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1=}
5

o ofo] AHY mHE WEHEA of N LA

o F3 viAY =
Safof k.
3) +H%s

2 Aol Zlzste] o] of A A4 TleH

4) 7+ <

AFe WR ATE IR

[e)
Frobell Al TRl o)t

T T o] °oFo] kA3 ARGl tHEiA = FHE O AA FH.

D 44

7 g e o] of Fol F3} nhAY Fof ¥ oY o4 B ETHA ANPHL
A ES Asto]of B}

@ 4

7 o HEUE F 94 BAE o o Fof F3 nAY Fol & 671 o4

7. &0t 3k Fo
9F 18A] m]9F Aof SHAfAA o] ofo] QhHA 9
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ool A= FHo] AU olHo| A ZHE ol U= DLBCL $Ako A, ¥+ 65
Al o] EAkel wiwk Skx} 3 kA e fEAL ARk Aolrt #EFHA 3ok

9. A% fAel| 7t Fof
CrCL < 30 mL/min®l ZzpelAl o] ko] b H fFHEA] F2HoZ AFH Hf
f Tt

10. 7ol zpol] etk Fof

AST > 25 x ULN, ALT > 25 x ULN ®E& & 28545 > 1.5 x ULNQl #toj A
o] oFe] bHA Y FEAC] TAHoE AFE ub }la o] F FAES2 MMAE
a0l 71 7hsdol A T

L5 X ULN)& ©] ¢ o & ysfof At}

11. HFEAA ] 25
YA GNA o] oo] HFEG AP gk AANA 7R AW g A >
o2 Eoidt 24 mglkgolth HFEoIE 7 2 %
Qe =RUE Y B

12. 879 F9

D o] 92 gs5HEIII Fo Ao B FAETE AFS3] A 0.9% A2
AFAY, 0.45% A AFAY EE= 5% TEGFAN0] Eolde AT Lo
314 gt

2) o] ofF =A| W 3|4 A B 7HES AFETTE F9A A FA HAAE AL

galoF @}

3) AR FFols HEAZE EUA deor 13§z ALgsjor gtk AEs)
A @2 o= HI|FH

4) 3MHE o Fojols F, HITAA, AdHd A ekl == =2 EH
0.2 == 022 ymel 71& =27]) 2 7HEZE Z2E A8 94 2hde Aok
gt

5 &9 =4

D B FANE G "F FAES 72 mLE of o 140 mg whol el WA
Fgstol o ¢ 20 mgimLel EolQe @3 ol §92 YHPch ol FAAR
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Sq 2 A ARGSiol gk =Ald e A

= 0.9% AgAdFAY, 0.45% AUALFAY e 5% EEFFAY S
St Ha &2 50 mLe AHFAEH HF v&= 0.72-2.7 mg/mLz 34

1z
2

(4
-

83k &5 wel 20 mg/mL ZA 8B HQ3 s AAT
o] oF 82K1.8 == 1.4 mg/kg X A+ AZF(kg)

T = [EZAE g T=00 mg/ml)
Q@ " FAIE ARE3 vlo]dollA =A XS Lagh I wiujo] A
|l 3]t vlo|de ol vANE k=2 H 7S
@ AHFY LM dH3] Ao RegA deth o] wf 254 =t
© AHFdEWol vPA FFE At vHA7F oA #H 7] gk
©® vAA=TA BHAA AT FY S SA ALE)of o). =AE T &9
o] 318 7HEsk kg Aol ol ZEo AAE 7IE FeF AFHAG BF 7]TFo] o]
E 23gE #HrIgo o] k& A AY ARG =EAI7)A] et
£ 5 A" F 899 5§ 7l ko] A5 VIt
T4 &4
79) g9 mA) AgHE
349
By z7!
0.9% A& A A=A 2° C-8° ColA Al 712 Kt B

N

rlr|?

212(9° C~25° O)ollA] ] 4 A3t

0.45% 2] dFAHY 2° C~8° CollAd Hdi 36 A3 &=

A 2(9° C~25° O)llA i 4 AzH
5% XEvFIARoH 2° C~8° ColA HU 60 AT ==

s
o
=)
O
l
\e}
[@2]
C
K3
B
[0
=
(0]
>
N




T ZAE 79 89S eFNE AT, FUHNA I AAFL 2F AdE
9° C~25° CollA 30& =& 2° C~ 8° CollA] 24431 %

C
3 F AT §F9 FAS B 93

E7} Zasit.

7) o] of= & oFEH EFEAY FLI F Hde T FASA Fer
8) o] ¢kt dstEHIL((PVO), = Z EAPE) 2 FHZ2FAPP) 2
SYAPOQ! AFwol =3HH 7buﬂ101%un 2ol WEsAH e BAFHA bl Uy =3

ook HEF EHdo] dsEEnd(PV0O), ZEA(PE), &9 eHPU), | FE
T (PBD), otmadzUEZ Reidd AEAHABS), Z7lEU o EPC), Z e
A HJPEU), BA43 oddl 2 HA(FEP) £+ ZZHEHSFL22EH(PTFE)]
3 ZEjTo] FEdHE HEPES) v ZFAHEPSDSE ez F¢ HE =
= T oloj=oA #FHE vHITIAAFLS UATH

13. g o

D w7iE Hiel

A
ot ol e zll

ANt Moo o
O:
e 2

Fol A
° C~8° CollA H¥Agth

i

»t\:ﬁ

2) Hole ATE A Yol HABHL TS HBDT

3 FEHAY EEA gt

D 2§94 5 FY SAL FTAIVIG ANFAe) 22N S

5) obEe $7 =EL Asststelolith SkEL HI5E B3 WA Wolol
ke 7MY A712e B A7 ok B

6) vhs B FAIE Ao AANEEA 2t

D RE AR
o

il
g

2 FAIE ARZ AEHCIUEE WA L8E A Hd

14. AERIFE A% BE
D oFe) =&
o] °F2 CD79bE HA = FA-UE HAFAZ Bz ZFHs & A
AR =] S&E]Z:E‘r‘:d E, MMAE)E A& o2 ZHd3slo] BAHEZ JAHF
%‘ g4& of7|gt) o] ¢F EA= AT JME BAE Tl QUzks AY9ZEEY
GllgGl) Y =& Ao Ff 23 MMAEE o] ZojZth o] GAdZE 3= B
Az FEAY Ax 28 AEY CD79b°ﬂ 2 X3z} Hdegdoz Ajtsio
CD79b T2 BMEZ AT W B ME(EH Az Ae) 9 ot BAEZAgTE 53
k. ol 95%7F ¥ HvHd A /HIJ HZFoA dd=E CD79bol A3
o] oFe 2l&3HA WASEH L FAE glas ZZEokAo o HuEo] MMAES
ME UZ dG3th. MMAE= A& Asste] Alx 288 JAsta Axx=E
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& MMAE(acMMAE) 874 =%& o] ¢F 0.1-24mg/kg &% W9 AdtelA &
ZFoll Hl#dte] Z71etH Tk AS 1.8 mg/kg o €% Fo 3 acMMAE H# AU ¥
SZ(Cmax)= 803(£233ng/mLH o™ O0AIZFEE FIO7tA] F%-A|ZF 343 WA
(AUCinf)2 1860(+966)day x ng/mLT. F PK EAo| TAHSIH A|357]
acMMAE AUC+ Al157] AUCRT ¢F 30% S 7Faldar, A6F7] AUCS] 90% o]/l
TGl Ah A6FrAA Lt H77]= acMMAER] o3 oF 129(95% CI 8.1~19.5
A)o] At
o] eko] MEEA AHEA vHE MMAES] %2 o] <¢F 0.1~2.4 mgkg &% W9
Ao A &&Fo] n#F e Z718kA T MMAE 84 5+ A8 A< S
& WET A5 1.8 mg/kg &F Fo ¥, Cmaxe 6.82(+4.73) ng/mLH ., Hd
F FETA NS oF 25Y, T w7l E ofF 4otk mIHE MMAES €%
+ acMMAE =Z9] 3% v|9tol . & PK &4 AT o uj3F ¥kE F

o
1©
lo
o2l
=)
N
o
(o
fu
m
£
e
u)
iu)
|t
I
£
o
il
il
4
02‘;5
i,
>~
oo
rlo
g
iu)

ot}

A 2l A MMAE= <IxF 7%
= AA QoA At AT Ax= FostA 28R
H=0.79~0.98°]th. QA 9 Az 2w MMAE= P

HE F=oA P-gpE AASIA Fe

() tHA}

o] °f2 FAtollA olstE& AAH &EA HAHE, oiv|iat, P MMAE 3 7
HE MMAEe d¥d EatiapibEo] AAdETGT AAITAAA 2 AldolA
MMAE+= CYP 3A4/5¢] 7]&olxqt 8 CYP &4 5 F=3tA *Uth. MMAE= <
g AIRE o]E4d CYP3A4/S AAAoj ARt Aoz AdHE s=olA CYP3A4LE
BAFo 2 AAstA gt MMAE+= CYP1A2, CYP2B6, CYP2C8, CYP2C9,
CYP2C19 =+ CYP2D6& SAHA Z&=

4) A A

A 5 4o 7|xsto o] HIA(acMMAE) = F+2 Bl 5o]3 A& AA 4
£ & 09 Liday #te2 AAEH.o] SFHMMAE LA #ADS Foe HE
AA W AN R A =do] tios vidE Y mm el Fo] WA

a
=
i
-y
ofy
[..:1_’
ol
b
f
(i,

SHCHT1%~77%). MMAE
| &=t €4 O €4 =
-gp 7]&olA| Yk ddH o= #
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Edo] AWo g wjdE .

G 538 A

@O 2o}

9 184 m| R Ao} Ao A] o] oFe] okF IS XA dATE FAE v fith

@ ==

Tk 19~89A4] BALe] A PK Ao 7]x3ld, Yol acMMAE 2 v H3 MMAE<]
oFFslto| FEFS XA Ul T 6564(n=394) ©|TF = Tk 654 o] FAHn =
495)9 4 acMMAE ¥ w33 MMAE®] ¢kggtel f& o7t B2 = A gt
@ 2715 Ast A}

At oF5st BAo 7]%3le], ZZ=(CrCL 60~89 mL/min, n=361) £+ Z%5=(CrCL
30~59 mL/min, n=163) Ao} A4 acMMAE 2 "33 MMAE = A 7
o] A4l 3AHCrCL = 90 mL/min, n=356)¢} ®ls=8lt}. 55 A& (CrCL 15~29
mL/min, n=4)7} k&l A= FEFE Hristrlde AErt EFEsith 2] 4l
A3 32 Y/xEs T4 FA BHA o8 F A= ASE ok

@ ZH7gol gk=}
A k5 &

zo

& % AAST > 1.0~25XULN =& ALT >

1.0~2.5 X ULN E&= F 1.0~L5XULN, n = 133] Aol A B 1715
2 = 7379k Bl =< Hzdlon v MMAE AUCE 40% X
o =4 gAuth. 5= AN E DEFR > 1.5~-3XULN, n=1D7} °fs3te] m|XA]
Y& Frkskrlde & sttt 5 ARl g/Es 3 o]y At

Al
N
A
ofj
Hr

]
Aol xzure o] gl= DLBCL &4 87999 th=d, thr] %,
w748, 91oF th= A (POLARIX, GO39942)el A H7E g} 52

=
of et skxp+= vk 18A1-80A, IPI A< 2-5 2 ECOG 358 A4H 0-20|tf. =
2lstd R+ DLBCL (Al EHINOS), &4BAIZ(ABC), ¥iF4 BAMIEZ #AHGCB)),
1% B Al JZFHGBL; NOS, olFfdAteld, AEmdAteld), 18 e 7
o BAZ "HEF obF(Y=ERRI-v} nlo] 2 ~(EBV) ¥4, TAIXZ Aop/z=2A T Jthe
E4TH NS HEF == 157 2% 22T S T

$kA= o] oF3 R-CHP W&o+ T+ R-CHOP ¥& ool 112 F2+¢ vi3
Ho] 657 &<t 219 (HACE TRty 4F T BT YHEAY ©F5oE FU
27718 Tt &A= IPL A2 o 3-5), ARFTH=75cme] 57+ F A&
A Aol ofsf 3= AT

o] of2 Al-65712 A1l 1.8mg/kg &Fo =2 AHY Y FA=HAY. R-CHP =

rr
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R—CHOPQ— A1-6771¢] A1l AFsted FAH & A7-8F7]19 A1l HFAH
< O5 FASAT 4 A 579 §FE thSH o] FAHITH

e o] ¢F3} R-CHP W&+ o] ¢F 1.8 mg/kg, @IEAIT 375 mg/m?* , AAF2FE~

o= 750 mg/m* , F4AFHA 50 mg/m® & v F7]9] Al AW Fo = =

U< 100mg/d-= vl 719 Al-5de BT Fo.

e R-CHOP W&o+ g EAY 375 mg/m’® , AZFZ2EX2AFAvE 750 mg/m* , 54

FH)A 50 mg/m? , WA g2" 1.4 mg/m? & w F719 Alde)] AW Fo @ =

A=Y E 100mg/d e vl 7719 A1-5YL BT Fo.

o] 7 FojT2 o]zl AFFA E AW EAo] AR FASAT A8 FY

e T 65AICHY] T 19M~80MDR AL, FAFS] 53.6%7F W<, 53.8%7F Aol

43.8%+= At FUdS 7ER 1 QA 38.0%+= IPI A7) 2, 62.0%= Pl "7} 3-5

2 88.7%7F W] 371 e 4719 h tiEEe] $2K84.2%)+= DLBCLE 7FAa A

THNOS, ABC ¥ GCB *3h).

211“391 A= Ko | AE AR7E QIlY A e ZEad e mE
Z1hAIZ 7} 7hs JA668%W) T Ae] 33.1%7F &4 BAIZ(ABC) DLBCLo]

oi.ﬂ 52.7%= wls4 BAIZ +AHGCB) DLBCLo] At

AFe 12 Hribse AEA B7F 738 AEo|dT. F

28.270 o)t fFad Ade & 6 2 19 19 2= )

aZ 717

QLA Ly

_,d
oy
0
N
N,
rlo

o

£ 6. Al'E GO39942(POLARIX)S| o] e Xx|mx2 2 o] gl= DLBCL A}l A<
a4 a8

o] ok3} R-CHP &8 | R-CHOP &8
H 4397
4409
a2 FEA HIMHS
Tz1e) A=
AP PSS WOl A (%) 107 (24.3%) 134 (30.5%)
HR (95% CD 0.73 10.57. 0.95
DETFE 0.0177
23 PFS =4 76.7 70.2
[95% CI] [72.65, 80.76] [65.80, 74.61]
+8 WIHAE
ZAA A= (EFSe)”
Al BHAlS QL At (%) 112 (25.5%) | 138 (31.4%)
HR [95% CII 0.75 [0.58. 0.96
DEE* 0.0244
2o 25 A AAZA v+-2F (ORR) ?
912 2(%) (CR. PR) 376 (85.5%) [ 368 (83.8%)
"S- & 2lo] (%) [95% ClI 1.63 [-3.32. 6.57]
| 2bH W-3-8(%) (CR) 7%
H-2- 2} (%) 343 (78.0%) 325 (74.0%)
HhS-& 2lo] (%) [95% ClI 3.92 [-1.89. 9.70]
pZEDF* 0.1557
28 uke (%) (PR) 33 (7.5%) 43 (9.8%)
95% CI Clopper-Pearson [5.22. 10.37] [7.18. 12.97]

INV: Al g AH(Investigator); BICR: 719®l =9 F9 ZHEMBlinded independent

Hr
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central review); CI. 4% TZHConfidence interval); HR: ¢ &¥](Hazard ratio); PFS:

TR8Y A =(Progression free survival); EFSeff: F-AFA & FaX(Event free

survival efficacy): 84 02 213k EFS AL S Wrg3slr] 93te] A5 29 u)
Aol AZRY tao wmE YAY7MA Y Atem HHAT: BEe AR, dAAE
A8 Aol ANAHFA e FdPxF AIINALDY Aoz olojx= AW zl8f/z)9t

o] opd A @Atel s AAHHA At FAEAL Ak, NALT A& o Fo} A glo] Fo

45 F 354 37;:‘01]1 Gdof AW A AE A7 AW /AT 9@ AR

CMH: =3 &-9He -3l A (Cochran-Mantel-Haenszel).

D INV 7}

2) BICR %7}

3 2L, =3

4) CMH 7}olAl5 #HA

*Lugano 2014 ¥kg- 7]=o w}

IPI2 o} 3-5), At F¥Y 5, A w2t F3+4

FF BAA 8 oz PSS AA AAEOS) A= vAdsIdy FAZHORE

o =22 dtt [F3kd 8] 0.94 (95% Cl, 0.65, 1.37); p=0.7524].

o n\m

a9 1. Al'E GO39942(POLARIX) AN A Al @ A7 7tk F-318) A&2] Kaplan Meier
=4
100 Treatment Group
R-CHOF (N=43%)
= = = = Pola+R-CHP (N=440)
Censored
B0
i
& I
£ i
% |
o |
40 .
| S
R-CHOP
20 Median (95% CI) NE
Pola+R-CHP
Median (95% CI)  33.3 (333, NE)
prvalue (log-rank) 0.0177
o HR (5% CI} 0.73(0.57, 0.95)
o [} 12 12 24 30 36 42
Time (months)
R-CHOP 439 389 330 2596 220 78 3 NE
Pola+R-CHP 440 404 353 327 246 78 NE NE
A == B84 DLBCL:

J
o ofst WEkF2E, ARAY WEael FEAE o
At BAE W #x 809o) TA4 ujg AsE




sl =3 g8 Z AlE(GO029365)0 41 HUtE T 520 233 g4
A7 2 E71ME o] AHSCDE FHAZE ofm &t o] o) oA XAl st
S B2 & AL AY ESAH AHE JHA I U= FAoITh o] AP
o|Al HSCT, &5 Al7ZA =%, HIdH &AxAd dzZFFL) ¥ 3bsad 424
< A= A YA

o] k2 A1F719 A2YH A2~6F7]19] A1Yol 1.8 mgkg &Fo =2 AW U Fo
HAoh AR 2" AlF719 A2dF A3Y, A2~65719 AL L A2 90
mg/m2 &FC = wd AW U FAHJT. ZFAHLS Al-67719 Al1del 375
mg/m2 §Fo 2 AW Y FoAHIUT

o] N&Ee dat HriHTE 59 AAHAIIROAA B Fo TE AIA6F
o] A1Y E=+= AT Alg 8¥ F 6~8F) ¢ WH-3(CR) Hl&olAdTh. a4 2
E X 7Y% % 89 19 2-39 [kt
F2+9] g 2S5 EB0%)

Sab= o] of¥ T EAIY, HTHF-

2

9 MEaNT B ARAY, ARy 38
Gl 112 549 WgHol 657 B9 20 BAOE FolwT BAL A

A el g e A& < 12719 wE D 12192 ST,
o] ¥ FolFe Wolzekel ATEA ¥ AW 5ol A AASAT 9 FY
e W GNCET T -BEAS, B 7197} WL, 6697 I Tl
o FAO8%)E 44 BHENOS) P Ad] BAZ F25E AAw ek AA

Zog 79 48%= =4 BAZ(ABC) DLBCLoOlAIL 40%+ ®iE4l BAIEZ A
(GCB) DLBCLo|3lt}t. &AtEo] HSCTE $FEA7E ofd F A A®8U@0%), 74
gl g EFEIF WS26% H ol o4 Af20%) SolUH. o] &W Fe
TS 289:1-DReH 29%@23%H)= ol 2ol s, 25%(207%)= ol 8
ol &, 46%Q78)= Al 7HA ole] ol 2 E WkTh At 80%e B A
< 7HA A A,

£ 7. A% GO293659) old A= 7 Pol Qi DLBCL F219 Wiy SAbolA FaA
20

o ofv WY ~E BEAY | WoRsd AEAY
e aw EERAE
40 9 40 4
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o] SfsF M =El, elSA5 [ WMo ze, g EAg
HEQH HEQH
40 3 40 3
T AN Sk 42014
2o 28 AT 9bd w2 v L (RC
371
) 16(40.0) 7(17.5)
Hh-8-5 2}o](%)[95% CII 22.5[2.6, 40.2]
D ZL(CMH Z}ol Al & A& **%) 0.0261
Fo @S
AA A=
AR S 1ol 3A T(% 26 (65.0) 29 (72.5)
0S =43E05% CD, /ML 12.4 (9.0, 32 4.7 (3.7, 8.3)
0.42[0.24, 0.75]
HR[95% ClI]
0.0014
pHEIL9 AA, =3
2R HEINV H7D
At Gl S Bl 3R (%) 30 (75.0) 35 (87.5)
PES %9%(95% CD._ /4 7.5 (5.0, 17.0) 2.0 (15, 3.7)
HR[95% Cl] _ 0.33 [0.20, 0.56]
HEILY AA, =3) < 0.0001
H-S 7)1 7HINV H 7D
B0l ¥3d B4 5 28 13
A7 w10l Al (%) 20 (71.4) 11(84.6)
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o] ¢ky WIgF-~dl, g EAIH Wit ~" 2 SA| R
HEQH HEQH
40 ¥ 40 ¥
TFE N T4 4208
DOR %%-7%(95% CD, /1< 12.7 (5.8, 27.9) | 4.1 (2.6, 12.7)
HR[95% CII 0.42 [0.19, 0.9110.0245
D ZH(E 19 AR, =31
Fo F3 A A HEE INV
37H
13- 2H%)(CR, PR) 19(47.5) | 7(17.5)
W35 2Fo](%)95% CII 30.019.5, 47.4]
D ZH(CMH 7ol Al A& 0.0036
2bd ¥H-8(%)(CR) 17(42.5) | 6(15.0)
‘i%% 74}0](%)[95% CIl 27.0[7.7, 44.7]
ZHCMH 7Zlol Al AA ™) 0.0061

Prl"i: HE-2-(%)(PR) 2(5.0) 1(2.5)
95% CI Clopper-Pearson [0.6, 16.9] [0.06, 13.2]
HA A ¥9-SEINV H7h
-3 2H%)ICR, PRI 28(70.0) 13(32.5)
‘&%% 2}0](%)[95% ClI 37.5[15.6, 54.7]
A HE-S-(%)CR] 23(57.5) 8(20.0)
95% CI Clopper-Pearson [40.9, 73.0] [9.1, 35.7]
B2 d1-8(%)[PR] 5(12.5) 5(12.5)
95% CI Clopper-Pearson [4.2, 26.8] [4.2, 26.8]

IRC: =3 AIAF9 93] (Independent Review Committee); INV: A & ZH(Investigator); CI:
A& F7HConfidence Interval), HR: ¢ @4](Hazard Ratio); CMH

(Cochran-Mantel-Haenszel);

(progression free survival); DOR: ®k-&-
* A= Lugano 2014 7] w&: PET-CT CRY
PET-CT 7|+ CT 7€ &
 ABFE7IS A1Y EE kA

A A

3L 2=

=T :9:—']'?_].

T Rgslol 9.

o AY

—

% 685

A Z(Overall survival);

PFS: X213}

717X Duration of response)
g Q. PET-CT PR&
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E ol el Wik ¥kE 71K 1270 vs > 1270)ell whet 33
" 2. A GO29365°01 4 A AHE7]1%Ee] Kaplan Meier =41

Kaplan-Meier Curve of Overall Survival, RAN BR DLBCL Group, Inbent-to-Treat Patients
Protecol: GO29365

100
The Median + 85%
1 B (Ph II) (H=40) 4.7 (3.7, 8.3)
L"L e Pela+BR [Ph II) (N=40k 12.4 (5.0, 32.0)
a0 |
1
L .
1 Ty
E &0 '1 sy
—
E L L,
= L
2 ;| -
5 40 5 | g LI S
LE — s e
] I i
]
L_' — .
20 e
—— — BR{PH U} N=40) T ——
—==== Pola+BR.1Ph ) (N=40 ——ae————
o . Cenzored
Mo, of Patients 2t Risk
B (P i [T A N L 1] 7 ) ¥ [ & L 5 5 ] L] L1 3 2 | 2
g 92 [P W [ M fil = 25 Fr 1% 1) ] 1% 13 mn 11 L3 n 10 10 1 Ll 2 1

| Fl

kl L ]

g 2 4 & 8 10 M2 14 16 18 20 22 XM 26 28 30 32 4 3 3B 40 42
Orwerall Sureval (month)

Cutoff Date: 0Z1ANZ020
SOTMy Zipfile Date 06MAR2020 Generaled Bazsed an CRF Exiract on 05MARI020.

Program rop sl 1 RS s T DR T ARG 9 M dale_analybarPRIMARY TS e s pgramiy_el_o= wai
DU 1otk al_sudie s RO G GTTVCDPTTRS/ GO TS 0E et _analH S FMARTY _CSRBrcoupuis_el_nm O _rBATH IT pof 1AMARIN 18 &0

a3 3. Ag G029365 A Al@A7F Hrbsk X8 A=2] Kaplan-Meier

1
o

Kaplan-Meier Curve of Progression-Free Survival by INV, RAN BR DLBCL Group, Intent-to-Treat Patients
Protocol: GO29365

1
oo "“ Median + 95% CI
o BR(Ph1l) (N=40): 2.0 (1.5, 3.7
i L Pola+BR (Ph II) (N=40): 7.5 (4.9, 17.0)

£ %1
= 1

€0 5
o \ R —— — BR (Ph ll) (N=40)
17 L ~ = Pola+BR (Ph 1) (N=40)
d === « Censored
§ ! )
3 -
@ S  EssTeewsews lew
= (T T L L LT - ——
a 20 | ll

| S— J—
T ——— .
0
No. of Patients at Risk
- SAmm “© x n L) s S &4 4 3 3 3 1 ) 1

Fow+8a “ 2 n Pa) " " " " 4 " w0 w "W w0 w L] * . L] S 3 2 1

0 2 4 6 8 10 12 14 % 18 20 22 24 26 28 30 32 34 36 3B 4 @ 44 &
Time to Progession (month)

Tumor assessment result is based on PET-CT whenever it is available and valid and uses CT only result f PET-CT result s
missing.

Cutoff Date: 02JAN2020

SDTMv Zipfie Date 06MAR2020 Generated Based on CRF Extract on 0SMAR2020,

Program oot al LGes OSSO DT TESC OIS0 aray s SINARY CSAprodprogranmy of o™ sas
Oueput roctreinscal_Stude s ROSSA10TVCOPTIEMCO 293650 _analysaPRINARY _CSRiprednupuey o um PFS rBROL_IT pot 18MAR2020 18 43

PolaZgt5% WEH;, BReAOF2H, ZEAT WEQ8W, HR: ¢dvl(hazard

_23_




stz B4 Az

QAA Wz Sel7 B4 ARE AA Puolq BFE Aol xS

g4 A5 E (1069)

A FYGEe W T0ACAS] W 24-94A T, FApe] 78%7F WS, 49%7F A 0|2
ok the) 8H04%)E A EW(NOS) Hlmhd At BAE 22EL kA1 )
Aot AAHoZ o] 48%= T4 BAIEZ(ABC) DLBCLO|Ral 40%= W54 BA

X %A}(GCB) DLBCLO| At} &A50°] HSCTE FHA7} ofd F A A% (44%),
TA 2 e ESET wH29%) B ool o4 A3fj(14%) Foldtt. ol 8
To] T 2089:1-DA e 3B%B7TE)= oA Qo] sty 26%27H)= oA
X0l &, 40%427)= Al 7HA olde] old aWle WTh A 6%t =54
Ags 7HA A AAJ

3E 8. A GO29365¢] ol A& F3°] = DLBCL & ZZE At A FaA
f2.oF

o] o3} WittF-2®l, EAR HE&aH

T 9bd wrg w8 (RC BH7D

W3- 2H%) [95% Cll

42 (39.6) [30.3, 49.6]

AA AE

>~

P s wel S (%)

51 (48.1)

0S Z=#k(95% CD. /i<

11.0 8.3, 14.2)

L2138 AE(INV_F 7D
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A TS B G4 0% 68 (64.2)

PFS %+45(95% CD, 714 5.5 (4.8, 6.9
ukg 717NV 7}

EA0 Lo a4 & 56 (62.3)
A S Bl $R (%) 28 (42.4)
DOR_F43k(95% CD, 71 < 5.9 (4.8, 11.6)

A L& (INV 7D

Fo F5 A

w2 2H(%)(CR, PR) 45 (42.5) [32.9, 52.4]
A HE-S-(%)(CR) 39 (36.8)

95% CI Clopper-Pearson [27.6, 46.7]
BHE 9-3(%)(PR) 6 (5.7)

95% CI Clopper-Pearson [2.1 - 11.9]

HA AA W-SE NV H7D

-3 2H%)ICR, PR] 66 (62.3)
95% CI Clopper-Pearson [52.3, 71.5]
A HES(%)ICR] 52 (49.1)
95% Cl Clopper-Pearson [39.2, 59.0]
HEE 9-3(%)[PR] 14 (13.2%)
95% CI Clopper-Pearson [7.4, 21.2]

IRC: =3 AIAF9] 93] (ndependent Review Committee); INV: Al & ZF(Investigator); CI:
A1 & 7K Confidence Interval), HR: ¢ w®](Hazard Ratio); CMH : Z A &-viel-gl4d
(Cochran-Mantel-Haenszel); OS: ZA]  AY=(Overall survival); PFS: Fzd) A&
(progression free survival); DOR: ®F-8 7]ZHDuration of response)

* 4% Lugano 2014 7)ol wE: PET-CT CRe =< &< Z Q8. PET-CT PR&
PET-CT 71%% CT 71&< EF ok s

AT AlY e vhAE AlIE 8¥W $ 6~8F

4) SAANE AR

(1) "HerAd

o] of =& MMAE=Z FEA 39 ¢ A& AP ok

o
2 fA%A

o] ko FReIA AW SAMclAY AR AP HUth MMAEE dE 25 &
8 APoIA 53l daneugeniod Yor)E fASA0] Utk o] AL HAL




A AHAZA MMAES] <Fe]# kst A X3
Q(Ames 715117\]‘) T = L5178Y U]——,—__ %:% Xé%LEﬂ_o] (fOrward mutation) —5‘_—7)‘1] Oﬂ/\‘]
=do] dAol e

(3) A2 LAY =Z A

@O el Aol

o] foz FEIAN FYPHA FEHl FE AP itk AT, NEAA AAFH
E R B4 A AdE o] %o £ A4 J%d FHSS ANT F e
AL AAFTE 2, 6, 10 mglkgS wWF T3 FES 4F wiE ZA A FoA
&% oA 1 MY FFFH 21 W uFAAL WG WeEe] BEHY
o ek Rag A= b H el G 2 mglkg ol dE Fod2 2ol
A BB B A 18 T g 2 AAY AF udo] §k AFAAS} FAd
A7d YA

@ =54

o] ko8 FEAM FHE H7|FAH HAE AP it 8

A7
do 2 GLP wiefo} Ig 9 ZA4FEH AlFolA BrrEACH, A4
AL A13Y e Ar)d A7) = 0.2 mg/kg MMAE &b
MMAE 0.2 mg/kg o+ == 3, AHA Ao, HH0ES 2 FEF5 5 Hoto
RA 78S o715ttt WENA 0.2 mg/kg MMAES] Hal w=Z(AUC)L o] <k
A &% 1.8 mg/kgs 21¥nitt Fout= 2o AUCY] oF 50% AT

mlm
—ln
(E -
o
1=)

13 959 %F 55 (DMF) A&

14 371273 @Ests 49

15 NFAF A AR (dsts 49

16 TSI AL AE A (HFste

ol
o




O si3AE sl
18 HAEo|¥
TT T
A= 9 T2 A3 RMP 7
T = FESE | 71 R AT 7]]7‘ iﬂ-j XJ:: -'iq-?l']ﬁ;fi A4 25 3].?1?]-7]
A1 L=} 2022.04.28. 2022.04.28. - - 2022.04.28. -
HaQ A
2022.06.30. 2022.06.23. - - 2022.06.29. -
Q7
B
2022.10.26. 2022.10.26. - - 2022.10.26. -
Q7
HFAH
2022.11.28. 2022.11.02. - - 2022.11.16. -
e
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[& AL} SgfelA]

e o] °k& DLBCL 14 a¥el d@ a%as $7/18 A4s9s.

e 17 DLBCL @418 ohgom & A &2 ol tizeF R-CHOP?} PFSE Wlw @ 27 pola+R-CHPL:
HR 073 (96% C 057, 0961, % 21 &3) p-TbOITL, &% oD thxofel et ) ey
2 YFYL. PFSE BAAHE R-CHOP Ei= R-CHOP f4F £¥& AR SaolA] Aol WA=
NS 2542

e Pola+R-CHPoI 4 A& ehid ei7} fgon, S48 oo sstds

o oo AFAANE FTIste HUE A, AH HSFol e BdAhel AR H
ERRE-TRE

e ABC : activated B-cell-like, &/33 BAM X A}

e ac-MMAE : antibody-conjugated MMAE, &A4-H3% =xwd < ~et"l E

e BICR : blinded independent central review, =718 %8 58 % HE

e B-NHL : B-cell non-Hodgkin’s lymphoma, BA|Z H]|&2]3] Y =%

e BOR : best overall response, HAFe] AA w3

e BR : bendamustine and rituximab, WlthE-2~8l 2 FEA G

e CAR-T : chimeric antigen receptor T-cell, 71v|g} &Y 484 TAHE

e CCOD : clinical cut-off date, ¢4 v+

e CHOP : cyclophosphamide, doxorubicin, vincristine, and prednisone, AlSZX2Iv|=, HA4FHA]
Wzl 28, Tg=ys

e CI : confidence interval, A& 73t

e CMH : Cochran-Mantel-Haenszel == &-wl=l-3lA

e COO : cell of origin, 7] ¥ A|x

e CR : complete response, ¢ HE-S-

e CT : computed tomography, #AFE ©E&4

=

=

o

I

e DEL : double-expressing lymphoma, ©]% 23 3

e DFS : disease-free survival, #-2% A&

e DHL/THL : double/triple-hit lymphoma, ©]%/4% A #}o

e DLBCL : diffuse large B-cell lymphoma, "%+ Ad) BAX H=XF

e DOR : duration of response, ¥F$ A <&7]|%F

e ECOG : Eastern Cooperative Oncology Group, &% £%% F5d4 1F

e EFS : event-free survival, FAFd A=

e EFSall : event-free survival-all causes, FAFd A &E-2E A<l

e EFSeff : event-free survival-efficacy, ¥-A A& FaEA

e EORTC QLQ-C30 : European Organisation for Research and Treatment of Cancer Quality of
Life-Core 30 questionnaire, #3 & 7 = X577 &2 A- A4 30714 HEA

e EOT : end of treatment, 5 F3&

e ER : exposure-response, =&-RH-g

e FACT/GOG-NTX : Functional Assessment of Cancer Treatment/Gynecologic Oncology Group-Neurotoxicity

e FACT-Lym LymS : Functional Assessment of Cancer Therapy-Lymphoma Lymphoma Subscale

;
nE
Kl

e FDG-PET : fluorodeoxyglucose positron emission tomography, &5 E2HSAIZFI2 A e d5EHY
e G : obinutuzumab, 2 ¥ FEF5¢ =
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G-CSF : granulocyte colony-stimulating factor, 87 g A= 2k

HR : hazard ratio, $1&H]

[HC : immunohistochemistry, ™ < z2]3}3%}

INV : investigator, A &=}

IPI : International Prognostic Index, =r#] o3 X<

IRC : Independent Review Committee, ¢ ZHE$I Y3

IRF : Independent Review Facility, 538 HE A4

ITT : intent-to-treat, X & 2|

KM : Kaplan-Meier

LVEF : Left ventricular ejection fraction #Al4 ¥&&

LymS : Lymphoma Subscale @ X% 3192 %

MDD : minimal detectable difference, #4& 2]k

MM : Michaelis-Menten ©] 7} 2] 2~- &l

MMAE : monomethyl auristatin E, Zx=wW¥ o}$- 28l E

MRI : magnetic resonance imaging, A}7]3 %34

MTD : maximum tolerated dose, o] Wjef &

NALT : new anti-lymphoma therapy, M2< FHFZZ A8

NHL : non-Hodgkin’s lymphoma, Bl & %3] & I3

OR : overall response, A A| W%

ORR : objective response rate, 432 W&

OS : overall survival, A=A A=

PD : progression of disease, 21 %3}

PET-CT : positron emission tomography-computed tomography, Azt W& G 9-AFEH G=
#4

PFS : progression-free survival, Fx13) A&

PFS24 : 24 month (2 year) progression-free survival rate, 2471 €(@2) FX 3 AES
PK : pharmacokinetics, %3t

PN : peripheral neuropathy, &% 2733

Pola : polatuzumab vedotin, Zz}FF5 W =&

PR : partial response, H¥ ®k$

PRO : patient-reported outcome, = Ry Az}

PS : Performance status, & *€l

PT : Preferred Term, T3 &9

Q3W : every 3 weeks, 35vlch

R : rituximab, 2] &A%

R-CHOP : rituximab plus cyclophosphamide, doxorubicin, vincristine, and prednisone, 2] &A% + A
FEE2VVE, S2FHA, 2", THEYE

R-CHP : rituximab plus cyclophosphamide, doxorubicin, and prednisone, #| &A% + Al EZ X231
&, 47, g EyE

RMST : Restricted mean survival time A= HF A

N

A ZE

SE : stem cell transplantation, ¢+d4 H7} 715
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e SOC : System Organ Class, 7] &4 ti&F
e TTD : Time to deterioration ¢}3}7k2 A& A3t
e ULN : Upper limit of normal % 3

1.1.

12.

13

LIl EE w2 uHol oE KE

0

AFZR

AEY - EE}OlHlT(EE}E% W ==)

Z87]A : CD79bE FF st FA-UE HIAADOE, BAE ##EH3 3-FAEE AAQd 2w
HWE 9z ~eE E(MMA )E FAHo R HAIste] BHAE oA Fokol gk & &S ofr]git)

714 2 A

FgholH| = 20200d 10€ 27 Ao ‘Ao 2 o] AHFEHA| ¢fal @ 7HA] o] e o] A g
A AR e B34 vvkd Ad BAX HZF A Ao WgREAE 9 2 EAH
HeaWos Il F5 7kE wkth

Eefolnl o] ojn] 7Pk Abgel] mRkY A BAIE @
a3E Frpstaz o

o

(DLBCL) 12} X9 tha A3 &%

AR A5 A8 R AEY

e A3 JlQa

- Wl ABA £ Y ZFOLBCLIS Ml EAZ YZFNHDS 7b Auwael =34 3h9) f3olm

3z

< 80%E A3t} DLBCL

HEF
%‘00]-%}\— 65/“] )7

NHL =# % 30%(Armitage and Weisenburger 1998)2} &2 =
o FZ 65M2F 744 Alolell A AGEHATHRIG AlQ] A
H £3lo] Yol7t o ofd oA x dAS = AT

P>

[e]
of B ge g

- DLBCLS 714 M =Z(&43t BAX {FAHABCL w54 BAIXE FAHGCBD, ol wdA dxF(DEL)

A #FE= MYC 3 BCL29| ©hild 2y A<, 718 MYC 3 BCL2 Z/%=+ BCL6oIA 9]
A7 AdelE mE 4% s JEZDHLTHLDE vRstd oF Zeuddo] 553 T4l
228, g AA A 9@ 214 sk9e] e o)A Al Agtolti(Schmitz et al. 2018; Scott et
al. 2015; Lenz et al. 2008; Johnson et al. 2012; Johnson et al. 2009).

- A4 EARE 19F F A9E ol¥S Aol EF =S FAY, 94F EAL A8 FUt
2 dF FHoxE SFdEY. FZF A NHLo thdt FA o FA =P Ad A d& 57}119] k2t
2205 53 oF L AA AE09S FFst=d AHEAY. Ple gl 5AWe] EFXEE AP F
71 Ao 7= A T Shipp et al 1993), IPI= A& A FEAT 718 20 & LBCLOHH«I
F3AQl o &lxto]tHZierpert et al 2010, Sehn et al 2007 2 Zhou et al 2014). IPI &91& z}7z}+

180 sFsls Adad Ex4S wgsy, 32 =)o) > 604, n=F TE EoFst PR
AEPS] > 23 A% $d A7(Ann Arbor Al EE xﬂl\m LDH %, 12
¢z HollAe] dzd o Fw)e] zddoltt Pl H7E o w2 &4 A% ¥ FA

< 235 yehie ABC o}d, DHL, 123l DEL3} %o *ﬁgi‘xﬁ.ﬂi gold uAd Aot
A% Al A afew Axrt 7}” FA 2 &Ae seTel "I

=
S
mlo
i}
rlr
—{E _IE

- AEE WA @¥ow DLBCLS A HAHolM AE FYS tHF 671<€o]th(Armitage and
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o o)A X2
- CD79bE T3t Al

14. 4

Weisenburger 1998).

- 12 DLBCLel ®igt &% A5 Wl ddays} ¥asts FRAQ] #8 71He] HHdd &
Fosistarie] £gdEn. Al 85719 21d A2 FosE R-CHOPR-CHOP-21) 91 CHOP
A et aie] olde A muke Ho] gl DLBCL #A5 9¢ 2F X882 38
12+ DLBCL &7°llA, A% A doses ARE A2 & z\ 24704 ool TR HT #
A& o] 71k & o338 #a) Feiw DLBCL A7t A#, 4, 5717F dAsts dut A8
I A AEATE e THSFATHMaurer et al 2018). R/R @%Ol e FAe] A4S, 18
F ey olF A7t 2ERAE oY Afste Aol AFE AR F WA VIS AT
o shAIRE ghakel i Awke] B84 AWoE <l F<& xlEﬁ‘ﬂoﬂ HHEkAl & Aol
(Gisselbrecht et al 2010), @3¢ &A47F A®, 9 g =& sstayd E43 2oz <l
s ol#d AR A58l FAESIH 23k A0 A= olH; AA= =& 23 o] F9| BE

| o]
St ik A5 FIHe S3Ed F2Hel 2 5 oghel gl
A E=E B84 DLBCLS 74 3tstawjo|u Zefolnlo Mtk 2®, 2] &A % ¥ -&(Sehn et
al 2020), 71#2t &9 8 (CAR)-T AA(Schuster et al 2019; Neelapu et al 2017), E}s}A E}qts
g Enfol= W& (Salles et al 2020), E7}2EA HAH(Caimi et al 2021), A4
(Kalakonda et al 2020) 5o] A2 X589l /MAEHAT ol A2 XTaHS Hg A
Agel 528 A IZEES AH vHud = SASE, PFS SY#S 26701204 12171
o 5422, RIR DLBCLe| S+ tif-iEe] &A= F712 Ads AdstAy A4le] dyo=
AR AolH, o8 e Axb= R/R DLBCL X88¥E daAY AAsAY MAdstes Aol o 4
J=AE BAEY 27 A=A DLBCL)Oﬂ/ﬂ MAE Adx= o3 SAdA &
2 7135 AFd F Aok fEA $AE FREZ e FAHNA 7] AR WS HHHs)
W Asto] A3 %%k—.i—’-: = & AS Aol
Lls

A ¢S DLB

Q)
=

ot
2 e

CL
EZ&}% WAoo g U]Aﬂid,ﬂr A A MMAE% st ADCRI ZEgfolH]
TEHHE A8 733 54 19 Pe # W=y 21 A R-CHOP F-(backbone) &¥ ol &

! rlr

42 4 Atk ADC ZHFL LF5 =9 A EAH] A+, MMAE)E e A =E glo] A< BAl
Z Eo] (o] AHF, CDTIDE T3l TSz HEd 4 AA s F=rHSaber and Leighton 2015).

CD79b= B-AlF Mz Eol&<l ol DLBCL F% /H]_-_h EE Ve s BHAE HEFA
ol &3tAl = (Olejniczak et al 2006; Pfeifer et al 2015) "|Al&d JAAE Z3lste A=
S A4 BAE FZFoA &8 32 o] th(Haggemeister et al 2013).

15 AAERY #7444 A DQolFo| BE A
e A&F F7HE AASE T8 AP obde 2t
o1 A} AU S
7 VAN B A =
s (£294D
olZel A% ool gl vlud At BAE 9ZF AASS dFo 31584
G039942 | = @A % CHPR-CHP)Z W&shs Eepessh Wi=re 848 ) o0 o)
9 e AEAY 2 CHOPR-CHOP)SL Hlmshi A34, o, "
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| [ A4S 4, ol% B4, S = A

o 3719k AA (A FoFFMAA Fa A2022 - 1305, 2022.03.04.)
ad | AEAF) gEs
1 Z28EAZoldo] AgetA] L 3 7FA o] o] ol A g AT A
ZaE=g A oEE BESA mYrA A BAEZ @=ZF Al oA dHitFE2E 9
259 = g EA ] M8
ERI(EFAHD N = )
2. olxe Xz AHo] gl= wTrAH AY BAMXEX HZEFER-CHP 38 Q
(rituximab, cyclophosphamide, doxorublcm prednisolone) ¥} ® -&5F<)
2. PrAM- SIS MA o MEBEA NI B ANB(ETo| B XE)
o 3 FAE Ql=
3. et Mo zst Xtz
o 3FAE Ql=
4, dof| et A=
o 3FAE Ql=
5. ofa| ZHgof T3 X}
o HIAE QS()F I AH A AZI ArE TS I
6. QAAIE Mol B3t AHE

6.1. YRNEARY ANHH(GCP €7)
e EMA 37} & 38 TOC A&

62. AAANHAER AL
o AXNANHAZAASE . & 274
- 1b/2°3(G029044) 174,

63. HEFAHATY
. %453 H}E

& B4 weoly

A

374H(G0O39942[POLARIXD 171

34 -




A oA matrix F 2k calibration range | HilA HZE
FA-HE mxvE <
human plasma LC-MS/MS 0.500 - 50.0 nM P290
2] 2~E}¥l E(ac-MMAE) P /
T A human serum ELISA 0.500 - 15.0 ng/mL P201
" H 3 MMAE human plasma LC-MS/MS 0.0500 - 25.0 nM p277
A 9] HYgd ), REF R BdHEE ) L 9As dHgdE e
o 395 3HA(ADA) H2H wWgjrol A
- oFE FEo] AYo] gliE(drug-naive) wlol kel HA oA EAwo] W dold HAUTHADA 41
W g o]l B P202 addendum 3).
- F33A B4 e d oA A HE ICDCBA 106)

64. 3N Y

<@ A Alg E o)
- caz %]a P gi Tq/ij;ﬂw 23
L))
34|G03994| 184, |34, wrljoldd AZE|pF CID1 vs C4D1 7]} +# PK =
’ WA RAARE A0V p ) gmgrkg + R-CHP|
(POLARI WA, o= CD20|, W oEe 9ok - acMMAE : 576 ng/mL vs. 639
X) =744, $|%A4 DLBCL ng/mL
ok 2 A q2ld x 6 cycles °] & & &aA| : 336 pg/mL vs.
% 879w E A vt 42.0 “ g/mL
AT 4407 - B]"3 MMAE : 0.327 ng/mL
vs. 0.189 ng/mL
B+ 4399 Bz
R-CHOP + pola $]¢F
q2ld x 6 cycles o] &
S
2T B5FolA ATF7]
g A 8F7] el
GEgHo = gEATY
375mg/m?

* POLARIX A @A ZEF7 WEd s

S}
of

=

PR
[

o
Holx= & 7HA 9] 4 Edd thate] Hojx & ) 7Fedt B & PK A e
4347 9] A7t PK Ao 23E AT (PK vhzbd: 20219 39 169¥). C1ID1AAF vF7] 1€93D

8

Lo

WY

N

E
T

of Hele, & Al tidk €4 PK AAwte] A=Yy, CIDI Fo F 30242k C4D1 F<
A gl Fo & 30&A N Al 7FA pola 4 =2 (F FA (), acMMAE (84), 2 733 MMAE
(@) =55 F4st7] A PK AA7E A3 =30

C4D1 o 3 3024 4¢] 78t W+ PK =& CIDlol tigh £ & 30&4 =9 Hugys
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] acMMAE (639 ng/mL vs. 576 ng/mL) ¥ % & (42.0 xg/mL vs. 33.6 ug/mL)Oﬂ st o
A}t v HTT MMAES 4%, C4D1 o & 73} H+ PK 5= CID1 o 39 HF ¢ &
ZgFo]l AATH (0.189 ng/mL vs. 0.327 ng/mL). C1ID1 % C4D1e)] th3dt o & 7] Ho pol
T, 283 Al 7HA B4 EE 2T Ui C4D1 £ A pola 713t Hi FEE dWHoE OE
pola A @E0A e Fgste 39 vz

Table 56 Summary Table of Plasma Pola acMMAE Concentrations (ng/mL) by Visit

rl OPF rlo H

Sample Time Number of Number Mean (SD) CV% Mean  Median Range Geometric CV%
Treatment Arm Point SamplesIn OfLTRs (Minimum - Mean Geometric
Study Visit the Analysis Maximum) Mean
Including
LTRs
Cycle 1 Day 1 30 minutes 362 0 603 (153) 253 594 16.6-1230 576 381
Post-Dose
Cycle 4 Day 1 Pre-Dose 402 0 18.2 (12.0) 65.7 171 1.09-218 16.5 46.8
Cycle 4 Day 1 30 minutes 360 0 657 (175) 26.6 648 286-2520 639 23.8
Post-Dose

acMMAE = antibody-conjugate Monomethyl Auristatin E; CV = coefficient of variation; LTR = less than reportable; SD = standard deviation

Table 57 Summary Table of Serum Pola Total Antibody Concentrations (ug/mL) by Visit: PK-Evaluable Population

Sample Number of Number of Mean (SD) CV% Mean Median Range Geometric CV%
Treatment Time Point  Samples in LTRs (Minimum — Mean Geometric
Arm Study the analysis Maximum) Mean
Visit including

LTRs

Cycle 1 Day Pre-Dose 418 418 NR NR 0.00 NR NE NR
1
Cycle 1 Day 30 minutes 395 0 36.1(11.0) 305 356 0.511-84.1 336 51.8
1 Post-Dose
Cycle 4 Day Pre-Dose 407 0 5.44 (3.20) 58.8 5.02 0.543-48.2 497 43.0
1
Cycle 4 Day 30 minutes 398 0 44.4 (14.5) 327 43.2 5.41-170 42.0 37.0
1 Post-Dose

CV = coefficient of variation ; LTR=less than reportable; NE = Not Estimable; NR = Not Reportable; PK = pharmacokinetic, SD = standard
deviation

Table 58 Summary Table of Plasma Pola Unconjugated MMAE Concentrations (ng/mL) by Visit: PK Evaluable Population

Treatment Sample Number of Number of Mean (SD) CV% Mean Median Range Geometric CV%
Arm Study Time Point Samples in LTRs (Minimum- Mean Geometric
Visit the analysis Maximum) Mean
including
LTRs
Cycle 1 Day 1 30 minutes 403 12 0.424 (0.335) 79.0 0.353 0.0180-3.07 0.327 934
Post-Dose
Cycle4 Day1 Pre-Dose 406 19 0.144 (0.1186) 80.4 0.112 0.0180-1.06 0.111 85.0
Cycle 4 Day 1 30 minutes 398 2 0.222 (0.142) 64.0 0.189 0.0180-1.37 0.189 63.3
Post-Dose

CV = coefficient of variation ; LTR=less than reportable; MMAE; Monomethy| Auristatin E; PK = pharmacokinetic; SD = standard deviation

e Wz AY H W

- R/R DLBCL ¥ 1L DLBCL #atolA 9] pola PKE wwslr] 918, 1.8 mg/kg &% #F2= CID1
gl CID4 Fo A B/mEes 5o Fo #F" acMMAE, F Ab, 3 "M MMAE v%& Al
GO29365 (G+H), GO29044 3 POLARIXel ZA wlalginh. o]2dk Al 19 Al@=°lA pol

BAEel PKE Awdon ud o BaH
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Ratio

Analyte Visit POLARIX G029365 G029044 POLARIX/ | POLARIX/
Previously | (Combined Arm G and R-CHP+Pola GO20365 | GO29044
Untreated H)y* 1.8 mg/kg expansion
DLBCL R/R DLBCL Previously Untreated
DLBCL*
C1D1 30-min postdose | B03: N=362 853; N=102 532; N=36 0.923 113
acMMAE (ng/mL) C4D1 pre-dose 18.2; N=402 23.2; N=61 20.6; N=36 0.784 0.883
CAD1 post-dose B57: N=360 859; N=60 561; N=36 0.997 117
C1D1 30-min postdose | 36.1; N=395 33.9; N=103 32.2; N=38 1.08 1.12
(T;;L?_';“b“dy C4D1 pre-dose 5.44; N=407 5.41; N=63 5.90; N=36 1.01 0.922
C4D1 post-dose 44.4; N=398 39.2: N=61 38.1; N=35 113 147
C1D1 30-min postdose | 0.424; N=403 0.590; N=103 0.509; N=38 0719 0.833
::&;"g“ﬁg‘fif[_) C4D1 pre-dose 0.144; N=406 0.186; N=61 0.133; N=38 0.774 1.08
C4D1 post-dose 0.222; N=398 0.256; N=60 0.235: N=36 0.867 0.945

ac=antibody conjugated; DLBCL=diffuse large B-cell lymphoma; MMAE= monomethyl auristatin E ; PK= pharmacokinetic; R-CHP=rituximab plus
cyclophosphamide, doxorubicin, and prednisone; R/R=relapsed or refractory.
*Polatuzumab vedotin 1.8 mg/kg IV on Day 2 of Cycle 1, then Day 1 of each subsequent cycle.

64.1. AT FFAA
o Ht oFFst B4 (BaA 1111192)

- POLARIX®] A+ (pola+R-CHP) &=} 4299 oA A& F 1122749 acMMAE 9 117579 m A

MMAE #%7} pola PopPK &4}l AH8-E it #H4l PopPK #4-& 37 2j(legacy) Pop-PK =& +

Z5 A28 POLARIXoA ##%H pola PKE 83tAth A2 PopPK 222 o]z 2] F1x|

%-& DLBCL Aol A pola [V Fo] & acMMAE ¥ B1H 3 MMAE s=9] HAE3 d9S A 33H

POLARIXo| A pola PKE do|Z3tx 7/ wiHd4S 24 317]0) xqz,;_—s}gm,

- acMMAE PK &4

- ool AEE, HaAF AY A-E3FH AFFH-TA FLE (CL, Bl-5o)F Ay At o
Aas Clyy) L MM AA Vi, Kn)E 28 PopPK 2 78 292 acMMAE €%

Y Z]—E_Oﬂ EH 3l Q-3 A= A)FIoh

- A d A o)A acMMAES] HF wbzlr] Fokgh 2.57-97.5M WEL]) (634 F7]oA2 A ¥

i

= —’Filoﬂ ZAstY A=) 11.8 (10.0-13.2)d o) A T}
. Q3WR WHE Eai3 49, acMMAE g0 Alzto] Aol wet 72847 wEd acMMAE AUC

2 Crougn”t API8HA S7138th 1.8 mg/kg Q3W &#& £ 67‘<} =772 2 270 tle v
9] PopPK AlE#elMdol AT wj, acMMAE 32 7] AUC % Ciagn (5, C4D1 Fo )&= 13+
F7]1 AUC B Cuougn (5, C2D1 Fof ) 2]¢] oF 13w 9 1.8BH9\5’\J_, 62+ 71 A= 12 F7]
FA o] oF 14n) B 228 At Crax 21 Wl H o3 S7k= it

- PopPK =@ Al E# o] Aol :17%“ o, 32 7] acMMAE AUC, CmaX 2 Cyougn (5, C4D1 Fo %)
TA = 62 F7] AUC, Chax ¥ Crougn (C6D2D) X9 92%, 99% % 82% A 1L, ©l+= 62 A& F7]
72 AlAE Fo & tig Hd acMMAE x=Z°|%lth U}E]-/\ﬂ, 62 7] acMMAE AUC, Cpax
D Crougn TAE ©] ZES 01%3}04 F49 FAHGH AUC, Cray 2 Crrougn T3 (CLns7h CLingll
AT AR Q3WE s Fojd & 7hd A 302k 7] Feke] el tiste] AlEdoldR
FAZ FEADS 90%, 99% 2 80%°] T,

- 143 MMAE PK E4

. 3 acMMAE-MMAE PopPK ®dlo] w3 MMAES] PKE 2 A= aith v]dd MMAE:S 84 <
=7t AdAd 98- YeEdth PE E MMAE =& pola WHE Fof & fHaglon, ol Azl
7o @& acMMAEZH-E w3 MMAES] Aoz d4 &8 (FRAC) &l oa) Aiddo=
Ao
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- 1Y MMAE AUC 2 Chpas AlREO]l Aol whe} 2+
AA2E& A 9 acMMAEZHEH MMAES] 4oz A
2t F71744 1.8 mg/kg QW &&F& FAT A% 7 F719 =

MMAE AUC % Cpaxe= 12F F7] 7219 ©F 66% B 55%°] 1, 6%

o, ol= AZF Ao wE acMMAE
e Aol o 6
gt PopPK Al E# o]l &
o}

=l o
A W, AUC & Cux A= 13 F710) 7 &3k, o] Fdl= &tk 32k F7]oA v
I 571

64% % 51%°1t}. Crowgn T3 20 (K0.5 ng/mL).

-1

S o Hl-ofAjo} m7HAH), A 7R (BF E=e
o 2%, ob o}W[Ann Arbor] ®7], % F4T §

[IPIl A<, DLBCL 3at¢l, " =2 3sHIHCl 3t o]%F &
[LDHD+= AF3(post hoc) 4 acMMAE 2 "] H 3 MMAE =29
Aol AT POLARIXOIA ##d Fa584 2 <

PopPK &4 oA 71 o] 23k Fw ol
U Aoz IHHAE FUAT, T5F

=< et oY, HHE MMAE =22 33 AEE O =3 (AUCS A% 46%, Cna®l 7
]

3

A 24 Aol 2AS i Al J3A

8 mgkg QBW Fof ¥, AZ, A=, AW, AF (ohAlokel o Hl-opAelel), M (ofAlo} Z7HA
= 222 2, A2 Ao & A3 EA (A
8 % 3 AH [ECOG PS], =#] o % A<

L % [DEL], 24t &4 384

5% U %) 5% W) AN oM P22 O ¥ AL =3¢
o

FEFS A AR q4HA F=oh

A

>

POLARIX PopPK #41 dlolHAEd& A F Fdate]l 744 kg (H9): 384 ~ 228 kg)l 4291 9]

Aol A 2 A57F 2FH AT A Fol 100 kg °W°‘ FAper 2wt A @A del 63

71 A o] =&S Blwskdch aﬂ“b‘} HZ, AFol o & 27} Zﬂ? 7Rk R 2 Qe o &

& =E5 Uit AFol o e Aol acMMAE =2(AUC % Cp)e AFo] § @

Aol Aol =EHT T H lEE} (AUCS] 79 14%, Cmax® Z-% 18% U ¥=2). WAHE

MMAE =22 AFol ¥ & &AM B EtHAUCS 7% 54%, Cun®l 7% 48%). ©121d A
ER

Eo] Aol =E-AA B4 24T W Aol dAFeE AHEE dFS HH A=

e, . 3oy mHE MMAE =22 oF

o} (AUCS] 7% 11%, CmaXA 35 11% O 59). 5% A g4 acMMAE =

(AUC & Chpa) 7} 7150 A4 Eztel o =EF Hl2d vk (AUC] A9 3.0% © =

S 44% B $2); mHT MMAE =32 © &9 (AUCS % 46%, Cnud 4%

3% B =) T5F W FANA PIHT MMAES] =Z0] o] AEE ¢ &2 AL =&-¢
A8 Aol AT o Ao YR AUJE FFS vH HoE AEHA e

0

R

>

o 5

find

POLARIX PopPK #4] ©lo]HAE F 1.4% (6/429)¢] Ao Aut ADAZF AZH Attt ADA %A
o) 419l acMMAE =% (AUC 9 Cpw)& ADA 24 3ato] gk =23} nl<$=3 ukbd (AUCY
739 3% B &1, Cu® 749 8.6% O ), v MMAE =22 o 2ot (AUCY 79 30.4%
= CmaXA A5 30.7% Bl Ye). WA #AEL wekon, pola PKe| tiste] Ao
2 fFYmgk Y-S v AA Lokt

Z-9bg 4 (BaA 1111193)
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- ER E4Jo]= POLARIX®] A# (pola+R-CHP)ol A polast R-CHPE W& Zojute oldo] =2

Hkz] ok o DLBCL #x} 4299 7ho] 3=t =E&-tdAd E4& 98, POLARIX Alg@e] ATl
A #ZE acMMAE == 73 g MMAE =2 (AUC, Cpp@ YA 02 #HQE o] 4uks B E
of FHAA 9 &% A= AW SAHAE FAAY. =E-FEY £4S 98], POLARIX A8 A
7oA #HZE acMMAE =% AUOH F8 F8EA Adds 71he JaaA £24o] Fd= AT

- =E3-kHA A

- T ¥& actMMAE =% (AUC ¥ Cu2 2253 22 A4¥F, =353 ¥d AUCY &9)
=355 €ad dazel BAEC O & T+

- B =2 "AHF MMAE =% AUC, Chade =353 S35+

w RlE, 2359 4% Z4F, 9 =359 94 3

frolg AaBA7 AT (o < 0.05).

- acMMAE 2 ¥4 & MMAE ¥% (AUC, Cpa)& AEZ Q13 8% 24 %8 % AEZ 3 Hz &
F 21 AZAL AT FolF BBAT} YT

- acMMAE/P| & MMAE =% (AUC, Cno) 37}S} pola, B1SAR, SA&F04, 9 Alo] 2 2E 25y
Tol 8% A% A o] BAHoZ fol3 A#AAAI UATH (p < 0.05). 11}, acMMAE
2 o MMAE k2o 7 2HE9lel 24 3 2= (37, T4 2 718 B S96%)7F 1A
Hog v AL 1T W, wE2F £ 4% 1o U FANHCR o ABEE WY
Aow FHUYE AoR 1HHA LUYTh

L BrlE o2 mE @A AnwZed ke, acMMAE T uH3 MMAE =23 EASHAO =
o3 FRBALE AU

Table 15 Summary of the Results for Exposure-Safety Analysis: Base Models

rlo
>i
2|

it
o
oy
(o

p-value
Adverse Event Analysis Type N : e 2cMMAE unconjugated
with Event MMAE

AUC Crmax AUC Cmax
Grade =3 Neutropenia 429 179 (41.7%) 0.450 0.636 0.001 0.004
Grade =3 Febrile Neutropenia 429 58 (13.5%) 0.188 0.504 =0.0005 0.001
Grade =2 Peripheral Neuropathy 429 60 (14%) 0.042 0.003 0.525 0.827
Grade 23 Infections and Infestations Logistic regression 429 65 (15.2%) 0.099 0.089 =0.0005 =0.0005
Grade =3 Anemia 429 52 (12.1%) 0.028 0.060 <0.0005 <0.0005
Grade =3 Thrombocytopenia 429 22 (5.1%) 0.011 0.020 <0.0005 <0.0005
Dose Modification due to AE 429 34 (7.9%) 0.195 0.394 0.866 0.757
g'ﬂ‘;m e D Mo o fai’;famffffgﬂ') 429 | 34(79%) | 0.164 | 0341 0797 | 0689

model

Pola Dose intensity 429 - 0.166 0.050 =0.0005 <0.0005
Rituximab Dose intensity 429 - 0.007 0.001 <(0.0005 | <0.0005
Doxorubicin Dose intensity Linear regression 429 - 0.035 0.006 0.001 0.001
Cyclophosphamide Dose intensity 429 - 0.029 0.003 <0.0005 <0.0005
Prednisone Dose intensity 429 - 0.563 0.623 0.390 0.341

ac=antibody conjugated; AE=adverse event; AUC=area under the concentration-time curve; Cra=maximum concentration, MMAE=monomethy!
auristatin E.

Shaded cell indicates p-value <0.05.

Mote: For all significant correlations (p < 0.05), a positive comelation between exposure and the indicated safety endpoint was observed, except for
dose intensity of pola, rituximab, doxorubicin and cyclophosphamide which was negatively comelated.

The p-values presented in all the models were nominal and not adjusted for muitiplicity

Source: E-R Report 1111193, Table 34.
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z
i

1=
# $1%@(CPH) =& £ acMMAE AUC®} PFS ®i: EFS. 1to] wZo] %24 PFS
A= o AAAA (52 3 F el 93 p=0.0DE AlAA
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22 B2 acMMAE AUCS} F3F OS ztoll folst AadaA7r glas AlATH
22129 ARG A4 CREOTAH R F5 Al &x¥kg) @4 FE2 acMMAE =% (AUO)#
FHEAZE gl
Table 16 Summary of the Results for Exposure-Efficacy Analysis: Base
Models
) Analysis N N (%)
Fakpo Type Evaluable with Event pevaite
PFS 429 105 (24.5%) 0.011
Cox PH ; o
EFSes il 429 110 (25.6%) 0.010
0s 429 51 (11.9%) 0.117
CREOT LogriE: 429 339 (79%) 0.149
regression
CREOT= complete response at the end of treatment; EFSes= event-free survival for efficacy
reasons; OS= overall survival, PFS= progression-free survival.
The p-values presented in all the models were nominal and not adjusted for multiple multiplicity
Shaded cells show analyses with p-value = 0.05
Source: E-R Report 1111193, Table 35.
o Aoy

- BE A EHO}OJ] Hlo] 22}l ADA FHE-2 24% AT (ADA H7} 7He3Ak 8499 < 209). H
o]2gkel ¥, polaZ X ET2 ADA H7} 7t A 4274 F 6 (1.4%)A ADAVF HAEFHUH 6
§o ADA-FY B4 BE7h AB-FE M-S Uitk ME-F% ADAZE BAT 699 BA:

H

4 FA wo] FE ADCY FA E PA-oFE PRl F AAAE AR U vHG
QI7k8t F-CD79b FA (FehEEgt FAE o83k AAH Aol o8 FhHoz S0 ¥
%) | oE 54 BAe 699 ADA-FH A =T

gimL &4 A ¢4 tiz AA 100
A =7t AAEACE pola F Al tisted A | A4
—rx]7} 50 wg/mL "lwo]At}. pola F A F== 0. 05 pgmL ~ 776 ugmL WHFT T%
TS 1.3 pg/mL AT ITJrF/}H 2-&4 ADA A7} a}%%} Thede o
- ADA dA o=z IE HAE T3 A4 dstd Frid ez EAFATh Hﬂol*ﬁ}"d EE o]
22kQl & ADA ¥4 HA F NAb 4oz Fld AL gldth NAb 24L& ¢kE9 M4 &
O=5 HAsE]om pola 14.6 xg/mL &A1 Al 1000 ng/mLe] the] 44 E4S HAES + A
ATh A FZHL Fxto A AFHE ADA FAHo =2 IFIH BE 74?1101]/‘1 pola & A T=& 14
pgimL vkl At metA, X 5-f= ADAZF HAS 6] A 257 NAD &4
. polaoll & ADA A& ADA A% EFaa 3 <l é‘%‘ ¢l g A&l AW ¢t
fragde TS vXE ZoE RHolA gyt 61 A F 494 4xF F7] <t ADAV} A
=5 A oldd A= F, 2HS AR TR /\l 2bd3E thAbA B2 (CMR; complete metabolic
response)s YUEFAI A FHBF Foloh 2 A5 FT5 A FEAJ] gAY RES(PMR;
partial metabolic response)S UEFA T A P FolH, 3 W A5 T8 A PDE UER
o} 6o A F 3 Ho] 34Y FHBAE WENAM ADAVE AEHUG ©] A= AF FE A

e
B F
i 031
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CMRES Ueia, 2470 d =482 HE Al CRe HEHlon, A&xo0s 33 %%‘% 7ot} 6
Ho| &2 F 3 Wo] A7 ¢48 WEAAT HE 7T ADAE UEHoH o] s AR F
S A PDE UElWlth ADAS] EA)& pola =% T 840 IFE vA = Aoz EO]X] ook
o A SHeA, A Aol 24D W, ADA G BHid o) gRks Zhel| &<l Jhed &
Bl

d

e gk
ADA ¢4 Ao} ADA &4 A holl acMMAE, % 3l 2 v 3 MMAEe] tigk pola PK =&
"ol A o Aol BAHA 2h 689 ADA I Aol thake] acMMAE, & @A 2 m)

oo,

A3 MMAEO] tigk 7§ pola PK =& ADA &4 Ao WY ot AsE 29 ADA ¢

A
4 &2 =602t #FH PK sxo 24T w, polac] ik ADA ¥A-& PKol| dFES PIA= 2
2 HolA ont.

o

- GO29044 W Ad A

- pola® X JRke S| tiste], wWo]lzekl s wo]2=ekdl-F A ECA ADA ¥hgo] #E
A .

- polacll ™hate] FFH HA 22 ADA LAES POLARIX @ A& GO290440l A gkt pola 2H&
717 0] B-AZE ®Z 07 sl AIEA )= Aol o= B-AE7} ADAS Enjsl:s A AZE
L= sy IS PIXEE, ADA HAEC] e A FIsith =3I, g EAIR] 2§ 7]
Aol 278t B-AZE nZAVIEE 2 EATS ¥E Fols &2 A ADA T EC] &
Aoz qEAt. #EHE pola @A FEE ADA 4o YIS vF AR oFEA @ter,
kA, $1-574 ADA ®hgo] uEhd ZhsAde vkt mebA, ol polad] {+3/91sH A

6.5.1.

o
ZEgnde dFE A Ao odER g

24 - AABANE AL

e 1b/274(G029044) 17, 373HGO39942[POLARIX] 171

UFA]
5
A gy | G HEEa | BALEZF RS | BrEE 23
iL‘]Dﬂ
34 |GO3994|3%, ©rljeldel A E| Az o) =} INV-PFS
2 w, FAR S Aol gl INV-PES | pola+R-CHPol A] =z
(POLARI B, ©1F|= CD20 | cp - S aa (R-CHOP)S| ®&] A Aoz
X) w7F4, 1|44 DLBCL PSP ST Yol S8t gAAow ou 9
erf A3 INV-EFSe; | = INV-PFS 3-8 {J3(33k

% 8799 |421d x 6 cycles °l\p o |HR: 0.73 [95% CL: 0.57, 0.95%

AT 4407 | F ESAH 05 G 2 £9 p-#=00177,
BT 4399 4= ¢ =0.05)
B
e INV-EFSet
R-CHOP + pola ¢]<F EFS.ir A B
q2ld x 6 cycles ©] pola+tR-CHP ol 4] R-CHOP
5 ZHEAR ol HlE 25%71A ZAH L
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L (‘ﬂ?il gl | AR | FLEA | BAEE An
AdH)

= 7ol@ a2 YF(E HR
0.75 %

272 B ol A .75 195% CL 0.58,
AT=] @ 0.96, %= p-at = 0.0244, ¥
A 837 9| = «=0.05).

dEgHoR

2 5A Y 375mg/m’ BICR-CR

BAACE  FostAl &FUA
9k, pola+R-CHP(78.0%[95%CI:
73.79, 81.74) 2 =57}
R-CHOP(74.0%[95% CI: 69.66,
78.07D) A g wHE FHOo=E
LH = Aol 3.92[95% CI:
-1.89, 9.70], %= p-7+=0.1557,
&= o= 00D

oS
nAdsstlal, FAA #el4d
of thate] Aol WAIE A

e FE askeE
HR: 0.94[95% CI: 0.65, 1.37];
¥= 22 &9 p-# =

0.7524, ¥= o %A = 0.002)

b2 |GO2904| 1, & |dAA &% DA% &3 %3 | f354 Pola+R-CHP

4 7N, S ZF AlZ  |pola 1.0~1.8mg/kg +|CR @& |CR ZHAE 78.0% (5% CIL
gz 7} |R-CHP PFS 66.22, 87.14)
R/R B-NHL q21d X 6~8 CYCIGS DOR PFS DOR OS Zo]’%}t E%%}-
(A elstel |o51a 1.4~1.8mglkg + |EFS A B
old Al IG-cHp 0S
) Pola+G-CHP

q21d x 6-8 cycles CR 2AWE 80.0% (95% CI

sho): IPI7} . 62.46, 91.77)
o~5ojm | PFS, DOR, OS %43t =23
o] o pola 1.8mg/kg + 2 e

A5 g wx | RCHP

ore DLBCL |421d x 6~8 cycles
pola 1.8mg/kg +
% 754 G-CHP

g21d x 6~8 cycles
Pola +
R-CHP 509
OA A gk
=% 109

837 2t

[¢)

409

O

o}

Pola +
G-CHP 254
GAH &
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6.5.2. 343 8 (Pivotal studies)
e N¥EH :

9 kAR S Hindte A3, o1, T2

GO39942A F(POLARIX) - o]He] X &
A A EATE + CHPR-CHP)¢ ¥ &3t 5

o] e mtY oY BAE HZF FA
F4 W="d i FEAL + CHOPR-CHOP)S| #+&A
A, °lF £7Hd, A d= Ad

Z
=1
L=
~—

o A 7|3k
- A WA =2 5= 2017.11.15
- A5 0HCCOD) : 2021.06.28
e NEEH 9 FriHs
QA FEAH 2H B
oot HEFol| tigk Frix ¥kE 7]FE(Lugano
Response Criteria for Malignant Lymphoma)<
PFS(F-%x13) A&)e} & st R-CHOP tiuvl e} Abgste] AR 7Y HobskE AR Y HE
5 W =="+R-CHOPS &4 #H7}t AW Aot Aol A WA TA7EA ] A
T EE AAS EES AR A T A
A A= A7A o] Ao E Ao H = PES
o] FEA =3 i
oAlZH Al@HAe] 23 Fa ola &8 H
7H
- Al@Atel o8l 278 ¥+ EFSe

o

1% 54 Brhwser Bestel R-CHOP ohul

gl=Zzu W =e+R-CHOS &4 H7}

CR "l &
- OS(HA A&E717h)

it Fd AALS A RAHA E= oz Bt

=
T

- AN@e] o8] AR == FDG-PET| 9|3 X

5 TR A CR HE

A @Ael o3l AA == PFS24
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DOR (§F& A& 7131

EFSY(F AL A A& A
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EORTC QLQ-C30 AlA7s¥% 3=z 9
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HCV RNAe| gk

F4 gele] HA

- NgA 5
- AY 8759
SE(TT) : 8799 (pola-R-CHP 4407, R-CHOP 4397)

- QbHAd By A . 8739

e NEUE (BT, FARH(FADR), F4713L, 718D

Arm A: Polatuzumab vedotin
1.8 mg/kg
+ R-CHP + vincristine placebo
Q210 x 6 cycles

Patients

* Previously untreated
DLBCL

» Age 18-80 years

+|Pl 2-5

+« ECOG PS 0-2 1:1

N=875

Arm B: R-CHOP +

Q21D x 6 cycles

Stratification factors:

+ IPl seare {2 va. 3-5)

» Bulky disease (present vs. absent)

» Region (\Western Europe, US|
Canada, and Australia vs. Asia vs.

W ol T stu(el# @ o] VA dxzFow QT A
+ PT >1.5x8 43HULN)

9 lHBsAgl @4ste = Hojd) A Ax &4
BE 7+ A A ok L HBsAg 2402 AHeolH)o]
& & Qe A% 2gE 5 Aok o

44 Fujolg 2 2 g A 3

vlo] 2} 2~(HBV) DNAE H=

polatuzumab vedotin placebo  —

ULNQ! 4% 52 5 Ao

wlo] 2] ~[HCV] &4 dAst AAD A3 U4
THEL A

F-&-(PCR)O] &4 7ol 2%

Rituximab
375 mg/m?
Cycles 7 and &

Post-

treatment

follow-up
Rituximab
375 mgim?
Cycles 7 and 8

R-CHOP % slu& Fodgith

Rest of World)
- F3AEL 111 HEE T2 viA o] pola+tR-CHP =+
- &3}
IPI A< : IPI 2 vs. IPI 3-5
Ath Z<(bulky disease) : =7.5 cm W 1717F YL vs. §l&
- AgshA Ao
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- pola+R-CHP(AT; AlFE) @ 6571 &<t wi2ld F712 Alged 22 FoxHe 577 dEd"
1.8 mg/kg IV, W1ag=8 Vol tha 94<f, EAH 375 mg/m® IV, Alo]EZEAvm= 750
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Day1 2 3 4 5
L1 Ll ||
T T T T 1 ]
1111 S A A Cycle 2.

Day 1
Prednisone, 100 mg/day

| Rituximab, 375 mgim?

l Blinded polatuzumab vedotin or placebo, 1.8 mg/kg

Blinded vincristine or placebo, 1.4 mg/im? (maximum dose 2 mg)

-

Cyclophosphamide, 750 mg/m?
and doxorubicin, 50 mg/m?
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Table 6 Demographics and Baseline Characteristics (ITT Population)

weignt (kg) at Baseline n 436 437 873
Mean (SD) 76.12(1868) 7592 (2007) 76.02(19.38)
R-CHOP Pola+R-CHP  Total
(N=439) (N=440) (N=879) Median 75.0 744 745
Age (years) n 439 440 879 25%, 75% 63.0,85.0 616, 87.0 625,864
Mean (SD) 63.01(11.87) 63.11(11.36) B3.06(1161) Min, Max 398-1911 384-2279 384-2275
Median 6.00 63.00 £3.00 Height (cm) at Baseline n 436 438 874
25%. 75% 59.00,7100 5800.71.00  58.00,71.00 Mean (SD) 16773 (10.34) 168.18 (10.16%) 167.95 (10.25)
Min - Max 190-800  19.0-800 19.0 - 80.0 Median 168.0 1678 168.0
25%, 75% 1600, 1750 161.0,1750  160.0, 175.0
18-64 203 (462%) 209 (47.5%) 412 (46.9%) Min, Max 1413-2000 1443-2000 1413-2000
2y WoipaaN)  201(akute  AG7I(531%) ECOG Performance Statusat  n 438 440 878
18:60 131(298%) 140(31.8%) 271 (30.8%) Baseline
60 308(702%) 300(B2%) 608 (69.2%) e TAER)  175(398%)  348.(39.6%)
Sex n 439 440 879 1 190(43.3%) 199 (452%) 389 (44.3%)
Female 205 (46.7%)  201(45.7%) 406 (46.2%) 2 75(17.1%) 66 (15.0%) 141 (16.0%)
Male 234 (533%) 239(54.3%) 473 (53.8%) Ann Arbor Stage n 439 440 B79
Fate n 29 440 LIE | 9(2.1%) 2(0.5%) 11(1.3%)
American Indian or Alaska 2 (0.5%) 1(0:2%) 3(0.3%) " 13 (98%) 145 (10.2%) 88 (10.0%)
Native B
= Bi(19A%) 85 (159%) 169 (19.2%) [l 108 (246%) 124(28.2%) 232 (264%)
o
Black or African America 8 (1.8%) 8 (1.8%) 16 (1.8%) & eIER)  ABLIRy SIS
Native Hawalian or Other 3 (0.7%) 0 3(0.3%) Sliaiication - IELSeoe. (RS), B b 440 B9
Ll s IPi2 167 (38.0%) 167 (38.0%) 334 (38.0%)
White 236 (53.8%) 235(53.4%) 471 (536%) Plas 272(620%) 273 (620%) 545 (62.0%)
Unknown 100 (228%) 105(239%) 205 (23.3%) P at Screening (eCRF) " 439 . _—
Other 6(1.4%) 6(1.4%) 2 (1.4%) ' o 1(02%) 1(01%)
Emoicy L 49 40 678 2 165 (37.6%) 164 (37.3%) 329 (37.4%)
Hispanic or Latino 30 (6.8%) 18 (4.1%) 48 (5.5%) 3 156 (35.5%) 174 (39.5%) 330 (37 5%)
Not Hispanic or Latino 306 (69.7%) 317 (720%) 623 (70.9%) P se@IoH  76(173% 172 (19.6%)
Mot Stated 49(112%) 66 (15.0%) 115 (13.1%) g S5 ) i ) S
Unknown 54.(123%) 39 (8.9%) 93 (10.6%)
Stratification - Bulky Disease n 439 440 879 INHL Histologic Diagnosis n 439 440 879
(IXRS) (eCRF)
Absent 247(PES%)  24T(S61%) 404 (56-25%) DLECL, NOS,ABC, GCB 367 (83.6%) 373 (84.8%) 740 (84.2%)
Present 192 (437%)  193(43.9%) 385 (43.8%) HGBL, NOS, DHUTHL 50(114%) 43 (9.8%) 93 (10.6%)
Baseline Bulky Disease (CRF) n 438 440 878 Other Large B-cel 2 (5.0%) 24 (5 5%) 145 (5.2%)
No 244 (556%) 247 (56.1%) 491 (55.9%) 00 (Central Review) & i 5 S
Yes 195 (44.4%) 193 (43.9%) 388 (44.1%)
ABC 119(352%) 102 (30.9%)  221(33.1%)
Stratification - Geographic n 439 440 879
Region (IXRS) GCB 168 (49.7%) 184 (55.8%) 352 (52.7%)
Asia 90180%)  B1(18.4%) 160 (18.2%) Undlassified 51(15:1%) 44 (13.3%) 95 (14.2%)
Rest of World 59(134%) 57 (13.0%) 116 (13.2%) Double-Expressor Lymphoma 0 366 362 728
by IHC (Central Review)
Westem 301(686%) 302(686%) 603 (68.6%)
Europe/US/Canada/Ausiralia DEL 151(41.3%) 139(38.4%) 290 (39.8%)
Baseline LDH n 438 437 875
NON DEL 215(587%) 223 (61.6%) 438 (60.2%)
< XULN 154 (35.1%)  146(332%) 300 (34.1%)
Double/Triple-Hit Lymphoma n 334 33 665
> X ULN 284 (647%) 291(66.1%) 575 (65.4%) (Central Review)
Bone Marrow Involvementat — n 432 429 861 DHITH+ 19 (5.7%) 26 (7.9%) 45(6.8%)
Diagnosis
DHITH- 315(94.3%) 305(921%) 620 (93.2%)
Indeterminate 1(2.5%) 11 (25%) 22 (2.5%)
COO = cell-of-ongin; DEL = double-expressor lymphoma; DH =double-hit; ECOG Easlem Cooperative
Positive 72 (16.4%) 76 (17.3%) 148 (16.8%) Oncology Group; eCRF = electronic case report form; IHC = Y, IPI
Prognostic Index; xRS = interactive voice or Web-| based response system, LDH = Lactaie dehydrogenase;
Negative 349 (79.5%) 342 (T7.7%) 691 (78.6%) NHL = non-hedgkins lymphoma; TH = triple-hit; SD = standard deviation
No. of Exiranodal Sites n 439 440 879
0-1 226 (515%) 227 (516%) 453 (51.5%)
22 213(485%) 213 (484%) 426 (48.5%)
Time from Diagnosis fo Study n 437 436 873
Dose {days)
Mean (SD) 33.02(3574) 2999 (2146) 3151 (29.51)
Median 27.00 26.00 27.00
25th-75th 19.00-4100 1600-3750  17.00-39.00
Min - Max 10-6210  1.0-1950 10-8210

_52_



3
dap A 241/87971(27%)2] PES Abdeo]l MAygt & AldiE @ltkpola+R-CHP Fof ol A 1077
vs. R-CHOP Fof ol Al 13471). CCOD Al &, PFS & #2 713t Y72 polatR-CHP Fof 7o

A 24. 77H'é(m‘1‘]' 0~3471€), R-CHOP FofZoll A 247704891 0~377H&)ola F o EFlA
NE 5 F Ha 240 oA

_‘:_l‘

e o
fo

QR FEY BARS  ABA B FAY PECES)
ojFde X5A ¢k2 DLBCL 2l F polatR-CHPAlA ) ZF(R-CHOP) 13| TAIHSZ {93}
2 U¥RoR Sjul = NVPS 99 AIHA U WIARE SIAANGA HR: 073
[95% CL 0.57, 0.95]; &= 21 &9 p-#t=0.0177, &= «=0.05). ¥ Z3} &4 A= 3 &4
e} A PTHHR: 0.76[95% CI: 0.59, 0.98]; %= p-3£=0.0326).

Table 3 Results of the Primary Efficacy Endpoint for POLARIX Study (ITT

Population)
R-CHOP Pola+R-CHP
INV-Assessed Progression-Free Survival (PFS)
ITT population 439 440
Patients with event (%) 134 (30.5%) 107 (24.3%)
Stratified HR (95% CI) 0.73 (0.57, 0.95)
p-value (log-rank) 0.0177
Unstratified HR (95% ClI) 0.76 (0.59, 0.98)
p-value (log-rank) 0.0326
1-year (12 months) INV-PFS estimate
Patients remaining at risk 330 353
Event free rate (%) (95% CI) 79.77 (75.92, 83.61) 83.91 (80.43, 87.39)
Difference in event free rate (95% CI) 4.14 (-1.05, 9.32)
2-year (24 months) INV-PFS estimate
Patients remaining at risk 220 246
Event free rate (%) (95% ClI) 70.2 (65.8, 74.6%) 76.7 (72.7, 80.8%)
Difference in event free rate (95% CI) 6.50 (0.52, 12,49)
- ¥ RF PFS Abzlo] SlE BAE 13 WO R, PFS A Y@L o= PAE =aA o
S E- o] o)

Stk DLBCLol disl A& A2 £ 3 2470 ool tith=¢] PFS Aol @Ast= 3jd
2 dom d4E7] WEdl(Maurer et al, 2018), 21d PFS A HI &S X5 &3 ZHO =X PFS
=tz AAAo® ¢ 9udE Aow pEIALH

- KM =42 pola+tR-CHPell 2]stA] 524 5 oF 670 ol 257 AlAglen o83 e
AAE 4 FAHAL AL Gl oF 671d ] FEA KM 49 £Ele AR g5

il

0{

d

J

SOl dojdtt

PFS A tiRES F & EF 729 2@ oo A §lal, polatR-CHP ++2& R-CHOP 9
Hlal 113d(83.9%095% CI: 80.43, 87.39] vs. 79.8%[95% CI: 75.92, 83.61]), & 23(76.7 %[95% Cl: 72.65,
80.76] vs. 70.2 %[95% CI. 65.80, 74.61D°ll A& 8 73 &2} v]go] ¥ =Stk PFS FARA
FolA TFE A5 Folv 19 AIHM@14095% CL -1.05, 9.32DFH 29 A[H(6.5[95% Cl:
0.52,12.49D7+ 2] S 7 et

lﬂ +

_58_



Kaplan-Meier Plot of PFS (by INV), Intent-to-Treat Patients
Protocol: GO39942
100 | = Treatment Group
R-CHOP (N=439)
— = — - Pola+R-CHP (N=440)
S + Censored

80

60

Probability

R-CHOP

Median (85% CI) NE

i & £ Tmmméﬁ% ?2 e NE
- AT Bk FAY AEPF)] g WA= £4
- BE UAE BA Ade [TT JoolA A@Art B7Hek PFSe] dat &4 ZA#s}
pola+R-CHP x| =] 2] gt}
> PESoll Tt o AE T 7 AFo] YHFUN F=H4Y PR
o 33} HR: 0.75(95% CI: 0.58, 0.96).
> PESell i3l 718 x == o] gl NALTS ¥
o F I EFoA 10%, 30% F 50%7-A NALT WAl ¥ Al7ks &21d ¥ PFS:

= 10%
= 30%
= 50%

32l =3} HR: 0.73(95% CI: 0.57, 0.95)
el
el

<3} HR: 0.73(95% CI: 0.57, 0.95)
<3} HR: 0.73(95% CI: 0.57, 0.94)

o NALT 7§ Aol AQ& vixut S H7l2 FEAWE PFS
m =3} HR: 0.77(95% CI: 0.59, 1.0D
> PESoll o gt Agte HHF AEAZHRMST) £4(pola+R-CHP vs. R-CHOP)

o 1271¥
o 2471¥
o 3670€

D110 vs. 10970 (A= Aol = 0.2[95% CI: -0.1, 0.5)
: 20.670€ vs. 19670 (X = ZFo] = 1.0095% CIL: 0.1, 2.0D)
0 28470 vs. 2140 E(A & Abo] = 1.0095% ClL: -1.2, 3.1D. F3 &, PFS 8 AZ T

&% F RT 24790l Weel, 36709 RMST 244 ojn] 914 ik

- AFATLE Bk By AEPRS)] i@ ST £4

- A@AE BIFE PRS i@ AREAdE tsdol tid =4 glo] HFs, 4%
A B E AT o REe] 9]l A R-CHOP tiu] pola+R-CHP] PFS #9]4 &

Hog dAets AR TRV FEHJG. S o7 49 ¢ FAE 19

Fe A s EA] Gotok st oWl STl ME A m EFe] o] A o

.
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Forest Plot of Hazard Ratio for PFS (by INV) by Baseline Characteristics Subgroup (part 1),

Intent-to-Treat Patients
Protocol: GO39942
R-CHOP Pola+R-CHP
(N=438) (N=420)
Total Hazard S5% Wald Pola+R-CHP R-CHOP
Baseline Risk Factors n n 2 Year Rate n 2 Year Rate Ratia =] betier bester
T
All Patients. &7 439 .00 440 % 076 4059, 0.08)
[
Age Group
e= 5 444 219 7130 5 7788 074 {051, 1.07
65 435 20 68 L1 7538 078 {055, 1.10) N
Group [}
‘q'u &0 mn L5 71.85 140 7492 093 {658, t,a
60 608 308 &350 300 7787 bEs WD
Sex |
Make. & b 6587 28 7587 woa 1047, 081
Female 06 i 75.19 2 wnm ﬂ.ﬂ.hd T
Race !
Amencan (ndan or Alaska Natree 3 3 10000 1 NE NE INE |
Az 169 B 66.11 B 7404 064 ﬂmlilm
Bk or African Amencan 16 s 46,88 E] 10000 L NE) = >
Mative Hawasian or other Pacic Islander 3 3 10000 NE NE
White 4N ) 7203 s 7662 088 {062,135
Oehr 12 E 31 [ 66.67 036 007, 2.0
Unknown 205 100 71.69 105 TR en 042, 1.21)
ECOG
{*N] 757 3a3 naa 74 ThAZ 075 {056, 0.99)
141 75 Ba0a &% 6724 081 (048, 1.43)
Stratification - (P score (RE)
P12 14 167 THAE 167 2 asa {053, 1.56
Lok L 545 m 65.12 Fr] 7516 o067 1049 09
Stratification - Bulky Disease (xRS}
Adsert 494 247 10.68 247 8268 255 4038,
Presen 385 1 EL68 6203 103 0721
Stratification - Geographic Region (1xRS)
Asia 160 bed 6555 81 7424 0.62 1035, 1.10)
‘Western EvropeilUSACanada/Ausiralia 601 m 7193 302 7857 076 {055, 1.05)
Fest of workd 1HE L] 6725 57 7080 s 10043, 1.52)
W00 100

Unstratified hazard ratio is displayed.

CCOD: 28JUN2021 Data Extract Date: 02AUG2021
Program: roctclinical_studies/R0OS541077/CDPT7884/G039342/data_analysisPRIMARY_CSRiprodiprogramig_ef_fp sas
Outpur rooticlinical_studies/RO5S41077/CDPTT884G039942/data_analysisPRIMARY_CSR/prodioututiy_ef fp_PFS_PART1_IT_28JUN2021_39842 pdf 10AUG2021 6:45

R-CHOP Pola+R-CHP
(N=439) (N=440)
Total Hazard 95% Wald PolasR-CHP  R-CHOP
Baseline Risk Factors n n 2 Year Rate n 2 Year Rate Ratio (4] battar  beter
Al Patients 873 439 7020 440 7671 076 (059,038 HiH
|
Ann Arbor Stage |
L %9 52 B5.46 47 8913 062 021, 184) P
il 232 108 7362 124 8073 076 (0.45, 129 i
Y 543 279 E614 269 7255 078 10,58, 1.08) |—F—
12 30 165 7940 165 7853 109 069, 173) H——
3 EETR 6838 174 81.30 056 037 087 —a—
45 213 118 s886 101 6596 079 051,122 a1
I
WB“.\Y Disease 1T i
; 388 195 6960 193 6302 73, 1.4 (—l—|
No a1 44 075 247 8268 055 038 080 -
Baseline LDH !
e= 1nULN 00 154 7564 146 7893 081 {051, 130) -
= 1ULN 575 284 6719 29 7538 073 (0,54, 1.00) n—II—i
Bone marrow involvement |
Positive 148 72 50,67 76 7095 069 0.40, 1.1% H
Nagatie 691 349 7323 42 7800 082 051,110/ :;4
inate 2 1 5195 5] 70.00 044 1018y ————— /11
No. of extranodal sites !
01 453 2% 7447 227 8023 078 053,11 —i
»=2 &£ m B577 213 7295 074 (052 1.04) r—-ll-—
NHL Subtype (eCRF} l
DLBCL NOS, ABC, GCB 740 367 7086 373 7730 075 057,099 HilH
HGBL, NGS, DHUTHL | S0 6270 43 8120 048 021,108 s
Other Large B-call 45 2 76.13 24 58.40 193 (0.66, 5.64) = f——t————d
I
I
I
110 ne 1 3 10

FFQ ol% FEA WANS  HEA ofol Y AFATL WA TAR PEINV-EFSe)
- EFSqrt TASMAARE W QWAL AR, NE 9B F AE AT FYA AW, == F
£4 ol Sl NALT A& Az Sa7x 29 Ao Aoldth Foi8 98 F A
o AYH PANARE DAY AGA wet HEHUL 4D ARE PAHANEE NALTZ

Foit2 &A= EFSer 24 oA FAAHA &%
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- R-CHOP & #-#30.3%)= pola+R-CHP (22.5%)° Hls] B =2 H| &2 NALTE F oIS T(NALT
section #=).

- CCOD Al&ell, pola+R-CHP T A} 1129(25.5%), ¥ R-CHOP T #A} 138 (31.4%)A EFS A4
o] Rt ol WIH T EFSyol AHde BAASE fFoFlom A@ArE Hrigk PFSY It #
7ba g Aol vl YA P pola+R-CHPY 9743 #<4-& R-CHOP9} wlnlste] Hubstgtt.

EFSetr Abd 9192 pola+R-CHP oAl R-CHOP ol w3 25%7tA] SAH o2 o 7H4a7F &
2= A S8+ HR: 0.75[95% CI: 0.58, 0.96], <

v

of]

p-7t = 0.0244, %= ¢ =0.05).

- EFSett 8 A T2 CCOD Al o= X5 HaiAE S48 AS=E IHEA LUt
pola+R-CHP %] &= R-CHOPoll H&) zzF 1dA(82.5% vs. 78.7%) 2 2A(75.6% vs. 69.4%)%] 4= &
FARA 82} vlgo] o w9kt EFSeroll thdk KM 3442 pola+R-CHPOl frelstAl F2H9jujd &
ok o7l doll B E7] AFgon o]y EEle A 7T ¢ FAFHAG

)\

Kaplan-Meier Plot of EFS-efficacy (by INV), Intent-to-Treat Patients
Protocol: GO39942

100 - += Treatment Group
R-CHOP {N=439)

— - — - Pola+R-CHP (N=440)
F o * Censored
80

60

Probability

R-CHOP

20 Median (95% CI) NE
Pola+R-CHP
Median (95% Cly 333 (33.3.NE)
p-value (log-rank) 00244
HR (85% CI) 0.75 (0.58. 0.96)

0 ] 12 18 24 30 36 42

Time {months)

R-CHOP 439 386 327 294 218 78 3 NE
Pola+R-CHFP 440 402 348 323 243 78 NE NE
2

A2 g ZE NEWNALD
%

- NALT= Alg X8 g8 Fo FodE = dda, AR A5 2 "4 axjo] 238 4 AAUh
NALT= #4138 A8 JAY =& flojx Fort 385Uk

- Pola+tR-CHP %<& A] 7lAd® PFS ¥ EFSS] F7} dF2 & XNs8H AR olofAH o]
NALTol thd AoA AF5HAth 13 o4 NALTES Fo we Ax &z 4= R-CHOP &

(30.3%)°] pola+R-CHP #(22.5%)0] Hla] © Egrom, © =& 2o @A PFS Aol 9
A7 AR}t v, Fo® A NALT X2 34 R-CHOP w(290)°] pola+R-CHP (179)
of Wla) o gkeh @A @M 419 [93%) vs. 579 [13%), B4 2757 [17.0%] vs 103
9 [23.5%), ZREAE o]42(3.9% vs 7.1%) P 7lviet & F§A ML X R(CAR-TH2.0% Vs
3.6%)5 T W& 747te] #x} == R-CHOP ©] pola+R-CHP ol wl&) © E3io).

- NALTZ Fojite 84 % tjohsr} PFS AHZ o] Fo NALTE Fojwrgich.

R-CHOP <ol A 8¢} 847k NALT® polag Fof wgter(d5o2 ®= W83t polatR-CHP

ol A= NALTE polas Fof wre d27) Qi

[‘

- F8 oA 84 W/PAF - 9 F8 A BICR %7} ¢4 H¥-3(CR) #AYEPET-CT &%h
- A5 T8 AlAd PET-CTZ BICRe] #H7}sk CR Bl&2 F & EF ERSH(78.0%[95%Cl: 73.79,
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81.74] vs. 74.0%[95% CI. 69.66, 78.07], Z}ol&= FAZHOZ Fo8tA UAIT, pola+R-CHP 2] 57}
R-CHOP x| &o] Hl3] $xoz SLYPTHAZ =}o]: 3.92[95% CL -1.89, 9.70], &= p-7t=0.1557, &
= o= 0.0D.

- F8 ol FEA HUMHS - AA AE

-0S AR MEE T F 2% 9skth polatR-CHP o4& % 5371(12.0%)9] A% o] R
A3, R-CHOP TollAE 5771(13.0%)¢ Aol Rugdd. F & 25 uj$ He Aoz, OS
A= 0S F3F &4 Al oA mgAgold o TAA foldel tiste] Abdol HAHE A
S =34 &htiE3 HR: 0.94[95% CL 0.65, 1.37]; %= 271 9 p-3 = 0.7524, %= ¢« 7

Al = 0.002). 0S¢ HF3 42 F3F £43% vl AAE UEdoh polatR-CHP + %

R-CHOP ol thdk OS Ald Axbe= Zh2h 1dell 92.2% 2 94.6%5 L, 210l 88.7% 2 88.6% A Th.

Kaplan-Meier Plot of OS, Intent-to-Treat Patients
Protocol: GO39942

100 *_“1"‘"“"-—-.—;,_,
80
60
2
8
o
40
R-CHOP
20 Median (85% CI) NE
Pola+R-CHP Treatment Group
Median (95% C1) NE R-CHOP (N=439)
p-value (log-rank) 0.7524 — - — - Pola+R-CHP (N=440)
HR (35% Cl) 054 (0.65,1.37) + Censored
o 6 12 18 24 30 36 42
Time (months)
R-CHOP 439 414 401 376 355 132 20 1

423 397 384 362 140 15 1

AGOMN e analysefRIMARY
GOt sl PRIMARY CSR

- A AEY] AR 4

RMST 4R 2T thze 1t FARD A& AIRE Bl ztehs AA@vlel i A5 a3te] o
A Z8& AFstz] 98] 0Sell thal 3 = At polatR-CHP X &9} R-CHOP A& Ztoll RMST =t
ol 1270 -0.171€(95% CI: -0.3, 0.1), 2478l -0.271€(95% CI -0.8, 0.4), 3671<L| -0.171<
95% CI -1.2, 1.D= #ZHJY. Fuz L5 AL FALE TI%2 2827149 0-43714)

2, 3671 RMST F4 A< vl ot
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12 months

(11.4, 1.

24 _months

36 months

(32..1,

- A AATE B ¢ 9E3HCR) A EPET-CTY &%

- A8 FE A, AEAVE BIRgE CR HlEL polatR-CHP T4l 75.0%(95% CI: 70.68, 78.98) ¥
R-CHOP ol A4 72.2%(95% CI: 67.76, 76.35)At}. Pola+R-CHP Fo+3 R-CHOP o ol Alg
Z}7F @ 7kgk CR B E Abol= 2.79 (95% Cl: -3.20, 8.75)°] %A t.

- Al@A7E B74eE CR W& BICR7F B74eE CR W& w9 L X](88.7%) 3T

Summary of Concordance between INV and BICR EOT by PET-CT Complete Response Status, Intent—to-Treat

Patients
Protocol: G039942

R-CHOP Polat+R-CHP Total

(N=439) (N=440) (N=879)
Number of patients evaluable for concordance 422 422 844
CR Concordance
Concordance 374 (BB.6%) 375 (88.9%) 749 (88.7%)
CR per investigator and CR per BICR 297 (79.4%) 313 (B3.5%) 610 (81.4%)
No CR per investigator and no CR per BICR 77 (20.6%) 62 (16.5%) 139 (18.6%)
CR Discordance
Discordance 48 (11.4%) 47 (11.1%) 95 (11.3%)
CR per investigator and no CR per BICR 20 (41.7%) 17 (36.2%) 37 (38.9%)
No CR per investigator and CR per BICR 28 (58.3%) 30 (63.8%) 58 (61.1%)

CCOD: Z8JUNZUZT Data Extract Date: U0ZAUGZ0ZT

- ARA WSE

A 28 A, 5 # 2% A¥As B7be ORR(E, (R Fi PR E23 84 0o Egon
(84.5%[95% CI. 80.82, 87.79] vs. 80.9%[95% CI. 76.87, 84.44]), pola+R-CHP  3¥x}7} R-CHOP T
sajol Ws) ORR 2wl o F& wheo] S2algrhx 2 o)=368%95% Cl -149, 8.84)).

- AEA7L W7H8 ORRT fA1el7] BICR] %7Heh ORRel £2d BAe] ml&e 5 ZolA Egke
™ (85.5%[95% CI: 81.81, 88.61] vs. 83.8%[95% CI. 80.04, 87.15D), & T3t X & =}ol= 1.63%(95%
Cl: -3.32, 6.57)°] 31 t}.
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Sective Response Rate by PET-CT (by INV), Intent-to-Treat reatment Objective Response Rate by PET-CT (by BICR), Intent-to-Treat

R-CHOP Pola+R-CHP R-CHOP L 24R-
(N=439) (N=440) (=439) (N=2440)

- HA AA W E

- A@A7 H7ke BOR(F, Ald % CR == PRY HA wk$)S polatR-CHP 1(95.9%[95% CI:
93.61, 97.56) % R-CHOP *(94.1%[95% CI: 91.44, 96.10) =S4 <& WS EF Vel AE
A7y Bz A2 wks CRE pola+R-CHP  #(86.6%[95% CI: 83.05, 89.63) % R-CHOP <+
(82.7%[95% CI: 78.82, 86.11]) =% =gkth.

- A@A7E B7kg w¥-3-71ZHDOR)

- DORS =5 AlgA7F #7igh, CR =& PRE BORO] & $xto] k9ol diste] FAste
4 WHS(CR == PR Hx HAYRE 2, Ad, =& ZE 49 A%d7iA 2d Azt
2 Aolx ot DOR ¥ 7}o| & pola+R-CHP i+ 34} 4229 3} R-CHOP i 3+4} 4139 o] Z 3=
t}. o]# 3 WS AE F, polatR-CHP &+ $4 949(22.3%) 2 R-CHOP + ¥} 116%(28.1%)l Al
AW A = Aol Atk CR =& PR =23 @A4ol A, pola+tR-CHP 2] &+ R-CHOP %
Fol Ha] Ay == AL APE 26%7HA FAAZHTHE3 HR: 0.74[95% CI: 0.56, 0.98]). DOR
o A} pola+tR-CHP X]&¢] R-CHOP X5 thul &g 4d(favorability)> + X 57 BEF HH-EE°] &
k2=, polatR-CHP #ol A a5 wkgo] ] 28 A&HASFS AASTH

s
=

o
o
A

MAuE =
- DORo|| th3t 7}= mlo]o] F4-8 pola+R-CHP ol fElatAl A WA w3 5 of 571 £
=7l AARoH, A ZE T E88 ZHE #FA AT polatR-CHP ++ 2 R-CHOP <ol df
gt DOR A1 A= 3 HA vbg & Z42F 1do) 83.8% % 78.2%F 3 2ol 75.7% 2 71.7%%RA
=

- A@ATE Brteg A A E(DFS)

- DFS& CR ®¥hgo] A& AollA Hri=ion, 25 Agart %71g, CRE BORe] & 249
kel tiste] EAstE CRO H&x DALRH AL v Be Ao ARI7A A9 Ate
2 Aolx gtk CCOD A&, polatR-CHP oAl CRo| =239 2=} 62%(16.3%)37 R-CHOP +
oA CRoll ==2FA 2 79%5(21.8%)olAl DFS Aol 9Ugdth CRoll =2 WA Skxjol A,
pola+R-CHP * &+ R-CHOP =& HI3] 30%7+A & == A 98-S ZAAATHESE HR:
0.70[95% CI: 0.50, 0.98)).

polatR-CHP % R-CHOP o W& DFS A A¥+= H=x= CR ¥ 247F 1def 90.1% % 83.4%
R, 2ol 81.8% L 77.4%%A T} DFSol A pola+R-CHP ¢ R-CHOP # thH] 2] A (favorability)
& T XN87 EF CRo] H3%Lo%, polatR-CHP oA &8 Ae7l o 28 ALHASS A
Abghet.
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Al d A7 3 71s DORS] KM plot AlgA7} H71e DFSe] KM plot

Kaplan-Meier Plot of DOR (by INV), intent-to-Treat Patients Kaplan-Meier Plot of DFS (by INV), Intent-to-Treat Patients
Protocol: GO39942 Protocol: GO39942

350 306 272 12
367 337 301 18 RCHOP 363 326 282 28 % s NE NE
o Pola+R-CHP 381 342 322 266 106 2 NE NE

- NEATE Bk B9 WA -‘? 24704l 73 YEPFS 24
- 293 AgA7E Bk PFS #4 X & polatR-CHPE Fol whe #xo|A] 76.7%(95% Cl: 72.65,

> O E g ZEoA 791 o2 9gugd+= MAEORTC QLQ-C30 A= Hy HA =298 S 43

80.76)%1 o= ©o]o] H]3] R-CHOPE Fof e Sato A= 70.2%(95% CI: 65.80, 74.6DRATHA = =}
o] = 6.5%[95% CI: 0.52, 12.5).

- ARA HAAR B AEEFSD)

- EFSa& EFSeot th2w, F29ui 8 d 2 7E] A@A7E Brisk AW A8/ A48, A, ow sk o]
2E NALT Az Hz 2471x AaAztes A=tk pola+tR+CHPT(22.5%)0  H] 8l
R-CHOP*(30.3%)91 Al =& Hl-&2] $x7} NALTE 9ttt

- EFSa A3+ EFSerr 238} LA gt} CCOD Al A ol pola+R-CHP< ol 4 13378(30.2%), R-CHOP< <l

A1 16578 (37.6%)°] EFSa AFelZ7F AATH EFSyé 53 HR-S 0.73(95% CI: 0.58, 0.92)°] Lt

3R A}
- A B4
> AA 7% 0 A

| 715 A YA Z ou e NAHEORTC QLQ-C30 AA7E Ay Ha =7
A ZF7hE 7 3?} %P + pola+tR-CHP oA 42.4%(95% Cl: 37.56, 47.30)°] 2131 R-CHOP+* | A
39.6%(95% Cl: 34.81, 44.41°1A k. A7 Aol 2.81[95% Cl: -4.06, 9.64]°] AT}

o

g+ A= pola+R-CHP o] R-CHOP ol Hls] o 9kth74.8%[95% CI: 70.34, 78.93] vs.
62.8%[63.47, 72.68]), x| & =}o] 6.61[95% CI: 0.28, 12.88])°] A Th.

> JEF A Hxd FelA ddFH R ogE e NAAFACT-Lym LymS & =3d S7H= A
ogF)S AFT A & =% O13'%(pola+R -CHP: 82.3%[95% CI: 78.30, 85.88] vs. R-CHOP:
81.3%[95% CI: 77.20, 84.96]) A= Ztoll MI=ATHA T ztol= 1.01[95% Cl: -4.43, 6.45)).

- A AR A B

> AAZE - AATSAA dFHeRE ou e ASHEORTC QLQ-C30 AlA7ls e HA =10
A 7Aa)e A A= polatR-CHP ol Al 1839(41.6%), R-CHOPol Al 18778(42.6%)°] 1T
AMA 7159 oF3t @A o bl Aole #EEHA FUTHZ3 HR: 0.97095% CI: 0.79, 1.19D.
> W2 92 HFolA gz w9 obs(EORTC QLQ-C30 A% A H4A =104
of whe gap(etEzlA] A™ AIZHTTID] F943k: 3.071€)7) pola+C CHPEZ

Fo wre BNTTD FY3k: 6.771)Rg o @] @3tk pola+R-CHP ¢+ &4 F 2239

(50.7%)% R-CHOP i ##} 2309(52.4%)°] Uddxoz guges I35 AFFAHE3 HR:
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0.94[95% CI: 0.78, 1.13).

» FxZE FA : polatR-CHP &+ $2+ % 148%(33.6%) Z R-CHOP & ¥4 1384 (31.4%)S HZF
SoNA AR ouQlE ofshuo] gkl tiv] =3F A7 AT AEZF HF os)
oA T 7ol xpol= FAE R orrHE3F HR: 1.0300.81, 1.30)).

> a3 HeolA dAFo® ou e 93t polarR+CHPT ol Al 749(16.8%) 2 R-CHOP#
ol A 73%H(16.6%)°1 AATE. LD AT ofsto] APNA o ol Aole AFHA FUTHZ I
HR: 0.94[0.68, 1.30D.

> AFE A AF DA AFdA dFFo R gudE o3 r} polatR+CHP ol A 1617(36.6%) 2

R-CHOP<oll Al 1619 (36.7%)°] AATH AT A Ha obste] oA o+ ol Aole #EE

2] erskth(Z3} HR: 0.97(0.78, 1.20D.

OFZt W3k ¢ okt WSk HoA AdHoE ou = 948Ut pola+R+CHPT ol A 1019H(23.0%) 2

R-CHOP#oll Al 11978(27.1%)°] 11T} pola+R-CHP X &+ R-CHOPol| H|&] 22%7}A] okzt w3k

Ao ozt 938& FAAFHTHSEE HR: 0.78(0.60, 1.02]).

- NERHE 4
> A5 F, polatR-CHP o4l R-CHOP <ol Bl WHule] gk Arjst A4 sldo] HE= Aok

ol~gtel thr] Hi W3l W -49 ~ -7.6 vs. -1.1 ~ -5.3). pola+tR-CHP 4] R-CHOP -9l
H] 3 ﬁum AAL Ao F7E7F 25 7)(H o] =8kl el WSl W+ 6.3 vs. -0.02)0] #EE YA
o ool% Hye AT ol gl giv] H Wt H9: 1.2 ~ 1.6 vs. -0.6 ~ 0.1). &4

v

T O# et wol2kelel vl wgko v #SE]: 8.4[0.916] vs. 6.200.722) A8 % o]
= BEA gt 2akel vl BE Ws W 17 ~ 17 vs. 0.1 ~ 1.2, #2H mE 2

e AE $45E JHFATH

- FACT/IGOG-NTX Zx Al73dH 3% H|&

> T T2 Ho] gkl B F£Fo Uz /\175“*1%% BAG o] 2240 HH#SEL 39.8[0.221] vs.
39.5[0.248). BEA Hav 0FH 447bA 0, A7t 555 932 59 T2 AAHIFTE U
it R-CHOP + #4571, wo] =gkl ﬂw W3l @, polatR-CHP: -0.5 vs. R-CHOP:
-1.5)= pola+R-CHP # AH6F7]; -2.0 vs. -2.9HTt T2 AAHZo Z712 o 48 433
ok =3 4F7) O]—r Aol polatR-CHP(Hl o] ~2}Ql vl B+ st ®H9: -1.0~-2.7Eth
R-CHOP(-2.2~-3.5)¢] A& F TZx AAWFTAA o & S7HS, B+ AT o & s B
At

- AAEA A EH

- wWlo]~gkQl £A DLBCL o}&(F%olA AAE COO, BCL2 ¥ MYCIDELIY i3] FolA HAE
Wz 3518 2 MYC, BCL2 ¥ BCL6[DHL/THL]S] zjnj<del sl FdolA HAME FISH(E %54
HIR)E kelTolA F3EA ke A @A7E HIESE PESe &A1 o] FP AT

- pola+tR-CHP A&+ O Wty oz duses 19¥ 34 397 5 45 A4 R-CHOPET}
FAO R ¥ w2 PFSE YWt

> ABC-DLBCL 3&}e 7%, 29 Al@A7F B7igk PES #®]&-2 polatR-CHP i+ 83.9% vs.
R-CHOP * 58.8% % tHHR: 0.35[95% CI: 0.21, 0.60)).

> DEL 39l A%, 239 A A7 H71gk PES vl-&2 pola+R-CHP i+ 75.5% vs. R-CHOP
63.1% S THHR: 0.64[95% CI. 0.42, 0.97D.

- DH+/TH+ 3&}917*(pola+R-CHP: 267, R-CHOP: 199)¢] 22} 9 DH/TH+ st oA &<l= PFS
A& o9l HIHE 7)ol vUF Ao
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Forest Plot of Hazard Ratio for PFS (by INV) by Biomarker Subgroup, Intent-to-Treat Patients
Protocol: GO39942

R-CHOP Pola+R-CHP
(N=439) (N=440)
Total Hazard 95%Wald  Pola+R-CHP R-CHOP
Biomarker Risk Factors n n 2 Year Rate n 2 Year Rate Ratio Cl befter befter
All Patients 879 439 7020 440 7671 076 (0.59,0.98)
I
Cell of Origin l
GCB 352 168 7691 184 75.14  1.02_ (0.68,1.54)
ABC 221 119 5884 102 8390 035 (0.21,060) B
Unclassified 95 51 8623 44 7296 185 (075 452) H-a—
Unknown 211 1 6431 110 7375 072 (044.120) i
]
Double Expressor by IHC |
DEL 200 151 6305 139 7553 (064 (042.097) HIH
Non DEL 438 215 7568 223 7768 087 (059 1.26) Iﬂ‘{
Unknown 151 73 6983 78 7596 077 (0.41,145) .
Double Triple Hit Lymphoma l
DHITH+ 45 19 8889 26 69.02 381 (0.82,17.64) ——
DHITH- 620 315 7028 305 7676 073 (0.54,0099) :
Unknown 214 105 6643 109 7845 063 (0.37.1.086)
I
I
]
]
]
I
l
11100 1 100

Unstratified hazard ratio is displayed

Hay Az

T
s

Pola+R-CHP ®+& R-CHOPS T2 3z ditkre Algd &30 st ar]s Fowgprt Hut
Hog Z+ FoA AY xBE 27| ZU3

@43 #A= Hlem, polatR-CHP FolToll A $Ake]
93.6%(407/435%) 2 R-CHOP F-of 7ol A 06%(397/43 87 Ha 65718 A e Fowgton

pola+R-CHP F-of ol A 89.2%(388/43578) %!
o YEATFE Folwgieh
Al §% ZERDDE Folwe AA §¥e AN AA £
WA A28 4Rd. A5

NG FAAAL BERE 7
T4 2ol Ths) >99.8%S] k.

R-CHOP Fof-oll A 86.3%(378/438%)+= EF 857

pola+tR-CHP oA polae] A& H & 635 EF FALE a4 F(EE &9 polag Fort
2 A F 91.7%[n=435))= R-CHOP TolA RHl=ag|x®el AfE &5F 635 =F Foguke 3

2k
F(RE &7 WIS Foure a2t F 88.5%[n=436)° Hla} © H%tth pola+rR-CHP
oA A7} Fokre polad] HH(SD) v& &S 7745 mg228.9 mgel Utk R-CHOP <*of A
3z7E Fojuke Mg 28l FFHSD) 3 &S 11.2 mg2.1 mg)ol At
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Table 9 Summary of Study Drug Exposure (SE Population)

R-CHOP Pola+R-CHP
(N=438) (N=435)
RTX cyc DOX VIN PRED | Pola RTX cyc DOX PRED
Treatment Duration (months)
n 438 436 436 436 438 435 435 435 435 435
Mean (SD) 4.6(1.2) 3.4 (0.7) 3.4 (0.7) 3.4 (0.7) 3.5(0.7) 3.4 (0.6) 4.7 (0.9) 3.5(0.6) 3.5(0.6) 3.6 (0.6)
Median 4.9 3.5 35 35 36 3.5 4.9 35 3.5 36
Min-Max 0-11 0-8 0-8 0-8 0-6 0-5 0-8 0-5 0-5 0-5
Number of cycles
n 438 436 436 436 438 435 435 435 435 435
Mean (SD) 7.4 (1.6) 5.7 (1.0) 5.7 (1.0) 5.7 (1.0) 5.7 (1.0) 5.8 (0.8) 7.6(1.3) 5.8 (0.8) 5.8 (0.8) 5.8 (0.8)
Median 8.0 6.0 6.0 6.0 6.0 6.0 8.0 6.0 6.0 6.0
Min-Max 1-8 1-6 1-6 1-6 1-6 1-6 1-8 1-86 1-8 1-6
1-5 42(9.6%) 39(8.9%) 39(8.9%) 50(11.5%) 45(10.3%) | 36(8.3%) 31 (7.1%) 29 (6.7%) 29 (6.7%) 29 (6.7%)
8 14 (3.2%) 397 (91.1%) 397 (91.1%) 386 (88.5%) 393 (89.7%) 399 (91.7%) 7 (1.6%) 406 (93.3%) 406 (93.3%) 406 (93.3%)
7 4 (0.9%) - - - - - 9 (2.1%) - - -
8 378 (86.3%) - - - - - 388 (89.2%) - - -
Relative Dose Intensity (%)
n 435 433 433 436 438 432 431 431 431 435
Mean (SD) 99.1(2.7) 986(3.9) 98.7(4.1) 98.5 (5.0) 98.4 (8.3) 98.1(5.2) 99.0 (3.3) 98.5(3.9) 98.5(4.0) 98.4 (7.7)
Median 100.0 100.0 100.0 100.0 100.0 99.8 100.0 100.0 100.0 100.0
Min—Max 84 - 108 65 - 109 64 - 109 63-103 20-123 64 - 111 64-116 64 - 108 65 - 108 26-127
Total cumulative dose (mg)
n 438 436 436 436 438 435 435 435 435 435
Mean (SD) 51281 7864.6 524.7 1.2 2817.4 774.5 5247.3 79836 532.4 28646
(1284.7) (1717.9) (115.2) (2.1) (539.2) (228.9) (1141.1) (1544.1) (103.0) (447.7)
Median 5329.0 8042.1 540.0 12.0 3000.0 762.0 5380.0 8150.0 540.0 3000.0
Min-Max 570-9452 750-14185 66-948 2-12 100-3700 | 102-2125 600-9318 1200-14198 80-947 500 - 3800

CYC=cyclophosphamide: DOX=doxorubicin; Pola=Polatuzumab vedotin; PRED=prednisone; RTX=rituximab; VIN=vincristine.

Source: t_ex_SE_28JUN2021_39942

- EFHA

Ha 1 F719A4 79 23 X5 A Ao] polatR-CHPT Al A 10.1%(44%), R-CHOP<oll A 8.4%(37)

7} A AT} pola+tR-CHPToll A AEZ Q13 polao] &#FS ek 4] H]&o] R-CHOPolA AE

2 e vlag e &5 7Ed 44 H
pola+R-CHPZ 2.t} R-CHOPT oA AEZ
(pola+R-CHP 3.2% vs. R-CHOP 3.9%), A&
AEZ <Ql3f &% e Ao nHlee F
% 3kt

1 &1t Bkai(pola+R-CHP 6.9% vs. R-CHOP 11.6%),
|

AgH ol W] IASHATE HAFHA
23z 23 =(pola+R-CHP 3.0% vs. R-CHOP 3.9%)2]
oA FARSEA T EEATY SR EFS FEHA
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Table 11 Summary of Pola and Vincristine Planned Dose Reduction due to
AE by Cycle (SE Population)

s
2

X8R e DLBCL #Abol 4 R-CHPS} W83
2] 7}53t9 T} Pola+R-CHP 2¥e] ¢bdA =z ge R-CHOPS} Hl<:
(MY 2 9 71A A& AT M2 G Avie] FH
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R-CHOP PolatR-CHP
(N=438) {(N=435)
Overall
43¢ 435 871
patients with plannsd dose 51 (11.6%) 30 (6.9%) 81 (9.3%)
1 due to AE
435 433 870
patients with planned dose 1 ( 0.2%) 2 (0.5%) 3 (0.3%)
n due to AE
N 425 428 857
Number of patients with plannsd ¢ 6 ( 1.4%) 4 (0.9%) 10 (1.1%)
4139 425 543
patients with plannsd c 10 ( 2.3%) 3 {0.7%) 12 (1.5%)
y due to AE
410 474 534
patients with plannsd dose 15 ( 3.4%) 5 (1.1%) 20 (2.3%)
1 due to AE
400 410 g10
patients with planned dose 13 ( 3.0%) 10 (2.3%) 23 (2.6%)
n dus to AR
Cycle €
N 386 400 786
Number of patients with plannsd dose 18 ( 4.1%) 13 (3.0%) 31 (3.€%)
reduction dus to AR
[e)
Llecs
1= I A [ e = [e)
24 A, Y BE Ths Jee Al AR ¥
pola+tR-CHP Fof 7ol 4359 3 R-CHOP Fof<oll 438w o] it

pola® WIAZE ek

3
39

f >.&

13] o)/ Fofuk 87392



Overall RE Profile, Safety-Evaluable Patisnts
Frotocol: GO3994Z2

E-CHOP FPola+E-CHP
(N=438) (N=435)
Total number of patients with at least ons AE 431 (98.4%) 426 (97.9%)
Total number of AEs 5189 5470
Total number of patients with at least ons
Grade 5 AE 10 G 25%) 12 { 2.0%)
Grade 3-5 AE 262 (59.8%) 264 (60.7%)
Serious AE 134 (30.6%) 148 (34.0%)
Seriocus Related AE to any study drug 86 {18.6%) 112 (25.7%)
AFE leading to study discontinuation 10 ( 2.3%) 12 ( 23.0%)
2E leading to any study treatment dose discontinuation 29 | 6.6%) 21 { 8.2%)
AE leading to any study treatment dose reduction 57 (12.0%) 40 ( 9.2%)
AE l=sading to any study treatment dose interruption 111 {25.3%) 103 (23.7%)
AR 1: i polatuzumab vedotin/placebo discontinuation 22 (' 5.0%) 19 ( 4.4%)
LE o polatuzumab vedotin/placebo doss reduction 5 (10.3%) 24 { 5.5%)
AR polatuzumab vedotin/placebo dose interruption 62 (14.2%) 6l (14.0%)
AE leading to vincristine/placebo discontinuation 22 { 5.0%) 19 ( 4.4%)
AE leading to vincristine/placebo dose reduction 45 (10.3%) 24 ( 5.5%)
LE lesading to vincristine/placebo dose interruption 60 (13.7%) 60 (13.8%)

Investigator text for BEs encoded using MedDRA version 24.0. Percentages are based on N 1in the
column headings. Multiple occurrences of the same AF in one individual are counted only once except
for "Total number of AEs" row in which multiple occurrences of the same AE are counted separately.
Includes treatment-emergent AEs during AE reporting period only, which is defined as nsw or
worsening AR from the first dose of any study drug through 90 days after the last dose of any study
drug or prior to NALT, whichever is sarlier.

CCOD: 2BJUNZ2021 Data Extract Date: 02ZAUGZ0Z21

- QREY AEE FUEA &ty BE 539 AE ¥ E-S pola+R-CHP (97.9%)3 R-CHOP
(98.4%)°] W=t
- 2t A5 7(pola+tR-CHP % R-CHOP)ol A &2 = 20%7} Rsk AE= th3 2k
> QA141.6% H 36.8%), TFT HAaS(30.8% T 32.6%), WHI(28.7% H 29.0%), WH(@28.7% %L
26.0%), T Z(25.7% & 26.5%), AAH30.8% L 20.1%), ©E(24.4% Z 24.0%), Tz A A Z(24.1%
9 226%), ¥ Tx 72t AAEWF(19.5% 2 21.5%)
-UE SPDEE 7 £33 AE(Z FolA A9 = 10%)
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summary of Adverse Events with an Incidence Rate of at Least 10% by Preferrsd Texm, Safety-
Evaluable Patients
Protocol: GO359472

R-CHOP Pola+R—CHP
MedDRA Preferred Term (1 38) (N=435)
Nausea 161 (36.8%) 181 (41.6%)
Neutropsnia 143 (32.6%) 134 (30.8%)
Constipation 127 (29.0%) 125 (28.7%)
Bnaemia 114 (26.0%) 125 (28.7%)
Fatigus 116 (26.5%) 112 (25.7%)
Diarrhosa 88 (20.1%) 134 (30.8%)
Rlopecia 105 (24.0%) 106 (24.4%)
Neuropat! 89 (22.6%) 105 (24.1%)
i ~opathy 94 (21.5%) BS (19.3%)
62 (14.2%) 71 (1€.3%)
63 (14.4%) 65 (14.9%)
55 (1Z.6%) 68 (15.6%)
he 57 (33 U%) 56 {12.9%)
Cough 533 (12.1%) 56 (12.9%)
Weight decreased 52 (11:9%) 55 (12.8%)
Asthenia 53 (12:15%) 53 (12:2%)
Dysgeusia 57 (13.0%) 49 (11.3%)
Febrile neutropenia 35 B.0%) 62 (14.3%)
Back pain 48 (11.0%) 41 ( 9.4%)
Dyspnoea 36 ( 8.2%) 48 (11.0%)
Investigator text for AEs encoded using MedDFA version 24.0. Percentages are based o

"IJNH hcauldac For frequency counts by prefer Lcd te?m multlpl'
= dividual are counted only once. i -
»nly, which is defined as new
days after the last dose of dﬁy Jtudy drug or prior tc NALT,
sver is ealll—

CCoD: Z8JUN2021 Data Extract Date: (2AUG20Z21

- polatR-CHP# R-CHP Ztoll PTHEE =5% AE WA E ztol7t e AEE HAK30.8% vs. 20.1%)<k
A ST T 45 14.3% vs. 8.0%)°] AT

FTTEA wE o)k
Table 32 Summary of Adverse Events by Highest CTCAE Grade (SE

Population)
NCI CTCAE Grade
Total 1 2 3 4 5
pola+R-CHP (n = 435) 426 24 138 125 126 13
Patients with at least 1 AE (97.9%) | (5.5%) (31.7%) (28.7%) (29.0%) (3.0%)
R-CHOP (n =438) 431 41 128 113 139 10
Patients with at least 1 AE (98.4%) | (94%) (29.2%) (25.8%) (31.7%) (2.3%)

AE=adverse event; NC| CTCAE=National Cancer Institute Common Terminology Criteria for
Adverse Events.

Note: Multiple occurrences of the same AE in the same individual are counted once at the
highest grade for the patient.

- polatR-CHP oAl 3-45+w AE A E(G7.7%-2> R-CHOP w(57.5%)3 Hl=glow ojFi&
Aotk Add Aol

i
12
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A

A7 PHEL(CCOD) AlAdel, & 1117802.7%)°] &A7F oj| dQle g Qs A3t pola+R-CHP

Table 33 Most Common Grade 3-4 Adverse Events with an Incidence Rate
of at least 2% (SE Population)

MedDRA Preferred Term R-CHOP Pola+R-CHP
(N =438) (N =435)
Neutropenia 135 (30.8%) 123 (28.3%)
Febrile neutropenia 35 (8.0%) 60 (13.8%)
Anaemia 37 (8.4%) 52 (12.0%)
Neutrophil count decreased 28 (6.4%) 30 (6.9%)
Leukopenia 30 (6.8%) 5(5.7%)
Thrombocytopenia 19 (4.3%) 4 (3.2%)
White blood cell count decreased 14 (3.2%) 8 (4.1%)
Pneumonia 17 (3.9%) 4 (3.2%)
Lymphocyte count decreased 15 (3.4%) 1 3 (3.0%)
Diarrhoea 8 (1.8%) 17 (3.9%)
Syncope 9 (2.1%) 8 (1.8%)
Lymphopenia 10 (2.3%) 7 (1.6%)
Hypertension 10 (2.3%) 6 (1.4%)
Hyponatraemia 9 (2.1%) 6 (1.4%)
Fatigue 11 (2.5%) 4 (0.9%)
Platelet count decreased 3(0.7%) 9(2.1%)

Investigator text for AEs encoded using MedDRA version 24.0. Percentages are based on N in
the column headings. Includes treatment-emergent AE during AE reporting period only, which
is defined as new or worsening AE from the first dose of any study drug through 90 days

after the last dose of any study drug or prior to NALT, whichever is earlier.

CCOD: 28JUN2021 Data Extract Date: 02AUG2021

ol Al AbEgE BA) 1] 8(12.0%)2> R-CHOP #(13.5%)7 Bl =3t}

Summary of Deaths, Safety-Evaluable Patients
Protocol: G0O39942

R-CHOP Polat+R-CHP Total
(H=438) (=435} (N=873}
Total nurber of deaths 59 (13.5%) 52 (12.0%) 111 (12.7%)
Primary Cause of Death
Disease progression 31 ( 7.1%) 2B ( 6.4%) 59 ( 6.8%)
Adverss event 11 (2.5%) 13 ( 3.0%) 24 { 2.7%)
Other A5 [08w), Al | PE5E) 28 ( 3.2%)
DLBCL was a contributing factor 2 [ 0.5%) 3 ( 0.7%) 5 ( 0.6%)
DLBCL not known to be a contributing factor 15 ( 3.4%) B ( 1.8%) 23 { 2.6%)
Deaths during AE re501hlﬂd period 12 ( 2:7%) 13 ( 3:0%) 25 ([ 2:9%)
Prlma:y Cause
Diseass progress 2 ( 0.5%) a 2 [ 8.2%)
Adverse event 10 (:2.3%) 13 { 3.0%) 23 ( 2.6%
Deaths during follow-up 46 (l0.5%) 35 ( 9.0%) 85 ( 9.7%)
Primary Cause of Desath
Diseass progression 29 ( 6.6%) 28 ( 6.4%) 57 [ ©6.5%)
Adverss event 1 (0.2%) a 1 ( 0.1%)
Other e o ) AL ¢ 2.5% 27 ( 3.1%)
DLBCL was a contributing factor 2 [ 0.5%) 3 0T} 5 ( 0.6%)
DLBCL not known to be a contributing factor 14 ( 3.2%) 8 ( 1.8%) 2Z £ 2.5%)

AF TqulCan pericd is m5f1Pe¢ as time from the first dose of any study drug through %0
3 last dose of any study drug or prior

Qdflﬁvd as time outside of porting pericd.
: ting factor includes atms related death, or if the investigator considers
BCL to be a antributing factor to the death.

CCOD: ZBJUNZ202 Data Extract Date: 0ZAUG2021

B BF A AY 7 S 7P E3F ARG Al AW sl Atk(pola+R-CHP o
Z)l AE+ pola+R-CHP i €2t 3.0% % R-CHOP & #zte

E

% R-CHOP & 7.1%). A

ol

o NALT, whichever is earlier. Follow



2.5%1 A BiEich

- pola+R-CHP #+ &z} 1194(2.5%) %@ R-CHOP i &4 17H(B.9%)& T2 o] f =2 s Ag3ich
> pola+tR-CHP & : AM 49, jdZ0 2 <13k Al 29, COVID HH o= Q3 AMW, Bl AA|EH
oto g QA3 A, UAY, gxE HEHoZ A3 AL, COVID-192 <13k Al #Heo] fyg=

R QT AP

> R-CHOP + : A 89, COVID #H#HOo = gk Abd, AMLOE 1%k AR, ofeZ(cachexia) & <

grRhoz o
cancen o Z A%k AL, F4 HEA HAHoZ A A, AAAZ A A, HE8A
3k AL

-—

- pola+R-CHP T4 AE Hi1 713t &<k 553
H=glom F o 25 oo WA AEE 2 =v 299
- 7V &3k 5% 5 AEPTH) (pola+R-CHP i+ vs. R-CHOP <)
> ##(47[0.9%] vs. 39[0.7%], AF4[0.9%] vs. 19H[0.2%), HEA £309 vs. 2[0.5%))
> T2 RE LSH AEE & & ZF 34 19 o]stolA] HauE it

ot

- A ARl os) Azt BEE Aoew yHHAAY AER s APEE €A} Bl&2 pola+R-

oA 1.4%(6%) % R-CHOP oA 1.1%(5%)A .

> pola+tR-CHP #ollA AbdS 2#1dld 28 #d AEE #HH(3H), A& A cardiac death), &4

&4 2 Aol et
» R-CHOP #olA e Zafd A5 #d AE: 92@%), thiy 3 =&
o9tk 199 F7b BAA FABE 71z B 55F ABGEH 244 NP7} A3
gAE AE Ass BEE o= Friskgc
- OE FU@ oS
- pola+R-CHP #(34.0%)9l 4] 17 o]/e] SAEZ} e A vl &2 R-CHOP #(30.6%) 3} Hls=
- PT 714 &3 SAE(Z wollA &2 = 1%)
Sunmary of Serious Adverse Events with an Incidence Rate of at Least 1% by Preferred Term,

Safety-Evaluable Patients
Protocol: G039942

R-CHOP Pola+R-CHP

MedDRA Preferred Term (N=433) (N=435)
Febrile neutropenia 28 (6.4%) 43 (9.9%)
Pneumonia 17 (3.9%) 18 (4.1%)
Pyrexia 8 (1.8%) 8 (1:8%)
Diarrhoea 2 {0.5%) 11 4(2.5%)
Sepsis 7T (1.6%) 5 flA4%)
Urinary tract infection 3 (0.7%) 8 (1.8%)
Enaemia 6 (1.4%) 4 (0.9%)
Neutropenia 6 (1.4%) 4 (0.9%)
Vomiting 2 (0.5%) 5 (1.1%)
Small intestinal obstruction 5 (1.1%) 0

Investigator text for BAEs encoded using MedDRA version 24.0. Percentages are based on N in
the column headings. For frequency counts by preferred term, multiple occurrenc of the
same AE in an individual are counted only once. Includes treatment—emergent AE wring AR
reporting period only, which is defined as new or worsening BAE from the first dose of any
study drug through 90 days after the last dose of any study drug or prior to NALT,
whichever is earlier.

CCOD: 28JUNZ021 Data Extract Date: 02AUG2021

-PTE F &7 =21% =o]7} A+ SAE (pola+R-CHP i+ vs. R-CHOP )

~aa

3 A, HEFoE Q13 A, COVID-19 7o = <13k A, o]z ¢Hsecond

£3=2 ¢l

S8 AE7F = A ¥ &G.0%)2 R-CHOP (2.3%)3%
BSo=z Qg Aol

CHP +

3k,

A sFT 4AFA3789.9%] vs. 289[6.4%)), A AH1178[2.5%] vs. 278[0.5%), 8 =23FH@([1.8%],

vs. 39[0.7%))
- X159} #HE SAE
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- pola+R-CHP FollA Asst #dd® Zo2 uesE SAEZE 14 o4 e A w&@5.7%)e
R-CHOP #(19.6%) X2t} ©] =3t}
-PTER 7bg £F #d" SAER ZolA @49 = 1wt tgd ZUthZz polatR-CHP & %
R-CHOP ):
P BEF FaZE 97% L 57%)
> HE G7% R 3.0%)
> AAF (2.3% 2 0.2%)
P BFT T 0.9% D 14%)
> EE (0.9% 2 1.1%)
g (1L1% 2 0.7%)
> 8279 11% 2 0.2%)
> TE (1.1% 2 0.5%).

o

- AYETL 2AS o4
- A AE FUe 42
F6.6%)°] ¥l 53T
- iR SOCelA, AEE Qs Ad A5& FT3 &4 Hl &2 polatR-CHP9} R-CHOP « Ztell
Mgt A, 2E AZA Ao} SOCOIA, FBe ZeF AES 2 @AW R-CHOP &4 Hl&
25%11%D< polatR-CHP 2(0.7%[38DRT} T %3t} of2
AAWZE} BEE O 5e AE BAEE A Ao

A

e

e
b 0[0
33|
i

14 o] AFdd g4 ¥l &2 polatR-CHP (6.2%)3 R-CHOP

—_
o

¢t Zpol= F=2 R-CHOP 9 ¥x

- A AR FEE 2% PTEE 7Ps AE(Z 7o =27 A} (pola+R-CHP T vs. R-CHOP
)
> HlE (1.1%[59%] vs. 1.4%[67]
> Wz AAWE (0.2%[1%] vs. 0.9%[4%])
> AR (0.7%[3%] vs. 0.2%[17 ]
> F Tx AAHSE (0 vs. 0.5%[298 ]
> A T x AAWESE (0 vs. 0.5%[28 ]
» BT AAaS (0.5%29] vs. 09)
> H9ZF (0.5%29] vs. 09)
-pola B WA EE AP A8 FEES HT o)k
- pola+tR-CHP A pola Al A5 TS 23 AEE A3 A BIL4.4%)-2 R-CHOP
NA Wag2®l AY g TEHS Y3 AEE AIAY A 81 &(6.0%)3 B3 Th
- Z+E ANAA Aol SOCAA Wl=mg 28 FEHE 2@ AES 43 SAH2.1%[9%8 D7} pola THE
zg FAO.7%B3EDETG FX4 6 =L HELES el ogg zol= FE R-CHOP +
oA Tz 2AWITH FAHE AE LAEC] © E:3r] #Eoldth. ©E SOCHA, ZHzt
pola+R-CHP % R-CHOP 9] pola/M =] 28-S T3 34 vl &2 B3
- pola/Rl =8 ~8l X5 9 23 PTE 713 &3 AE(pola+tR-CHP % R-CHOP oA 2+ = 2
e HBE FolAM 49800.9%), T2 2138 S50300.2%] L 48[0.9%), T &5 AAHZ0H

2! 27[0.5%]) 2 AFE(2H0.5%] B 19[0.2%D°] ATt

CEHEAT A AR FEE 2T oIS

- HEAY AP AR S9e AT AEE A3AY &4 vl&2 polatR-CHP (4.6%)% R-CHOP
T(4.8%)°] Bl
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CHP A@ A= Fd& 2T o403
CHP 8R(Afo]2REZ AT E, SAPH, ZHEYE) & ok FAHRLY] TE=
B #A vl&2 polatR-CHP (3.4%)% R-CHOP (3.7%)°] HI==3th
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e
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™
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- EFLFE YT ok

pola+R-CHP oA Al X759 &3 7

T(13.0%) Rt} <okt

g2 SOCHA, &3 7S zud AES A3 34 8L polatR-CHP9} R-CHOP + 1t

of Hls=glt}. SlA7F, R-CHOP #(8.2%)°ll A4l pola+tR-CHP T(4.6%)E T T W A7l Ald x]E
A

gl

e
>

E

flo
P
i

A &2} H-5(9.2%)2 R-CHOP

|F dEFes 2U3 4% AAA Ao SOCe AEE A3t ol2gk Aeol= F= R-CHOP 9
Dx A4S #4d9 ¢ £& AE TAEZE Qg Ao ATk

|5 s 293¢, 429 polatR-CHP 2! R-CHOP + ##k9] = 1%°lA4 PTH 7} &3 AE+=
T AAHSC1% R 5.0%), T2 F74 ARES18% B 23%) B LY 23T Fa2S11%
2 0.5%)°] AT

pola+R-CHP ol A pola a8 7k 2
/‘1, pOla/‘ﬂﬁﬂiIﬂ %%k 7 31

3t AEE A" &4 v E&(6.5%)-2 R-CHOP el A
AP &2 ¥ &103%ET o 2ok e SOCe|
4 AEE 3399 A vl &2 v} A9 vlag s
S AEFe U A4F ABA Fol SOCe| AEE AW g4 HI&(8.0%)2 pola &% 7
R AG@I%ET B =Tt pola/Hlag ¥l &7F S e, 72| polatR-CHP
T 3R] = 1%olA PTHE 714 &3k AE= 22 AAWHS2.1%099%] 2 4.8%[219]),
2y A7 S(1.4%06H] 2 2.3%[10H Dol it
YEATY &% HFS AGAE AgAed et & 8HA T
pola+R-CHP oA CHP Al & FAL4e &3 e %3 AEES AIIPd A nv&
(3.9%)& R-CHOP (4.8%)3} wls=3)t}.

P
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Lol
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e

X8 AANZAE 23 o] AL

pola+R-CHP ol A Al A 5o IAFTAE X3 AEE BIIE A W&(23.7%)2 R-CHOP
T(25.3%)3% Bzt pola+R-CHP oA 71 &3] Rud A A7 dANFAE 2UT AE=
e % 718 F A9 SOCHRAL R-CHOP oA 7Hg €3] Hiud A A5 dASAE =H

AEE €9 9 gxA Aol SOCHTH

pola+R-CHP ol pola X2 YA ZAZ 23 AES 43I I &2 v 8(14.0%)< R-CHOP
oA Wz 28 XE AFAESE 23 AES A FIAY A ¥ &(13.7%)3 B3
pola+tR-CHP oA 2 EAY &3 g gt AEE Addd #A v8(22.3%)
R-CHOP (23.7%)3 w] <=3t}

pola+R-CHP oA CHP &3 dAITAE =3
(13.7%)3 ¥l =gt

e

AEE 23389 &4 v&(14.0%)2 R-CHOP

- EHAA T o) uH-S-(AFPL Adverse Events of Particular interest)

AEPE= #9l4-9114 B7hE SAsts] A F7b £40) AASE polad FHE EE A
dslgoltt, BE B 5FF AT, B2 AAYFON), 29, 1 54, 08, G40 B3,
% g3 FFTALS), o 54 L ol ohHFY Aol B B w WE YBE poaF F
of Wwe BAelA BHHUY] WRol, ole @ AUELS AEPIE wels Y



- PNS A38349 3kx H&2 polatR-CHP 7(52.9%)% R-CHOP #(53.9%)°] Hl<=3li thtlsel 3

As e S PNE A3tk

ol: 039942

(= all AE Profile - AEPI Peripheral Neuropathy, Safety-Evaluable Patients

R-CHOP Pola+R-CHP
(N=428) (N=433)

nurber of AEs

lead ng
leading

1 number of patients with at least one AE 236 (53.9%) 230 (52.9%)
Py 01

f patients with at least one

b o o
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interruption

Investigator text
column headings. M
for "ILtal number o

wmlJznlrg AE f“cm tht first ﬂu

CCaD: 2BJUNZ021 Data Extract Date: 0ZAU

"TA version 24.0. Percentages are ba
n one l"le¢del are coun

d only, which is d

£ dPY Dtuly Tug_thrﬁuﬂF 90 days after the last dose of any study
drug or prior to NALT, whichever is earl

- PN Apde] 2™ pola+tR-CHP & €44 35, 170/23078(73.9%)2 15w PNo] AUl 53/23078

(23.0%) 253 PNoj

AN o= 153 PNe] g+ R-CHOP w 24} 163/236%8(69.1%)% 25+

PNo| &= 32 68/236%(28.8%)# vlnlx W, o] pola+tR-CHP i #=}7} R-CHOP ol ®l3)] ¢

o

- PTY 7} &3 BuE PN AHA(E
7wz AW E024.1% 2 22.6%), T 77
b ASH3.7% B 3.2%), thi A7 W=14% 2D 25%), 2 T2 &5 AAPE0.7% L 2.3%)°|

e HER ¥ 539 PNE ZA3ALS Yehdth
Py
2)

oA Aol = 2%) polatR-CHP 9 R-CHOP #ellA 7zt
77t N AWZ(19.5% D 21.5%), 27 o] H6.7% 2 4.6%),

- PN #&d AE+ polatR-CHP ¢l H]3] R-CHOP #olA o &2 HAEE AF A5 THY &%

s YA
A WA PN A @&
PN Z&7t# ZAd

7R
G

R-CHOP oA = 1.8771€
- PN s|2& CCOD AlHo] tiie] slato|A R %3, R-CHOP #(66.9%[AFA 0] e 2369
% 158% o] pola+R-CHP #(57.8%[AFA o] AR 230 W F 1339 oiv] o 22 3xlo A PNoj

32 = Aot

AW AZFE polatR-CHP #©] R-CHOP ol Hl&l © ZArh A HA
ZSE polatR-CHP TollAl 22771€(89): 00 - 67710l
(#29]: 0.0 - 8171l AT}.

- pola+R-CHP o4 R-CHOP ol ®l3] PN Abd 2&71x dd AFe o =303, PN 2744
A ALY FY3e FAEttkE A ol(pola+R-CHP 7 4.04701 L 9): 0.0 - 36.071€¥] 2 R-CHOP
T 460704 S 0.0 - 34.971 €], CCOD Al Hol pola+R-CHP oA majZdE PNo| & A7}
O %e A 713 aE F Aok

- pola+R-CHP ol A]
R-CHOP (42.7%)3%

T HASEEAR IFT AT XS AIIE FA 8 E46.0%)2
A

5
)
o
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- 3T EST Has@EF %T})t% ZadPA A v]E&L polatR-CHP oA 41.8%R 1L
R-CHOP ol A 40.2% A 56+ 25< A3RY &A= Aok pola+tR-CHP ol A
TS 357 Fas AKE AIUY &4 H&0115%)S R-CHOP #(84%ET T E3kown
% R-CHOP #(6.4%)%.tt pola+tR-CHP w(9.9%)¢] B & Fuld ¥dIA 57 F4s5 T4 E
2 A7 AolA

- Pola+tR-CHP Fo{olA ¥ w2 < &% WAELS R-CHOP Fofitof Hl3) AlE A=
T 8T AF B A AR dA TAE ITHIIIA ST S FHAET ARS T OFAT
o Ao BE Sl siA"E Ao ®E B uEHATHpola+R-CHP, 98% vs R-CHOP, 97.9%).

Overall AE Profile - AEPI Neutropenia, Safety-Evaluable Patients
Protocol: GO392942

=
o

ox,
FW
ofy
=y
)

R—-CHOP Polat+R-CHP
(H=438) {N=435)
Total number of patients with at least one AE 137 (42.7%) 200 (46.0%)
Total number of AES 443 45¢
Total number of patients with at least cone
Crade 5 AE (9] 0]
Grade 3-5 AR 176 (40.2%) 182 (41.8%)
Serious AE 37 ( 5.4%) 50 (11.5%)
Serious Related AE to any study drug 34 ( 7.8%) 49 (11.3%)
AF leading to Studv JLSCUQtLQUGtiIW 0 0
BE leading to 0 2 ( 0.5%)
BF leading 7 ( 1.6%) 7 ( 1.6%)
AF leading 28 { 6.4%) 23 ( 5.3%)
AE leading tﬁ ja= ldtuZJNﬁg ve 0 0
BRE leading to polatuzumab 2 ( 0.5%) 2 ( 9.5%)
AE leaclnq to polatuzumab v 13 ( 3.0%) 1z ( 2.8%)
AFE i isti 0 0
RE Z { 0.5%) 1 ( 0.2%)
AFE 13 { 3.0%) 12 ( 2.8%)

Investigator text for BEs encoded using MedDRA ver
column headings. Mult¢ple occurrences of the sam
for "Total number of AEE” in which mualt
Includes treatment furi
Wi I
drug or prior NALT, whichever is earlier.

CCOD: Z28JUNZ0Z21 Data Extract Date: 0ZAUG2021
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- pola+R-CHP oA W8S A PA A} 1]8(28.7%)2> R-CHOP T(26.9%)3 H] =T

- Pola+tR-CHP F&f#ell4 R-CHOPe wlsl 3~45F Wd dAYEC] %t o =74 #FAEHJoY
(12.0% vs 8.7%), ©]+= R-CHOP FojFol| Hla) A X7 S, &% 7, Fo A FAE =
TEIN 1A Fskth R ARd ditee A4 A v Al 2" AoE HIuEATH

a9 H4aF

- polatR-CHP #ollA 4% 4SS F4PdAY A 118(13.3%)> R-CHOP +(13.2%)3} 1] s=3it}.
Hoadg4isE A ditgdsE CCOD Aldd 12" Aog BRux
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T
o
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2
o

AP AL ¥ E8(49.7%)2 R-CHOP #(42.7%)Rt} =dok. =357
o] R-CHOP ol Hl&] =2 o2 © =t} pola+tR-CHP oA 3

AP B ES BEAH o7 R-CHOP + thH] pola+R-CHP
= Zdd A#E 555 AE HAELS AR
of 3l o™ pola+tR-CHP ¢ ¢ &2 7 ¥4 ES R-CHOP & tiHl F71d AP A&

=



T, §%F 4 B A5 ASAE 2HsHA &gt g2 CCOD 7|+2 2 pola+tR-CHP 9
87.0%(Ad o]l AW 216 F 188%) ¥ R-CHOP-9] 84.5%(Akzdo] AT 1879 5 158%)el A
fde Ao Husgth

Overall AE Profile — AEPI Infections and Infestations, Safety-Evaluable Patients
Protocol: GO39942

R-CHOCP Pola+R-CHP
(N=438) (N=435)
Total number of patients with at lsast one AR 187 (42.7%) 216 (49.7%)
Total number of AEs 343 409
Total number of patients with at least one
Grade 5 AR 6 ( 1.4%) 5 { 1.1%)
Grade 3-5 AR 25 (12.6%) 66 (15.2%)
Serious AE 45 (10.3%) 6l (14.0%)
Serious Related AE to any study drug 28 ( 6.4%) 45 (10.3%)
AE leading to study discontinuation 6 ( 1.4%) 5 ( 1.1%)
AF leading to any stud 3 ontinuation 10 ( 2.3%) 7 { 1.6%)
AF. leading to any ction 4 ( 0.9%) 1 { 0.2%)
AE leading to any 1nLc1Yuhtlon 22 [ 5.0%) 27 { 6.2%)
AF leading to po latuzimab T (1.6%) i )
AF leading polatuzumab (0.2%) ]
AE leading to D)ldtﬂ4dﬁmﬂ 20 ( 4.6%) 21 ( 4.8%)
AE leading X 7 ( 1.6%) 5 1 1.1%)
AF leading 2i £ B.5%) 0
AF leading 19 ( 4.3%) 22 § 5:1%)
'1vpst13d,.1 text ded using MedDRA version 24.0. Perc N in the

11y once except

courrences of the same AE in one indivi
- nted ssparately.

fur "Total number of AEs" row in which multiple occurrences of
Includes treatment X t AEs during AE re ined as new or
worsening AE from the first dose of any study drug through 90 dayc a‘t'“ the last dose of any study
drug or prior to NALT, whichever is earlier.

COD: Z8JUNZ021 Data Extract Date: (ZAUGZ0Z1

=4

- pola+tR-CHP oA 3+ 54& Addd A v]8(10.6%)2 R-CHOP T(7.3%)ET}t <kt ¥ =%
o F AR BEF s 3 54 AAHE v 539 1 &4 Aot polatR-CHP 9
DAE F7h= R-CHOP w3 HlwdlS o) AP A5 T, &3 4F £ A5 dATA Y F71
£ 2HstA FUth F FATY &4 tivkgolA F 54 AR EE AoE RuEn

- W EE X AU F9e S9E 3 540 AFEA g 7¥E dug]ES o] &8,
pola+tR-CHP # ¥4} 1% @ R-CHOP i+ 3tz 29olA A&l oFE f54d 7+ £4HDILL drug
induced liver injury) F&7} ERAEAT. BE FHle F8d oty e 9 VA d3dow w

= At

urol A o]} oA Z ok

- CCODZHAl A AN@71aet ddAdlelx S SF EHEL pola+R-CHP (1.1% [65%D 2
R-CHOP (2.1% [9%]) Foi Ztell mIszstdtt. ojabd A FTH LI % F&oA 54 BF
< BEHA I

jﬂ =X

- H HA49 BAEWL6%THED), TUAH, TIF= o4& pola+tR-CHP9} R-CHOP Foj+ Zhof| H
=3 ATh Ao EE AL 158 EE 2550l FoiskA &tk # 54 ARz CCOD Al
Aol polatR-CHP Folo] mE 3xH7/781¢} R-CHOP T 79| 71.4%[5/7%H] A o)A 2=
Ao w RIEUT

(’)
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FTHHANS

- pola+R-CHP oA [RRE A x4 1 £(13.3%)& R-CHOP T(16.0%)3 B3t titk=2
[RRE @& SFolda SulshAl &tk RR¥ d#E AE 543 ¥ polatR-CHP ol A
polas Fo uke skxpe} R-CHOP o4 pola 9oFS FEouwr= 3kxp 1o H]=3t}h. [RRS
CCOD 71&2.=, polatR-CHP 9] 100%(Atxde] S+ 58%W % 58%) % R-CHOP 9] 98.6%( A+
o] A& 70W F 69l AE AR R

A3

ol

ZT¢E&8 S FF(TLS)

- polatR-CHP oA TLSE ZAdAE 2= B&0.5%[2% D2 R-CHOP w+(0.9%[4% D3 »l= §“E}
TLS AHA2l Fth4d, 5= 2L 71948 pola+tR-CHP2F R-CHOP Foi Zholl H]$28}3i L
EE 55F AME T F FATY BE SAoA TLS A A" AoR Eiﬁ?ﬂ\u‘r.

n

/\!,F'L;gug

- pola+R-CHP ol AFAW ALde ZAdP &2 ¥ £G.0%)2 R-CHOP w(4.6%)3 Bl
A Hiters 15w B 2 8°lAa SshAl &gkt PolatR-CHP FofT oAM= 555 AH73
W AR AP AU eldE 2ol Hls| R-CHOP ool e 19(0.2%)°] Z@3stAch Al
A A& CCOD Al polatR-CHP Fof9] 61.5%(AHdo] & &=+ 1398 5 8%) A9}
R-CHOP F&{9] 55.0%( o] Sl &4k 20 T 119) SAkelA sfjdd 2oz BauHlo.

- pola+tR-CHP w oA 189 TS ZdAd &4 HL6.0%)-2 R-CHOP w(6.2%)% ¥l=qoh. 18T
442 pola+R-CHP} R-CHOP Fof Ztell Hlsz&tinh. AR dith= 1
SHEOIMA A T FATAME FoT A (T ndEs 54 AR
pola+tR-CHP %9 53.8%(Akzdo] A= Al 26W ZF 149) 3Ak9} R-CHOP FoJ+2] 48.1%(A
Aol = A 278 T 13%8) FAA Ad Aoz RIFHAT

N I R R

- AP wApEsol A wloj ekl tinl o]F tiRES 0-15H ~ 1-25welglen, 7|5d 4
& FE2 35F mteldn

-t s g 299 9 et A9 goE APS AASla wolzekel el ols
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o

- BYAE, JAAA £2F E Ve kAT BEE A

-F AET BT 84S upiuies A5 Wl dade] dslen Hit Ax AF, Hit o]
el Ho 57 g, HE Wube, Hd SF55, Hd A 28 E(%), B AL, ﬁé 2l

= H AFolA polatR-CHP2} R-CHOP X &+ Zlol wlo] 2zl EH wo] 28k &

ANA QA g2 u Qe Aol BEHEHA &t

AAZECCE A& A2 Al FEEY A4 FFoldr + &+ BF A8 #F Wl B4

ARG ddHoZ Fo% ECG oldo] e A = 238y % Hlojxgiel Fo 8T

ZF vl

T EEX PEREE
S %, AW, AF D AT ME SelF Al g mEade gl s



- B 2 71s0l e FAN=692)¢} AT HEN7E s FAN=159) st ol A Z=3t
Ao HAyrF o= nlz=gn. F5F UAHANN=19) 2 T3 HFAN=27F de= &4 £ A4
zaad st orles AES EE57de UF AU

-F ABRT EF EE 579 AE, =35H AE, SAE, # A9 AE Fde U AEE A3
A HlE2 AR TFT=0 wel ST AW AR AE7E = &4 e A A s, A
5 AF B T35 AFN A= FAANA v TF AN e FA FN=D= ¢A
d zZERA tiste] orles AES == U AU

- FEo| 4TS
- ADR &< Wele o9 37kA AA(qualifying) ¥ 571 3= Aok

R/R DLBCL A F el A gl <&zl ADR.

POLARIX®l| 4] pola+R-CHP(N=435)9} thZ R-CHOP(N=438) 7loll =2%<] WAl & zto]7p 9o
ojgtx oz #AF AE.
- F7FH & Sqle ADR : A, ¥x FF 33, &5
> POLARIX | A pola+R-CHP(N=435)¢} o] Zi* R-CHOP(N=438

How $HW AE.

— F7tH o2 geld ADR : €%, 8%, 92704
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i3 dx BFo] BuEU S R-CHOP oA+ gilith ¥x BFL vAA

# AAAY FP2 T (cass effect)ol™ A=A EEA(MMAE ADC) 2 Wag] 2ol A$o&

ADRo| Tt}

12}

Bkx o] AA) AE WA &2 pola+R-CHP #(58/435[13.3%])¢] R-CHOP (49/438[11.2%D°l Wl3l] © =
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th 2359 TE5EH A HAES F T A FLAHEZ 4/435[0.9%] = 4/438[0.9%)).
=22 pola+tR-CHP +(4/435[0.9%Doll A4 Fthg Aol eyt R-CHOP TollA+= oAt &F
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R AzxZo HA AE A ES pola+tR-CHP (26/435[6.0%1)c] R-CHOP (12/438[2.7%)ll )&}
O =3t =359 T+ SO AFES RuFEA 4t} 7 AZxF5S MMAE, & Jd=AEZ~
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6.5.3. vl 4 1A 8 (Non-pivotal studies) (213t 319)
o AW AY GO29044 - BAIEZ NHL &xtollA g EAY =5 uFF59, ASEE
aFHAlL ZEeyEy HE] ZHEFEFY =R A, W, & F
1b/2%, B2, A, &3 3 AE
° N@7IZE
- A WA Fx 5= 2013.11.29
~ upA )l S whA e HRE - 2018.12.20
e NP4
- 43 5252 BAZ NHL $AtolA] R-CHP T G-CHP9} W-&3te] pola] kA 2 UlfAd S 3
7}8kar pola+R-CHP ¥+ pola+G-CHP ] MTDB} A& AAs= Aol
o tFAS Bl IPAF
SFTFUA - 2ZH o2 Fly BAEZ NHLAEA Mo BAZ NHL 324 =& A
- BRG] ool A=A e DLBCL 3t

ic)
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|
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- o] Ho] X m¥kA] 252 DLBCL : 76 (pola+R-CHP = 519, pola+G-CHP = 259)
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FaES &7 A5E FoAA &okr] "o, g HrE Jdole 508 A7 E23HE Y
o},

29, 1 mg/kg

34, 1.4 mg/kg

A % 1.8 mglkg.
> Pola+G-CHP: 257 ¢] $Ap7h b/ §7HSE) Jeat v&o] ITTo 3= At
49, 1.4 mg/kg
49, &% S%F 94 5 1.8 mg/kg
174, &% &4 44 F 1.8 mg/kg
- non-DLBCL : 8% (pola+R-CHP = 3, pola+G-CHP = 59)
o MNP f=
- ZEESEY vz, FEAY, QU FESEY, AFEEANUE, S4AFHA, ZPsys
o AU E

- BAEL F 6-8F7I(0F7= 219)=, 27HA A9stst e, R-CHP == G-CHP 5 3shuet ®-&3t

. &% 3% 59, polat R-CHP/G-CHPS} W &3t A& &3 5% 1.0 mghkgd] IV FYL2 5o
4%(1.0 mg/kg, 1.4 mg/kg, 1.8 mg/kg)ol H4 389 Ayt TEEHAOH
Aol &7 AR 4o s F7FEAS. ol &7 sl A ekg
@ow, 7t $& IS E O3l 50%°]5E pola &FS FFIHAT

F 3 T AF, 8= AdY 8 TF FE 5ot e MDY me® =
g =2 whotty, R-CHP % G-CHP ol polacl digh #|274 &

gkl V2 oA Fo5An. g5 AWR) 375 mg/m* EE
UFEFTHG) HF 1000 mge] IVE Tt CHP 3ta e Alo]FZEAun S(H 1Y)
IVE 750 mg/m? §), SA&F0 AL IVE 50 mg/m? §o)) @ ZHcys == gy
EA-5900 ZF= 100 mg/day) o2 T4 5 A
o HyhA S
- §84 : PET 9gh/=E §lo] CT scanoll o3 ZAE CR 2 E, AgA 37} PFS, DOR, EFS
2 0S
o A3}
- AT AR
- pola+R-CHP DLBCL SE H©(n=50)& F2 w<1(43[86.0%) L oI A (26[52.0%D)o1 o™, 948 F4
e 68.541089): 45-80MDF . BAEQBT74.0%)-2 HEE 6549 F 12%H(24.0%)2] A=
wlo] 2=gkelol ECOG A<7F 0011 ar, 23%(46.0%)-e Hlo]2=gkel 47 1o191em, 159(30.0%)-
wlo] kel A7) 29t E 14%(28.0%)2 Pl A7t 0-293 369 (72.0%)2 Pl A7} 3-54th.
- pola+G-CHP DLBCL SE FtHn=25)< FZ w91(23[92.0%]) 2 FA4(15060.0%D01oH, A% F%
e 67.04M089: 28-77TAD T F 14%(56.0%) =654t F 149H(56.0%)8] A= o]~}
ololl ECOG H47F 001a, 78(28.0%)e wlol2~gkel M7t 1019ow, 49(16.0%)-2 wlo] ~gkel
A7 290 % 169(64.0%)S IPI H=7F 0-2993L 978(36.0%)2 IPI <=7} 3-59 T

- +EA A%
- Pola+R-CHP: #|o] 22}l A[He] o] Xmwkx] @82 DLBCLo| O THA] oW pola &FS =
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pola+tR-CHP Fof @¥ & ke

- PET 2203 g7 CT/MRI]

< 50

o A fEY BAol =AU
of 3§ 717 BE FE A RE §3

78.0% (39/50; 95% Cl: 66.22, 87.14) .

- PFS, DOR, OS &Y at2

o §FTAME

meahA st

Table 8 Efficacy Results of pola+R-CHP DLBCL Patients in Study GO29044 — SE Population

of tigk CR T E

Pola dose
Dose-escalation Dose-expansion
1.0 malkg 1.4 malkg 1.8 mglkyg 1.8 mg/kyg Total
N=2 N=3 N=5 N=40 N=50
Investigator-assessed complete
responses 1 (50.0%) 3 (100.0%) 5(100.0%) 30 (75.0%) 39 (78.0%)
(95% CI) (2.53,97.47) (36.84, 100.00) (54.93, 100.00) (61.29, 85.76) (66.22,87.14)
Investigator-assessed PFS®
Time to avent Median PFS was not reached in any of the dose groups.
12 months duration
Patients remaining at risk 2 3 5 35 45
Event Free Rate (%) 100 100 100 875 a0
95% ClI (100.00, 100.00)  (100.00, 100.00) (100.00, 100.00) (77.25,97.75) (81.68, 98.32)
18 months duration
Patients remaining at risk 2 3 4 33 42
Event Free Rate (%) 100 100 30 82.5 84
95% CI (100.00, 100.00)  (100.00, 100.00) (44.94, 100.00) (70.72, 94.28) (73.84, 94.16)
24 months duration
Patients remaining at risk 2 3 4 30 39
Event Free Rate (%) 100 100 B30 7.5 a0
95% CI (100.00, 100.00) (100.00, 100.00) (44 94 100.00) (64 56, 90 44) (68.91, 91.09)
Table 8 Efficacy Results of pola+tR-CHP DLBCL Patients in Study GO29044 — SE Population (Contd.)
Pola dose
Dose-escalation Dose-expansion
1.0 mg/kg 1.4 mg/kg 1.8 mg/kg 1.8 mg/kg Total
N=2 N=3 N=5 N=40 N=50
Investigator-assessed DOR*®
Time to event Median DOR was not reached in any of the dose groups.
24 months duration
Patients remaining at risk Z 3 4 29 38
Event Free Rate (%) 100 100 80 836 85
95% CI (100.00, 100.00) (100.00, 100.00) (44.94, 100.00) (71.59, 95.61) (74.74,95.25)
Investigator-assessed EFS84
Time to event{month)
Median NE NE NE 3545 3545
95% CI (28.320, NE) {30.620, NE)
24 months duration
Patients remaining at nisk 2 3 4 26 35
Event Free Rate (%) 100 100 a0 65 70
95% Cl (100.00, 100.00) (100.00, 100.00) (44.94, 100.00) (50.22,79.78) (57.30, 82.70)
0s*
Time to event Median OS was not reached in any of the dose groups._
24 months duration
Patients remaining at risk 2 3 5 37 47
Event Free Rate (%) 100 100 100 92.5 a4
95% CI (100.00, 100.00)  (100.00, 100.00) (100.00, 100.00) (84.34, 100.00) (87.42, 100.00)
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Table 9 Efficacy Results of pola+G-CHP DLBCL Patients in Study
G029044 — SE Population
Pola dose
Pola dose Dose-
Dose- Dose-escalation expansion
D ! ! 1.4 mglkg 1.8 mg/kg 1.8 mg/kg Total
1.4 mg/kg 1.8 mglkg 1.8 mglkg Total N=4 N=4 N=17 N=25
N=4 N=4 N=17 N=25 — FEFSS
Investigator-assessed 4 (100.0% 13 (76.5% 20 (80.0% - =
mmp\egte responses 3(75.0%) :47729 ? (;3 95,0) (éZAG,M Time to event Median EFS was not reached in any of the dose groups.
(95% CI) (24.86, 98.73) 100.00) 91.54) 91.77) 24 months duration
Investigator-assessed PFS® Patients remaining at risk 3 2 13 18
Time fo event Median PFS was not reached in any of the dose groups Event Free Rate (%) 75 75 8235 80
12 months duration (3257 (64.23, (64.32,
Patients remaining at risk 3 3 16 22 95% CI (32.57, 100.00) 100.00) 100.00) 95.68)
Event Free Rate (%) 75 100 94.12 91.83 o0s:
(100,00, (8293 (80.96, Time to event Median OS was not reached in any of the dose groups
95% Cl (32.57, 100.00) 100.00) 100.00) 100.00)
24 months duration
18 months duration I .
Patients remaining at risk 3 3 14 20 Falionts ramainizgat sk g 4 5] 2
Event Free Rate (%) 75 100 88.24 87.65 Event Free Rate (%) 75 100 87.84 87.82
(100.00, (7292, (74.56, (100.00, (72.03, (74.89,
95% Cl (3257, 100.00)  100.00) 100.00) 100.00) 95% CI (32.57, 100.00) 100.00) 100.00) 100.00)
24 months duration CR=complete response; DOR=duraticn of response; EFS=event-free survival,
Patfants remaiing at isk 5 5 13 18 PFS;progreasmn-free survwfalj F’_ola:po_l:;lucz;mabhvedoéln'fc)S:overaH survival Tl
a rate: the percentage of patients wit at the end of treatment, as assesse: the
Evsiit Fren Rele {%) i 160 8824 ET60 \nve;ligatot \?vilh and %\mhcﬁl FDG-PET. ’ ’ Y
- - (100.00, (7292, (74.56, b. PFS: the time from date of first dose of study drug (Day 1) to the first occurrence of
95% CI {32.57,100.00) 100.00) 100.00) 100.00) progression or relapse, or death from any cause while in the study, as assessed by the
Investigator-assessed DOR® investigator.
Time to event Median DOR was not reached in any of the dose groups ¢. DOR: the time from the date of the first occurrence of a documented CR or PR to the date of
SRS dhnies disease progression, relapse or death from any cause (PFS), as assessed by the investigator
e A 3 5 i 5 for the subgroup of patients with a best overall response of CR or PR.
qtients remainmng. o i - ) ‘ d. EFS: the time from randoemization to disease progression or relapse, as assessed by the
Event Free Rate (%) 100 100 93.75 95.45 investigator, death from any cause, or initiation of any new anti-lymphoma therapy (NALT).
(100.00, (100.00, (81.89, (86.75, e OS: the time from the date of randomization to the date of death from any cause
95% CI 100.00) 100.00) 100.00) 100.00)

- R-CHP ¥+ G-CHP$} ¥ &3h= Polat BAIZ NHL #xtollA 42 b
At GO29044 Alg el DLBCL #A5e =F o o
@ P} 22 BT oF AAE 7= A Fol AT ¥
Ao A, polar R-CHP T G-CHPS} W& Al H& u] g9 9bd W3S opr] gt
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2ol thal >99.8% At

- A= 35709 I SLUCEH: 0-67H2)ol 24 R-CHP %=+ G-CHP$F *883k= pol
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9, polatG-CHP 21%)el] thdt kA A5 QoF2 ofefe} 2t
- BE 66 (100%)2] A= 14 o4 AEZE AATH
> PTHE 7P &3] B AEEAS] >20%)+= A I =, 4], 57345, Hdg, e, 24,
danttas 9@ AF AU
- 82} 4478(66.7%) 11 olde] = 355 AE7F AUk
> PTEE 713 A5 BHad 3453 AE@EAY =5%)e 35704350207 [30.3%), €48 55+
Zag(29 [18.2%), BABT4Z06 [9.1%), BIFHAS6GH [7.6%D, AHGHE [7.6%) =
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> A gt BEd AR 1 SAEE 17TH@25.8%) A EiEdn. SAEE i e T A4AF
6%), T+ F4&5UH), HHGCH), AWAlE, clostridium difficile 7+, 774 X+ #4d, HE
5, TES, 344, 2 oA AdSoIUuH. &4 1%
WEg £33 a9 F A oA AE A SAES AAlEES
S A/ A A=A
} AN A} 7‘33‘(106%)o YEAIN s 2N

E
=

ALsla, RE 2 B4 =
- 3 89 (12.1%)2 pola THS =
T TEE 2 AE7F deH, o
FHlA, B =YL F shtel %‘—%—% ;aﬂq} AE7} A1k,

6.5.4. 7| E}/3A & (Supportive studies) (2123t 313

o« NI Qe

6.55. 171 o]4e] AEAA EdL& A5EH EIA (Alekat 3

o« AIAG Qe

656, NBF AWe] & HIA(CID 536) (ke 43)
o = A|FHFH Y2019 62 10¥)FE 2021 6¢ 9‘?—__377]-11 TAHE AA FAHA 10,5299 FA7}
A 7:‘5401]A1 polas o wrgkrh(m]) = n=3,6939, A% n=5,613%, A MA YA AH n=1,223
). Al AN A MEE e AFEHA %% ], “é A= ﬂo‘ﬁxl &ttt

65.7. TEA AR tiF 2 4 AE

o o]dol X ¢ DLBCL &4 R-CHOPol ]3] pola+R-CHP x| &2 Al@#7} H7}3 PFS
N TAHLE F3 MAE dFstd A FrbATE FFsEATHE 3 HR 0.73[95% Cl: 0.57,
0.951 %3 21 %5 p=0.0177, %= ¢ =0.05).

e NP AAlE BE FAE Fo A F Holx 24009 5 FHeoF sty A=, o 7|kt
< AW AP g REo] YAskeE 7IHE XFetH, o2 53] dxk Hriwadl PFSQ‘r wHs #
Zd polad] A7 fFfdS AT 4 Aok 2d A F o), polatR-CHP Fof Al R-CHOP Fofell H]3)
O %2 8&9 A7t A& JPLS APHA BUTHT6.7% vs. 70.2%; A =Fo] 6.5%[95% Cl:
0.52, 12.5)).

e EFSey A BAIRCE fodom AAA7E %r7gk PES A#e] dxp HrbAset o9 Y
R-CHOP th¥l pola+R-CHP®] 147 94< S3t9thE8 HR: 0.75[95% CL 0.58, 0.96], %=



p-Zk = 0.0244, %FZ ¢ =0.05).

e X8 %8 A BICRo] H7}3F CR H]&< pola+tR-CHP #o] R-CHOP o) Hls] o2 o =3th
(78.0%[95%CL: 73.79, 81.74] vs. 74.0%[95% CL: 69.66, 78.07). CR Hl&2] xtolE Abdo] WA H 1%
2 Fol| A Eﬂw o= folatA FYTHA R hol: 3.92[95% Cl -1.89, 9.70], %= p-7k=0.1557, F=
a=0.01). Eo] FoAT 2ol FAFRAIRE ¥k FUPAS Y] FoAd2 vbg RS A&7k 9
3 —f—"é%i}. CROﬂ =93 32 9 CR = PRA =g Aol ok ¥h-§9o 2448 DFS(HR
0.70[95% CI: 0.50, 0.98]) 2! DOR(HR 0.74 [95% CI: 0.56, 0.98DellA pola+R-CHP ¢] R-CHOP -]
H] 3] %ﬂi‘iotﬂ ol& Hlx%E REEE AAAA PESO tis] Ueld a3E FrHHoE it

o T OS A5+ 247149 o] o3 wkAd eI, AR A BlE= CCOD Al Aol wEekth
(12~13%, 0S =H B ZU7e 28219). I1delx 2733, =348 HR 0.94 [95% CL 0.65, 1.37]
2 Yests 27 9tk At} R-CHOP £o]itdl] polaZ NALTZA Foe 37 i 9
913, R-CHOP Eojo] ZERAE o]2] @ CAR-T X2 2 o A=He ez e 7}
o] @7 wjZol, AlgelA & A58 Exs FASHA &1 0S5 45 EE“% = <
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%J_fwr o 2|5k ok

e IE =309 AE, 3~4%5F AE, 5
A z]mzuu AE tjR-E&

e Pola+R-CHP Fojol A ol Alg X7 TS 23 AES WA EL R-CHOP Fol 3 523k
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o (frEA4)

- 12 DLBCL &#4& tigo= & A8 3 JAolr txeF R-CHOP# PFSE Wmd A
pola+R-CHP2 HR 0.73 ([95% CI: 0.57, 0.95], %5 211 &9 p-#=0.0177, ¢35 «=0.05)°.2 o=
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