LRI (S
W ORRZGELD o B A7 25 JE W BE T e P BRI I 24 40 AR S PR IR LR o

Evb R ARSLERMEAT T AL CYP3A I FI & R, ERCHERAEEHE (=
W LTHEHZED.

G B AL AR 58k CYP3A 5. G R & B A A sl 7). (lan 7 K
FUATHUEGSRIT ), Al LAt & e ieyr (W UHZEH=ED.

DA 5 SR TR 7 U ) T G H5 N ] 280 el S 4 R TS, TR A S ) 35 A9 A Rk i 4L
CYP3A il

FE CYP3A IR

18 191 i B 52 33 RN AR AP A % JE 5 3 CYP3A $ik 700 FE e f A 5 J 11

This copy of the document was generated on 29 Apr 2025 Page 26 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

FET I, Comax M1 AUCoase 205 TF 1 29 F1 24 1%, £ B 4B VE 0 B8 PRI L
TG AI AR AR AR ST s, SORSLREMEE I 2505, AT B B I Cmax 1 AUC 4371138
6.7 5 5.7 £% . FEIRIKBEFL, & A8 95 R/ /sh R CYP3A #3577 1 37 ] 8 2
HI A B JE s KM Z 2 B (AUC) 52 76 BRG] CYP3A HIHI 7 B #H <2 . 66 4
R (n=47) BERZ (n=19) CYP3A 7 5 M i R 22 4 MR SR Sk
HIA SRS 0 B Je SRS R RTA D B & 2T, A B R IR E T 2
W U] B R . SO S A0 B Je 5 I A JLAB s 3 CYP3A il 57) (dn
W e B AR . AR FHEIRE . WEIE . R R FIE R il g,
ZRIEMEEHAN cobicistat) [RIIN 2, JFN % EEHL A CYP3A #fiI/E FIELSS I o i3k
g KT KU A 25U B 3 AL CYP3A #HI55), 200 DRVEF & IR R 2 % .

FHFIFGHE CYP3A A

X B 2T R ) B, & IR CYP3A 7 41 2 R A 25 SR A Conax 1
AUC 73 384 3.4 540 3.0 % o an 2R [R 4 A &% CYP3A #0771 CngeiFEmE . 2053
A B FTHIE. AR, M. MR, PSS RS
Je ERIMK . R A PRI ), R IR CFVE R & 1 B W07 B R 7 &

P JB 5 5530 CYP3A 11751 B FH BN 10 75 1 B 791 £ o S92 D7) s 00 A6 58 ) i e
WL AR AN B Y R A A AT TR
CYP3A 55

B B Je 53R CYP3A 530k & 45 24 PT RE IR B AT B JE IR E 1L 90% . 8 15 5t
B CYP3A HFAIEH (S0 [RIKRAED. HEHMH CYP3A 75 FE B2

SRR CYP3A i SR * 4% RO PEF. FIAET. RZo, AT b,

TIXEORBIHEIR S, ARG AT AYIIE KT PR A - 55N AN 2 & HE
SRS EHE L
b BRI 1 RO e 2 RIS HPIR S AN R T A BUR 22531 o

A REER 67 B JE B AR ML SRR I 25 )

NI RE FRAIRAE B i A R AEAH AR T AT RERE AP AT 5 JE 45 2T s 220 6 /N
ARAE BT TR B K P-gp 8L BCRP JIRAIZRZGY) (CAnHh =y = B 2 ) o A & Je IR
A SRR BCRP, N4 BCRP /ARSNGB e &, AnFm &7 A4 T
[(ZYdE]

This copy of the document was generated on 29 Apr 2025 Page 27 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

H ATAE A 2 Je 25 B A B 7 T i T AR 206 . 1 ] RS2 8 1680 mg
ARG B JG BI04 ARG CAST A ALT) . XHIRFA 78 i HEAE 7 2 A
JERBEBATH VIR, 25738 I SCREIR T

[R5 ]
YERIBLHI

A& Je NN T BTK (Bruton 2 BR IR 515, (W [Z4BEHEHE] HRI%
HAERD

RE

ER R B 40 itk B8 B v, (A & JE 2.5mg/kg/ R LL EFIE P44k E 70kg LA
I, =175mgl R 4524 24 /NP, AN E I AZ AR BTK 35147 55 1 15 % AE 90% LA
F. (B0 [Z5E&EHE] HROZGEERD .
23715

1E B JUARSAE R 3 b, A B JEAE 840 mg CleifibuEsiI &Ry 1.5 f%) IR
N, FREEEBEAIEI TN 5% 560 mg FIEM MCL &35 stilfffds AUC #1H
(AP 7 2 50%) N 865 (69%) ng-h/mL, 5 420 mg 71 & CLL/SLL £3# 4 708 (71%)
ng-h/mL, 3% 420 mg FE 1) WM B E A 707 (72%) ng-h/mL. A5 CYP3A #lil5]&
Iy, A E 8 420 mg 8L 560 mg & H—IRGZ7E 1 AR RIREWE, EMRLH 1-
1.6,
MW

1 e 32 1 2 IO AP A1 B e B 20 AR A FH B 9 2.9% (90% CI: 2.1, 3.9). f7Aii
B Je Mg 25 BB AL Tinax A& 1-2 /N
BN

HRAZER R IR AT B R AHEL, 5 mllEm v R (800 i HL 2 1,000 R 1,
50% 1 B AR B RENTD FIIRJG AT B R 1Y) Coax 39111 2-4 £, AUC 380124 2 £

TRANTF TR WA B R A2 P BEER 1 (P-gp) BREFLIMETN 25511 (BCRP) )i
.
il

AT & JEAEAR SN 5 N ISR R A ] 18 4556 97.3%, #£ 50-1,000 ng/mL i N %
AR FEIR (Vo) N 683 L, FRERMAMEM (Vas/F) 2174 10,000L.

This copy of the document was generated on 29 Apr 2025 Page 28 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

HE

TR T E#kiERRE Ny 62 Lh, #ERET N 76 Lhe SmEmEidARiH—8, =
FECIRAS T FHHEEIRAS T AR A B3 43 Jall /& 2000 A1 1000 L/he {44 JE 24 53]
N 4-6 /N
AR

AR AT B JETH BRI T 24 . AT 8 JE T 2l 4 i (38 P4S0(CYP)3A AR
2 FARE =Y, — /N iEid CYP2D6 AR . TE U4 PCL-45227 & —Fp — A —
BERAEY), X BTK IRHMHNEEL A0 & JE 10 1/15. S 2 ) PCI-45227
5 R 25 LU AB G 2 1-2.8,
it

B e CRZ DRI EEEIE MR, B2 Sk D RO b
WA EEE, 1E 168 /N A HEE 90%HIBUEE, o 80% & FefH A, ANF] 10%
ZPRACERR . FHE I EOR B0 B e 240 5 A TEAR G HEE S 1 1%, PRI A R
B E e, HARrHE R .

RPER N
ERIER

SEWS A B AT B JR I 25403 J1 2205 B IR R = SRR
Vi3

XL KA S PCI-32765CLL3002 1 20 )& & sixEvatt CLL 8¢ SLL H E 323 1
ZiRBh 1T TP . SHAMATRRILL, T ERRE R B e I R EE S B
T ANBFITEFE 2 N
CEyiiea

BREMPEEM RYE Cockeroft-Gault 2 24k B WLETE 4 % [CLer] >25 mL/min)
SR JE B e A S . B R T E SRR (CLer<<25 mL/min) 3 BUERE
ATIE T B M .

FFi &2

SRR ZIXFE AL, BEMF15521X% (Child-PughA 40 MHAE 8 AUC
ThEs 2.7 7%, HEFFZR % (Child-Pugh B 2%) T1&5 8.2 f%, TEEFHZ R
(Child-Pugh C %) Ft&1 9.8 fr. SHFIIREIER 2 F ML, B2 r A

This copy of the document was generated on 29 Apr 2025 Page 29 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60388 Version: 8.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

B)E Cmax B4HN 5.2 £, G2 E 1IN 8.8 £, 1 5 B -4 32 1 & 1 m 7 i
(W LAEHE] PRIRAEFHZD.
Y EAER
CYP3A4 #I# 7% 74 JE 1957247

Z IR T B M R CYP3A D & 45 25 22 AR AT B B 1) Conax 9111 29 £5,
AUC 900 24 % . ZR% TARSLEEME (53 CYP3A 7)) &34 25 (G trAm & e i)
FaAS Coax 300 6.7 fi5, AUC 39001 5.7 fif o HEECIRAS PRI R RVAVD M (3221 CYP3A
TR wIAERAR S B AUC 380 3 5% 10 5.

ZIRG TUAFZR (B CYP3A MIHIFD GIHLASEFAAE RIS Crna N 3.4
%, AUC B 3 fi%.
CYP3A4 -F7X 747 JE 95727

SR (3% CYP3A #5351 & S B el Cmax TR 13 f5LLE, AUC
TR 10 50 b B R EOR, KIEF O (PR CYP3A S5 A4 & B i) AUC
{6 P 3 5.
A7 B JEXT CYP JEHIHT 50

PRANIT TER DR I Im PRI, (A& JEAN PCI-45227 ASKATRESIH] CYP1A2.
2B6. 2C8. 2C9. 2C19. 2D6 5 3A iEME. KHIGRFIER, 470 & e Al PCI-45227
AKATREF S CYPIA2. CYP2B6 B CYP3A it
AT B JEXT F205 25 FTRC Y 51

PRI TR, R I PR B IS A7 A1 5 JE PT REAII ) BCRP A1 P-gp #eiz. Gt E e
5697 EW A Dk P-gp B BCRP JiRY) (it . HEIERS) &M, wResigie
IR o

[ PRk ]
4 ot 2R
HH PCYC-1104-CA
=TT 2, RARK (PCYC-1104-CA) HiFAN T A& B iaIT 111 4
WA 3520 220 — PR YT 10 MCL &R B35 (2 AT R B AR 2 68 ¥ (JE
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[l: 40-84 %), 7T71%Z 51k, R2%REIMEN. FRLR, 89%H HH HL ECOG ek
AU 0 80 1. BRSSP Ao R 42 AN, BRI P O 3 GER: 1-5
PARIT), Hh 1% B EH AR TR, RN, 39%K 8 200 — M
=5 cm, 49%I1 KA REIRIE, S4%I1 EE R IRE R A 4542 .
BHGH KO R 560 mg AR, BLEIRR IR BRI R A HUR T
FRERR TAEL (IWG) AEEAF &M ERE (NHL) ARyt vEAl iR 22 X A 72 A it 35 2
LS T E PG AR RS (ORR). AR % JE Ji5 I S il W3 16
% 16: RL PCYC-1104-CA HFHFFLE MR MCL B MR ER (ORR) MEEREEN

& (DOR)
B (N=111)
SRR (%) 65.8
95% BE(FXE (%) (56.2, 74.5)
TEEM (%) 17.1
o2 (%) 48.6
S G AR SIS 1) H 480 (95% EAE X TH)) 17.5 (15.8, KiLF)

ML AR G2 (IRC) X BUEHRBET 7L 1 b v FIffRE. IRC B A4 R BoR
ORR 4 69%.

HHAE ZE SR AR IR 1.9 AN H o
% MCL-3001

—DIRENL. T A s 2 ORI MCL-3001 Ak T B A0 8 Je i R 2220
s 7 — PRI I MCL SBE 2 AT, NAT 280 BIZikE . ZikE# 1:1 1
LB L IR 40, B2 A & 8 U 560 mg B H — kA 2, L 21 K, BRTESE 1
JAMASE 1. 8. 15 K232 Temsirolimus 175 mg B k4525, 2 584 21 KM 1. 8.
15 KB 75 mg ks 2. PHZALETT — BERFSE S 5 it 8 sUh IR T i 52 1R 251
FALAERS N 68 ¥ (T : 34-88), Firb 74% N Tk, 87%ANFIMZEN. HiZWEKIHAL
WA 43 AN H, BEAVRIT RO 2 Ik (GER: 1-9 70, A3 51%BEE 452 1 =57
BT, 18%REAE 2 M B e KIA T, S%BE AR i SR IV E iy, 24%REAE 323
TG . FLR, 53%MZRE HIE XM (=5cm), 21%M15Zi# itk MIPI
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SHERE G, TETRIER, 60%H) 523 E BAA WL INER, 54%0152 3 E B & fEiR i
MRIEEAT I E B TAEH AWG) FEE AT &k (NHL) Fr#EH IRC VPA5 ot B4k
3 (PFS). WFFL MCL3001 ()97 245 R L3R 17, PFS 1 Kaplan-Meier H14: WL 1.

F17: BEREMERHE MCL Z3EHHRITRER GRK MCL3001)

2 9= HBHEE R Temsirolimus
N =139 N =141
Tt A A7
R HEREAE A (95% CD 146 (104, NE) | 62(42,7.9)
CHD HR = 0.43 [95% CI:0.32, 0.58]
SRR (%) 71.9 40.4
pfa p<<0.0001
*IRC i

A E IR T ISz ik EZ , AE /N8 Temsirolimus & 48 T E A i R & L)
RS IR AL (27% vs. 52%), H ARG # JE# Temsirolimus AR EAL FE NZE1E (HR
0.27, p<0.0001).
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B 1: % MCL-3001 Gt RAEFF Kaplan-Meier B128 (ITT AEE)

100
80
X
il
=
X
= 60
[
34
IR N
IIII] 40 — @cfFHEERE
e -
-
20 A - -
T -MA- A
""" :
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
=g )=!
AT MG Z i
PHESBRE 139 114 101 83 77 45 34 8 5 0 0
Temsirolimus 141 93 69 45 33 19 11 3 1 0 0

—Oo—{RH eI EE - -&-- Temsirolimus

B MM (CLL) /B4R EE (SLL)

— I FR AR A DU T BE AL . 0 HEREGIE SE T A0 & Je ¥ 97 CLL/SLL &35 1224
MERIT 2K

R PCYC-1102-CA

£ 51 1436 CLL/SLL & hatdr 7 — WOtk 2 dvoilse . B b A asie
68 % (Jull: 37-82 %) fHizWr /i AL R4 80 M H, BEAEIRIT IR AL EC 4 Ik (38
il 1-12 0. FEZLNF, 39.2%1) 83 Rai 70 W09 IV ], 45.1%4 20— e =5 cm,
35.3%MHIBEAFAE 17p JetofhBlk, 31.4%(F1E 11q Bk,

BH—RER 420 mg AT E 8, E R R BUR AN 2 B . 0L H AR 5
SRS IRE B TAEZ4 CLL A7#EVFf ORR Al DOR.ORR A 64.7%(95%CI: 50.1%:;
77.6%), BINERTGeft. TBE LD 5E 2. DOR HIVEHI 3.9-24. 2440 . Rk F|
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H1{i DOR.

AL PCYC-1112-CA

FEZ G CLL B¢ SLL S htds 1 — TG & Je 5 BUE AR B H IR BE L 2 ol
TR I 56 . B (no=391) %M 1:1 MELBIBENL > EP4L, Horh—H4 T
BlREBHFER 420 mg, HRBIHERBURIIAT Z 8 57— HE T RIEAR R,
WIGaFIE N 300mg, 252 1 2 Ja &AM &N 2000 mg, HL2524 71k, B4 4 42
—iR, LR 4 k. 5T BIBENL NG EE SRR ST 1 B AR e S A8 SR R AT
Bty . BEMNPAER N 67 5 (JEH: 30-88 %), Hr 68%2 51k, 90%72 =il
RN T EH NEELEE R MEL (ECOG) HASIRAITEA N 0 3 1. RN
Y77 373 4] CLL B30 18 49 SLL 3% . BRiZWi G R ALE 2 91 N H, BEAEVRITIY
FALECN 2 I GERL: 1-13 0. FEZRI, 58%MMEE A E A —MRE>5 em. 32%[1 &
FH 17p Bk,

I PCYC-1112-CA FII7 A5 R 18, ML AZ fi2r (IRC) s IWCLL
HEVEAE ) PFS AT OS [¥) Kaplan-Meier £k 51 WL 2 FipE 3.

* 18: R PCYC-1112-CA KT 4R

R4 L Rr Y/ N:E/ |
AR N=195 N =196
otk AR
HOHE (%) 35 (17.9) 111 (56.6)
s ik e 26 93
T A 9 18
i gL (95% EEXIED , H Rk F 8.1 (7.2, 83)
KU B (95%F A5 X i) 0.22 (0.15, 0.32)
AL
T ANEL (%) 16 (8.2) 33 (16.8)
KU B (95%F A5 X i) 0.43 (0.24, 0.79)
PRUND R 42.6% 4.1%

* YLERIEEIF AL OS
W IRC Pli. FTf BELIE R G2 ML B E IR e 52 .
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B 2: % PCYC-1112-CA F st BAERFH (TT A#) B Kaplan-Meier 28

100 -
90 -
80
70+
60 -
50 *4
40 - iy
30-
20 1 I

/
101 p<0.0001 ; BUEA B

REERKRE

PFS (%)

T T

AT RS ERE A K 15 A

0 3 6
FHBERE 195 18
BSE AR 196 1o

=]
-
N

3 116
1

-l

vl
-~

0
0

A 3: R4 PCYC-1112-CA B4R (TT A#E) I Kaplan-Meier BiZR

100 ﬂLﬂUJ

. M L PERRERE
1 (] I#
80- RGN BBy, o 0 . b i o kA 2 g
70 -
%: 60 -
9 50 -
40 -
30
20 -
109 p<0.05
RTREENAZ g 3 6 9 12 15 18 &
Woivgll I I L D B B
BEAREH
65 ™ A BE T B &5 BT

W PCYC-1112-CA FAZHF TRy 65 N A I, RIEHF A& TPAE, WELs|
AT B Je 2H R B BB T B B XU B 85%. #R#E TIWCLL Frife, #FFC& VAL
thAS2 PES 7840 5 Je 2L AN By AR B dl 43 N 44.1 > H[95% C1(38.47, 56.18) ]
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1 8.1 MNH[95%CI (7.79, 8.25) ]; HR=0.15[95%CI (0.11, 0.20) ]. HHHi&JE
TIT AL 5T VEAG 1K) ORR A 87.7%, BUEABAHIULA 22.4%. AT,
BAIBEA L/ i 28 BLVE AR B HTIRIT 4L 196 B33 A 133 6] (67.9%) XX E
Bz A 8 ) RTT o R4 IWCLL i, BHAT & JE ZHA 788 PP 1 AL PRS2 (M
BENLAL 2 5 22 i PR Ia YT e PES FHAF R ED ¥ 65.4 A~ H[95% CI(51.61,4
AT, BYEARRHIA N 38.5 N H [95% CI(19.98, 47.24)]; HR=0.54 [95% CI
(0.41,0.71)]. A& RA KA OS N 67.7 1 H [95% CL(61.0, AF{ETH)].
R PCYC-1112-CA 1 17p $5:H CLL/SLL

RIS PCYC-1112-CA N4 T 127 B4 17p B CLL/SLL . HE& K+
FLAEdd R 67 % (JalH: 30-84 %), Hrh 62%2 551, 88%EmMEN. rf &
H L ECOG AEIRASTES A 0 5 1. 1 IRC ¥Ff4 PFS A1 ORR. 17p BRI
CLL/SLL F& Y7 4 R WK 19,

# 19: WL PCYC-1112-CA H 17p BRI CLL/ISLL BE 734 R

ik =gl BRIERBHA
KR N=63 N = 64
Tot R
HAHE (%) 16 (25.4) 38 (59.4)
P 1k Ji 12 31
plame: Tt 4 7
i g (95% BEXAD RIEH 5.8 (5.3, 7.9)
H
KL (95% BAS X)) 0.25 (0.14, 0.45)
SR fif 2 2 47.6% 4.7%

* W IRC VAl I BE VAR 2R W B E ISR TR

63 ™A FEVT

fEBBEVIAA 63 AN H I, WFFEHIRYE IWCLL e VPG 47T del 17p B4
(K952 PFS . A& B4 40.6 N H[95% CI (25.4, 44.6) JAIBEEAR A4 6.2
MH95% CT (4.6, 8.1) 1. WEILH PEAL ST del 17p B3 W SR 2250 7 iR
A8 JE 41 88.9% M1 BIE A B4 18.8%.

R PCYC-1115-CA
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TEFHS>65 % 1 CLL 8 SLL ¥J¥6 &3 Hh AT 7 — BNl 2l Rk
WHoe, WEEMEBESRTIRES. &F (0=269) #% 1:1 KILHIREHLEEZ A0
B (FH 420 mg, B MRS ZEEM) B8O TREST (GRIBHIEN
0.5 mg/kg, TE% 28 RKFEAMARIZE 1 F1 15 RE4525, 2097 12 N, mIiRE S
BN N TR 32 A2 B R 71 B 22 0.8 mg/kg)

N BEWHAIFER R 73 5 Gl 65-90 5), 63%NF M, 91%A~AHA.
1% 35 HE Lk ECOG MRBRIRAESTF N 0 3k 1, 9% EEE A 2. IRIAA T
249 5] CLL 351 20 5] SLL 3. BRIy, 20%H 8 # A 11q #hk. TG CLL
TR IR DL R 4E . AT YRR BERE IS (38%); RINATL MUAN/B /M s>
R BEATUESC IR IR SR (37%) BHATTESAT R BT (30%). 9%
Z (27%) FEF (25%),

iz BE VR IA] 28.1 AN, WLEER] 32 BIFET - FH 1 (A B R AK T FRETT
BIT AT 509 11 B1(8.1%) 1 21 51(15.8%)) . 41%MH) H MK T FRE T 41 5|
A JRRITH, 1ITT ABE (BHAIT ARD ek EE TR ARG % &
X ] HR0.44 (95% CI (0.21, 0.92)), TilhHAmE einyr AR T IRE T4 2 4F
HEAEZR 5N 94.7% (95% CI(89.1, 97.4)) F184.3% (95%CI(76.7, 89.6)). iRk
¥ PCYC-1115-CA (745 R W3R 20, IRC RHE IWCLL AR#EITALH PFS 1)
Kaplan-Meier HiZk LI 4.

% 20: R PCYC-1115-CA FIITRE R

& e H KTREITH
AR N =136 N=133

Tk A
HOHE (%) 15 (11.0) 64 (48.1)

P 1 12 57

FETHAF 3 7

FAZEL (95% BEASIXIED, Rk 18.9 (14.1, 22.0)
H

AR (95% BAEX[E)D 0.161 (0.091, 0.283)
BEZREZE * (CR+PR) 82.4% 35.3%

pfH <0.0001
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*H IRC PPfli. (A E R 5 HIRARE (3.7%) MK TIREITALFI 2 Bils2 il
(1.5%) IL3] 1 58450 -

B 4: % PCYC-1115-CA FE#HBAEFH (ITT A#) 1 Kaplan-Meier #iZg

100 =yt

PFS (%)

LT REEERE AL
FRERRE
ETBRATT

90+
80
70+
60
504
404
30
20
10+

0

™

p<0.0001

m

M P R

mm

0

136
133

3

133
121

55 A~ H BE VT HA

£ 55 N H IS BEVTIN A, A B JE AL RIE 2 47 PFS.,

R4 CLL-3001

TEREHEZ0G CLL/SLL &35 kAT 1B A0 B JR BE & 2R IA S ] VT AR 2 Bt
(BR) 5 B FHIEE BR (— TN, 200 XUER 3 BT . 8 (n=578)f%
1:1 (LGB NI 2 A & e (4K 420 mg) B 225 BR Bea4h 2y, HE
B e, BUHIIATTHZ MR, FTA B EHZ BR &% 6 MW (B4
HH28 K)o ZRKIAFHETTLA 70 mg / m? I EFRIKHITE 30 70804525, 25 1 /NE I
FEF 23R, B 2-6 MMM 1 RMEE 2 K. P2 EBHAES A
1KLL 375 mg/m? (RIS Z), 165 2 DNEIE 6 AN 1KLL 500 mg / m?

ML 2 .

6

130
95

9

126
85

12

122
74

15
98

18
66

(A)

B PR 64 5 (T 31-86 %), 66% A, 91%NEN. T
BE L ECOG IRREIRSTES N 0 B 1. B i2Wrz Hk i R A7 a2 5.9
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S, WRITET AR B 200 1-119Kk). fERLL, SenIEE EAH
— M JR> 5 cm, 26%EE A 11q Bk,

R CLL-3001 97 %4 5 W38 21, PFS () Kaplan-Meier #h £k 4% 5 Fins.
% 21: R CLL-3001 T4 3

A% E+BR 4 ZRGA+BR 4
KR N=289 N=289
Tot R ¢
HIHE (%) 56 (19.4) 183 (63.3)
HHALEL (95% CDD Kk F| 13.3 (11.3, 13.9)
HR (95% CD) 0.20 (0.15, 0.28)
SRR 82.7% 67.8%

* 1 IRC PEAL A1 £ JE+ BR A1 1 24 B1%4K% (8.3%) A4 /&liil+ BR 411 6 11321
T (21%) I8E T AR
BR=FIAE AT H5HMZH H1451: CI=E[FEXIA; HR=XL.
Bl 5: % CLL-3001 F Bt RAERFH (ITT A#) K Kaplan-Meier #i£%

100
80 -
S
iy 60 - ‘
o . oo o
i A SOOMRMEERE +BR
H%
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
4 F RS AL
A
FHERKE + BR
280 264 247 200 127 52 5 0 0 0
LRIF + BR 289 259 234 117 59 17 3 0 0 0

Smm%RRE +BR X REF +BR
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YEK I FRBFF 5T PCI-32765CLL3002

FEREAEZ A CLL BG SLL & kAT | — WL & e 5% & Bt e
Mle 2t TR, TR L. B (N=160) 3% 2:1 K LLBIREHL /3 Aoz 52 7
fig)e (420mg, BH 1Kk, BHEHWIERDSHIATZ 08 s8R %8 8
(RUGFIEA 375 mg/m?, 4525 1 G HIEA% N 500 mg/m?, &2 A 1k, 4
23k, ZJatE4 B 1IR, 5254 K0, FlERhTAH 26/54 6 (48.1%) & H
I 5 28 XA TR B JeiRyT . AR N 66 & (GEH: 21-87 %),
S 71%, PEEE S 85%. BT EH MEL ECOG HASIRAE T4 0 5
o WRIGEIF AT 151§ CLL 5 A 9 4] SLL B . FRiZWE iR ALI (R R
41 N H, BRAEWRIT IR AL 2 (T 1-14 0. FRZRF, 43.8%1 B H 20
1 AEJYEE>5 cmo 22.5% M) (36 491, Herbrp [E &35 26 1D A 17p $hik.

W EARYE IWCLL Ardexs Tt A (PFS) #EAT T VPAl, 45 HoRoE
T Bt B RS FRAIS T2 82%. R RHT 722 X687, (HEEAM (0S) il
B A B R A AR a3 (RS EL[HR] = 0.38) . % 7T I Rt & WLk
22,

£ 22: PCI32765CLL3002 H 57 3 B

BRER FIZEHH
# R N =106 N =54
T REGE
HHH (%) 34 (32.1) 42 (77.8)

R (95% BAE[XA]) 0.178 (0.109, 0.291)

RAFH
FETSHL (%) 21 (19.8) 20 (37.0)
HR (95% &5 XI[a) 0.381 (0.204, 0.713)

PR SRR 62.3% 7.4%

MR RZR (RS 40 68.9% 7.4%
82 HE FER o D
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PFS 5B RFTA WA CEFEFE. M. FREn Rai 70, ISk
BRI ZG. 17p $Ak. 2R ECOG 14 BRAEIRIT RN 11q $k) B3 5
NBE T — BSR40 B J IR 7 4HAR L TR 28 Bhi 4 PFS K.
HEREIREHMAE (WMD)

PR TGRS0 A — TR AT L B G TE S T R A B BRI WML B 1 e Ak
7o

BFST 1118 FIBF L 1127 BZIRITAH

W5 PCYC-1118E-CA (EPFFFL 1118) 2 —TUFmttE. 2 O R,
£ 63 BIBEAE 2 WM B Pl 1 A 5 JE 1 22 A AT 280 N I P Ao
RN 63 5 (Ju: 44-86 %), HH 76% 2 B, 95%EmMEN. FTEEH
[F2EZE ECOG A RRIRE VPN 0 8L 1. HiZWr B N A EA 74 N H, BE
IR IIRALECN 2 I (GER: 1-11 ). LR, PAzifniE 1gM {E8 3.5 g/dL

(Jul: 0.7-8.4 g/dL).

ZRERH RO JE 420 mg, B2 500 HE R ol BN TR 52 35 4% .
FHAMSIVPAE R 74 (IRC) {# /] WM E PR TAEHARHEEAE 22 . IRC 1AL
Lefl (& SN AR BUEAR 2R 25 R K 23,

R 23: BFF 1118 1 IRC A WM BE MR AR R R AR R SLET [H]

Bt (N=63)
2B (CR+VGPR+PR) (%) 61.9
95% Cl (%) (48.8, 73.9)
TR (CR) 0
e UF IS 7> 2% (VGPR) - (%) 11.1
g (PR (%) 50.8
W AR, A (JEED NE (2.8+, 18.8+)

Cl =BfZX[a; NE=TIEIEHM
R gty 1.2 M H Gull: 0.7-13.4 41N HD.
90 1127 PR 24536 7 40 A6 31 151 R A 12 52 & )22 8 st 5 98 77 R H T WM

B, YR TR B BRI T . TAER Y 67 ¥ (JEHl: 47-90 %) . 81%
HR R ECOG ABRIRATEST v 0 5L 1, 19%F i ECOG 1RRERES TR A
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2. BEAEWRITHIROIECH 4 (GERE: 1-7 FadT) « BEFR 1127 F2576TT ) 2@
ZHN 71% (CR 2 0%, VGPR & 29%, PR & 42%) . W5 ArBE Ui a] N 34
N (GalE: 8.6+F 37.7 M), AL B A7 R ER AR ]

61 MAREYS (R&aHT)

1EBAKBETT 61 S HB, B9 PCYC-1127-CA H IRC VAL 10 B 25 V5T 4H 22 A
FN 77% (CR 0%, VGPR 29%, PR 48%). TA7 i+ 4L 18] M 33 AN (Fa .
2.4-60.2+M™H ).

BFoE 1127

VAT WM B R IF R TR 1127 (—TiEE R EERE [ i fE 28
HHVEON A B JE B RS R 2 B BT BEAL . XS 2 RGR HR T
) o HE (n=150) % 1.1 MHLBIBENESZ P B e (R 420 mg) B2 & 57
SR E BG4y, ERRREREH AT . 51 & 4 R
HEPT 375 mg/m? BEF — I, ELL 4 2 17 25 20 %G T AT RER
ZH Y, BRI, EEE 4. BTG R AR R IRC VPN TCIE R AR AF
H (PFS) , H AT A4 RIahr LG AR %

BE PR N 69 % (U : 36-89 %) , 66% N T, 79% NEINER .
91%f1 i # I Lk ECOG TRREIRESIE N 0 8k 1, 7% E3 1 ECOG R REIRSLF
N 2. 5% RYNEEE, SB%IEAIR BE . EAIREE Y, BRI AR
N2 (JuR: 1-6 FiGIT) o LR IYE IgM FA{EN 3.2 g/dL (JEF: 0.6-8.3
gldL) , 77%MH) 4 1E4E MYD88 L265P 5878, 13%[¢) & oI sRAS, 9% H
G TCIEVHAL AR

WFFT 1127 7 IRC AR T 24E SR L3R 24, PFS K Kaplan-Meier 2k L& 6.

% 24: WFF 1127 h WM BE T s R

RRF+FZER
BB e+ ZH BT 8
AR N=75 N=75
Toit R AR
FHHE (B 14 (19) 42 (56)
20.3 (13.7,
A (95% C1) , H NE 27.6)
HR (95% CI) 0.20 (0.11, 0.38)
pfE" <0. 0001
LZfRZ% (CR+VGPR+PR) ° 72% 32%
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95% CI (0.62, 0.82) (0.21, 0.43)
FEARGM (CR) 3% 1%
AR U B e (VGPR) 23% 4%
arazfE (PR 47% 27%

WAL AR FFEE T, A GERED NE (1.9+, 36.4+) |[21.2 (4.6, 25.8)

CI = BfFIXIE; HR = M[LL; NE = JEikEvPir; R = A2 i
p {ER EHZE WM IPSS (MK, o, ) MEERZGIERT TR EE (0, =1 702 KX 8k
%

" BRI p {H<<0. 0001,

s BE V5 ] 26.5 S H .

B 6: BFFT 1127 F WM BETLHBAERS OTT A B Kaplan-Meier HiZR

1|"|FJ_
) M
|
74
) F KRB
)1 i

THRERR, %

! “zel;%mw‘ru&%iﬁ

T T
0 3 B 9 12 15 1@ ™o 7?4 27 30 33 ¥ 3¢

o (B)
ﬁm%m*ﬁ USHITEE
AR+FZBBy 75 73 69 67 66 60 60 54 40 24 14 8 2 0
LR+ FREM 75 65 55 43 44 40 M 27 16 T 4 1 0 0

— IR B, B0 BRI Z 1 i 659010 o A2 B+ %
HEHTAL 39%M S IR MAL 8 I RREE G (8 SORTE RS ML BCR A A KR 7
SCFRRITIEGL Y, BUELRIGIN=2 g/dL B 2R 8 D .

63 MABETT (B&4HT)

BV 63 N H, PCYC-1127-CA 2 r HTit IRC VPAl Y7 Rsh S L 3%
25. FIVE B (0.31[95%CI (0.14, 0.69) 1) ML B (0.22[95%CI (0.11,
0.43) 1 K PFS K& L5 ITT AFER) PFS KU b —F .

#25: WFH PCYC-1127CA BT R &R (BE&SH

e &+ FIZE B TR + FZEBH
- N=75 N=75
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TR
HHHE (D 22 (29) 50 (67)
% (95% CI) , H KiLE 20.3 (13.0, 27.6)
HR (95% CI) 0.25 (0.15, 0.42)
p 1 <0.0001
TTnT
Rz % (95% C1) , H RikH| 18.1 (11.1, 33.1)
HR (95% CI) 0.1 (0.05, 0.21)
BB EEE (%)
CR 1.3 1.3
VGPR 29.3 4.0
PR 45.3 25.3
MR 16.0 13.3
SRR ¢ (CR. VGPR. PR. MR) (%) 69 (92.0) 33 (44.0)
SRR A R, H GERED KiEF| (2.7, 58.9 +) 27.6 (1.9, 55.9+)
2R (CR, VGPR, PR)** (%) 57 (76.0) 23 (30.7)
SRR RESET R, A GERED FIKF| (1. 9+, 58.9+) KikE| (4.6, 49.7+)
MAEAREHREE " (%) 77.3 42.7

Cl = BfEX[H; CR = EAZEM: HR = KKLL: MR = fJUNEME: PR =

IHITIS ] VGPR = 47 7 22 iR
BF ¢ WATE] v LB VIR = 49.7 AN
IRC 147

S8R TTaT = BTFIK

U RS HR 2B BT 4 4E PES A THECA 70. 6%[95%CT (58. 1, 80.0) 1, ZRF+F]2ZE il

25. 3%[95%CI (15.3, 36.6) 1.
SRR DL p {E <0. 0001,

R NURR B = 67 KA R I R s | s B =
GEARZRy ) T6%FI 22%.

WA BB BRI 9N 16%5 41%, BEELIREET

U SONMR TR =2 g/dL, AERLEEZ D, SEMRILL<IT g/dL, WHEHE>1L

g/dL Hi§3=0.5 g/dL,

RS L %

BB e 25097 5, BTk A RO s (B, B =
50%, ZEXiHEE T 5000/mel), HAEAT ORI AE I4E N, X R L TR A
BIRHZIRITIIRZ L (66%) CLL/SLL B# . 7EFH4i 8 e 67T HIEE 4> MCL #
# (35%) SR I BW S SR kAN B 2 e A B
M2 EAE 2 —, ETRHARIG AR RIS, AR ABIR e . (8 5 Am
JEIRTTIX PRI SERL PRI, Ik T4 2 E 8 R A TR IR 1 M AW,
MCL B #FIEHLE 8 Ji (PAfE) WIKE, CLL/SLL B#F@EHFE 14 & (PAE:
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JuHl: 0.1-104 D WIKE.

TEHA B R VAT I WM FE 38 o o IRk L 40 1 22 0

A B JE kG AR S m] VT HR 2 5 BRPTIR TN, SR AN b 2 e BN
L CEP AT B JE A R0E B R VTR Z 8 SRBTIRYT 2H0 7% vs. IR & KIB 55 H]
TR ZE RHIRTT AN 6%).
St QT/QTe [F) HAAI Lok v AE H 22 f) £ FH

LIRS TR R 3 i KHER T (1680mg) A HIL A A IR E
X ) QT [ E .
[z ]
ZEAEH

A 8 B BTK IEVENL s 1 2 BRI B Y AN B, AT Hih| BTK i
k. BTK & B ZHiudii 24k (BCR) AN4HiH 732 4@ 1115 54> T BTK
T B AR 2 A4S S0 B AMRIEHE. AR AT TR @R . AR IR
W SE SRR, A eI 1% E B M A Py B B AT 4735 LA R AR SR 2
AR B IR B

BT B B AT I 5 5 5 1 ML /MR B, (R L (3 A AR AR IR it 2 N o
B B DhRe A At 38 i MR AT 1IC50 43 1 & 4.6 1 M (2026 ng/mL). 0.8 1 M
(352ng/mL). 31 M (1321ng/mL). A0 JeAReA &l ADP. 64 DUMEER . F
FLH ZM TRAP-6 i T 10 1M /MR T 4
BHEHA

B E

A e Ames 56 CHO 4 s (o A A REG . /N BRUAA 9B BB U R 56
(FIEIk 2000mglkg) 25524 A .

AR

HEVE K SR T ACHCRT 4 J . 20 HCUIA) B 2 R0 45 A, MR KRR TSGR 2 A L
EHYRHE 7K (GDT) , AL OGS T EJE, FIEik 100mg/kg (FH2 T Ak
SR 16malkg) B, SR X R K BRI AR A B RE ST RS

UEHR K BRAE 28 B TR U2 D 45 T4 5 € 10, 40, 80mglkg/ ok, A E e
80mg/kg/ K 512K R I IER T COERIK I, BEAGWRISCRI A IR 5 & Je3 i,
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R K B A ) B & (AUC) RZIHH T MCL &35 560mg/ K& I 14 A4
FFEEM 14 /%, H24F CLL/SLL 5 WM 5 420mg/ K551 & IR Py 2 55 B 1) 20
£ AT 8 40mglkg/ K Je PA_E 57 51 K AR AR IR, %57 B0 KRR
FFRFEE (AUC) KA T MCL &35 560mg/ K 7 & i 14 N 5 55 &1 6 5. U
YRRAE S BT INA D48 T A # e 5. 15, 45mglkg/ K. A Je 15mglkg/ R
KL B S R AT AR S (B Re ) , 45molkg/ K 51 T AR RN PR

Ja BRI, AT EJE 15ma/kg/ RE AR N & FE 2 (AUC) KZHH%4 T MCL
3 560mg/ KT I AA N B FE FE T 2.0 £, AH 24T CLL/ SLL 8¢ WM &35 420mg/
R TR I A P 28 6 1) 2.8 i

ok

TENH1 6 AN H ) TgrasH2 #AEE/NRBUEME RIS, K04 TiRAaE s
2000mg/kg/ K, AR WBUEIE. TERCHIE T HEEFIMENESh 14 N (10 2 B8 5 43 5l 20
N 560mg/ KT B ik & 1) 23 {51 37 %

[58]

30°C A FERAF
[E3]

Ht HDPE ke, 7 JLE % 4.

90 L/ /&

120 R/ /& o
(BRG]

36 ™/

[BUATHRHE]

BE OGS AR AE: 9X20160135 AR 78 H1iE JYHB2001826 it
[#AHESCS ] [EH 2575 HI20181066
(25 EHdTREa Al

% #%: Janssen-Cilag International NV

VEMHRE: Turnhoutseweg 30, B-2340 Beerse, Belgium
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(440 ]

k4 FK: Catalent CTS LLC

AEFE k. 10245 Hickman Mills Drive, Kansas City, MO 64137, USA
(3]

4 F: AndersonBrecon Inc.

3 Hidik: 4545 Assembly Drive, Rockford, IL 61109, USA
[HATTEA]

Bk PO ARSI R A 7

VML BRVE 4 P 2 T e X R SRR L R s DU B 19 5, BRPEE
78 22 T 8 X =B TR 4 S uE B 17F

Bt : 710304

HLIESf5: 400 888 9988

EHSE: (029) 82576616

P4k http://www.xian-janssen.com.cn
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