Eol0|H|F(S2FEFRHEZE) ((F) S=Ew)
7t oA M

- = LH =
Alo| CHAF 72| 2™ AHA
FME stef | 1dlo|Y = polatuzumab vedotin 140 2| 124
_ HHAH LY X| S|EHAHO| ZHZAZTE0| SME FAH Hio|2Q|
MHe 3 MAl
= 2o ZA LYX| o|ZdAMo| FHSIHLE k7o FuiA
1. O|Xof x|Zg+2 HMo| gle o|otd Hof BAMl=Z 2=

-

o Opf |

I ESEST

S I OHA}
= — -1 O
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|

e =2/

s .57 _ )
0. =EDMZO|AO| XMEFsIX| D S JFX| o|Ate| o|M x| 2o Almjst
MM =& 284 ojetd o BME FZZ(DLBCL) Aol Al
of A HICHRAEl 3 B|SAgne] HE2H
o|akM Z{CH BMZ BT E
. O|Xol| x|Zur2 Xo| Ql= BHA|:
o] 22 1.8mg/kgel 2SS 6F7| SOt B|EA|IL, A|22ZAni0|E,
EAZH|Al 2 ZyEUa/ZEYESE(R-CHP)D} #2350 21 Z+A
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L, Fe W&

(1) chet &

i

o &4

o

O o|gkd Hof B-AM|Z & =T Z(Diffused large B—cell lymphoma, DLBCL)

O ("9 v|=X|ZI=8 ZZ(Non—-Hodgkin’s lymphoma, NHL)2 BAMIZ, TAMIZ=,
NKM ZOoAM Feiste 8Z8 T SXZIFZE S Mgt ete =2,

o|2k

Ho B-AM|Z & =ZZ(Diffused large B—cell lymphoma, DLBCL)2 &Z% ¢l
otd & JI& =Z9H31%) HEfY.

- 2 22| DLBCL &K= M= 87|22 ZFch=E|0{, stage 1-2= 30-40%0|

=3k 2k 40%2| ZHAIAM 2l ofzt gel 5! X B HAE 2 B 40|

LFEFE

0oL

- =ZH o|& X|Z=(International Prognostic Index, IPI)& NHLE| 0|FE 0|=s5=
T £E2 XEZ, CHIJEK] A d QX2 ME 2t olX} oot 1™o|
20{z|0] 0| g5l Y| 71X YE2E Holgh

Five Clinical Risk Factors

Age=60 years

Serum lactate dehydrogenase levels elevated
Perfomance status=2(ECOG) or <70(Karnofsky)
Ann Arbor stage Il or IV

>1 site of extranodal involvement

DLBCL 4l 7IX| gl X 54 MEES

0,1 factor = low risk 73%

2 factor = low—intermediate risk 51%

3 factor = high—intermediate risk 43%

4.5 factor — high risk 26%

O (H9eh)2)3) 20234 ?:.%% Aol m=H, HZXZIHEZE %a ER PN
6,109Y, FHAF= 48,916Holn{, 54 &f MES(19-'23)2 66.0%L
DLBCL2 EAollA 2kzt O Sop wiste, S 2 64,

1) Harrison’s Principles of Internal Medicine. 22e. 2025. > Chapter 113: Non-Hodgkin's Lymphoma.
2) Z7MFSEANY Al BalM(20239 SEE7, 2026.2.), FHAIE.

3) DeVita, Hellman, and Rosenberg’s Cancer: Principles & Practice of Oncology, 12th, 2023.
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O o|gtMd 7 B M= BT =9 X =F4

- (1x} ®E) EFLBHSZ R-CHOP(rituximab +  cyclophosphamide,
doxorubicin, vincristine, prednisone) 2¥HE F045l04, 2F 65-70% EtX}
oM 2tx[7} 7tsEt.
= DLBCL &KX} &, R-CHOP EHE 82 A2, IPI 082l 4% 44 M=E0|

94%, 1-240|™ 80%, 3-520|H 53%2 =2 LIE},
= [Pl 2 O|AF 2HXIOI| A polatuzumab—-R-CHP Q0| M2 EFEHHo =z

= 4

Tefgr = enf, e 234, =7 MU sHX} == ASCT CHAMKEDL

ofd A, CAR T-cell XIZE AT = AUS

= MM AENTE LEE EHAL EE EY s 2B AN fle XEE s
T gl 2XER2 I A 2 HZE stste ¥ (gemcitabine,
cytarabine, bendamustine )3t &2 1AM 80| ALEZH.

= OlE{st AAM QEHo|l MER UM ZE CD79% A oH-<k= A
(Antibody-Drug Conjugate, ADC)2! polatuzumab2l BR(bendamuxtine
+ rituximab) 281} CD20-CD3 0|& £0|A &2l epcoritamab
2! glofitamabO| &C2l=2n{, CAR-T X|& = ASCTO| 288t &KX}
AL ALSE = US.

4) Harrison’s Principles of Internal Medicine. 22e. 2025. > Chapter 113: Non-Hodgkin's Lymphoma.
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(2) 2H SAMs)e)

O AMH=E2 o|gbMd Hof BAMZ &2 T Z(diffuse large B-cell lymphoma,
DLBCL) Mol &tXto| x|20| 3{7iet2 &AM Z, CD79bE HEAst= &
-ok= M ehAl (Antibody—-Drug Conjugate, ADC)g!.
= Polatuzumab vedotin® & CD79b Y ZE &hxlo oML =

=22l monomethyl auristatin E(MMAE) & =2XI7} HEO|IE ZHE
1gtEl =2 O|F0H US.
2 F9E Sof BM=E ZEme|l CD79bol|l Zgtstoi, o[= ¢ls
=& of7f AEAO|EAIATE REH.
v CD79% &2 BMZE AS W & MEZEEZE M= Hef) 2 2444 B

— = = -1 O
Mzolgh =okEl. o= 95%7F e olgkd Hof BME EHZZofA
His{ £

= — -

> 09 Ofm Mo
2
N [
]IOI
0x

I'ﬂE
ﬂJ}'..

= Mz WEZ 07t &, o] 5= 2l&F22 o|sstl, IolA
220 o HENOIE HFHIL Eol=EHA MMAEZL WHEE. HEE A7
MMAEEZ OlMA $AHS M50 MEZ EHES HXAIZ|2, 2= M=
At (apoptosis)2 RE

PFredaturinual Wedorsn

A -
I'lrr.-Ll:"Dr

EEEEty

Hlﬁ&ﬂ'ﬂl-ﬂﬂdll!h

endocylosis

Lwsosinamia

MMAE

relense
I'nl-llnll-t{l::ﬂ, \"'“-—-

call death

Lysdsama

ontry
‘\-\_\___._,.,-""

Linker degradstion

STV

Mialignant B Cell

[22!] Polatuzumab vedotin 22|7|%

5) AFFoloREedAl. Eetoln|S 7R 14, Ai7te A% AR

6) Shingleton JR, et al. Polatuzumab Vedotin: Honing in on Relapsed or Refractory Diffuse Large B-Cell Lymphoma. J Clin
Oncol. 2020:;38(2):166-168.
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® 1xI H& 2™ (Polatuzumab—R-CHP)

O MEE HERH(Pola—R-CHP7))2 WM AR ZX|FofA IPI 28 O] 4k
DLBCL ZHAtol|A| 1A x| 22 =1 R

=2
=

S

- WM Pola-R-CHP2 7|&2| R-CHOP 2%z} AJ™H|WE Sl
S8 M= o|ds S w2t Pl 2™ o|lAt EXEoA MER EF
sMoz AZE.

— QAR Z X[ E1011)12)0| A DLBCL 1X} X|=0|| Pola—R-CHPS ZH11gt.
= NCCN 7Zlo|=E2leloAM= DLBCL 1XF X|=0| stage [|-11¢l &A=

stage—-modified IPI(smIPI)13)>1 ZtXtol|H| A5t Qg0 stage II|—IV

ol AZ IPI=Z2 &Xof|AH MESE|l= QP (preferred regimens)2 2 11
(category 1).

= ESMO 7lo|E=g2|eloffA= DLBCL 1XF X|=o0f 80A| |2t |PI=2 ZtX|[oi|H|
Hastd U Z(stage | —11: 1 ,B14), stage llI-IV: | ,A15).

= EHA6) Jto|=2l2lolM DLBCL 11Xt x|=Zof 80AM |2t stage llI-IV IPI
>2 StXtol| A H2ste _AS(1,B)

I:I

7) Pola-R-CHP: polatuzumab vedotin + rituximab + cyclophosphamide + doxorubicin + predenisone
8) Harrison’s Principles of Internal Medicine. 22e. 2025. > Chapter 113: Non-Hodgkin's Lymphoma.
9) DeVita, Hellman, and Rosenberg's Cancer. 12th. 2022. > 67. Non-Hodgkin's Lymphoma.

10) NCCN Clinical Practice Guidelines in Oncology: B-Cell Lymphomas. Version 3. 2026.

11) Eyre TA et al. Lymphomas: ESMO Clinical Practice Guideline for diagnosis, treatment and follow—upt. Annals of Oncology
2025;36(11):1263-1284.

12) Thieblomont C, et al. Large B.cell lymphoma (LBCL): EHA Clinical Practice Guidelines for diagnosis, treatment, and
follow.up. HemaSphere. 2026;9:e70207.

13) stage-modified International Prognostic Index(smlIPI)

stage I or II patients International Index, stage I or II patients
e Age >60 years

¢ Serum LDH > normal e Low Oor1l

¢ Performance status 2-4 | * High 2-4

e Stage [ or IIE

14) @A4=(Level of evidence) I: Evidence from at least one large randomised, controlled trial of good methodological quality
(low potential for bias) or meta—analyses of well-conducted randomised trials without heterogeneity

HA315F(Grades of recommendation) B: Strong or moderate evidence for efficacy but with limited clinical benefit, is generally
recommended.

15) @44 (Level of evidence) I: Evidence from at least one large randomised, controlled trial of good methodological quality
(low potential for bias) or meta—analyses of well-conducted randomised trials without heterogeneity
BAi153(Grades of recommendation) A: Strong evidence for efficacy with a substantial clinical benefit, strongly recommended

16) European Hematology Association
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[(ESMO) First-line management of stage IlI-IV DLBCL]
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2k} oAt 12 2H (Polatuzumab-BR)

MEHE WE22¥(Pola-BRIN)S MM U AMFEBX|FHOM MLM w=
224 DLBCL &xjoi|7| DD

ol
AT

T—cell X|2 EE RIS M ZO|AI(ASCT)S 113 =
=2M DLBCL &HAo]| st M2 XEHo =z AHAZ=.
AUARIZ X[ Z20)21)22)0f| A{ CAR T-cell A|ZL}F ASCTE 1&gt = gls Ay
= £8M DLBCL 2&F x| 20f| Pola-BRES A&t

= NCCN 7Zlo|=2}eldA MSEl= LB (preferred regimens)2 2 s
(category 2A).

= ESMO 7lo|E2l2lolA CAR T-cell X|2L} ASCTE 1&g = ®lcs
Med =38M DLBCL 2&t X[ZO|Al polatuzumab-naive ZHX}of| |
HISH( I ,B293).

= EHA Zl0|E2I2lo|M CAR T—cell X|ZLF ASCTE 112{g = gl MM
=34 DLBCL &tAlof|Al 2kt o|Ar X|2 2 Pola-BR= H11eHIIl,B).

I_ |
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[(NCCN) DLBCL SECOND-LINE THERAPY(relapsed disease<12 mo or primary refractory disease)]

17) Pola-

BR: Polatuzumab vedotin + Bendamustine + Rituximab

18) Harrison’s Principles of Internal Medicine. 22e. 2025. > Chapter 113: Non-Hodgkin's Lymphoma.
19) DeVita, Hellman, and Rosenberg's Cancer. 12th. 2022. > 67. Non-Hodgkin’s Lymphoma.

20) NCCN Clinical Practice Guidelines in Oncology: B-Cell Lymphomas. Version 3. 2026.

21) Eyre
2025;

TA et al. Lymphomas: ESMO Clinical Practice Guideline for diagnosis, treatment and follow-upt. Annals of Oncology
36(11):1263-1284.

Thieblomont C, et al. Large B.cell lymphoma (LBCL): EHA Clinical Practice Guidelines for diagnosis, treatment, and
follow.up. HemaSphere. 2026;9:e70207.

LA

+(Level of evidence) II: Small randomised trials or large randomised trials with suspicion of bias (lower methodological

quality) or meta—analyses of such trials or of trials with demonstrated heterogeneity.

=y
HileH

3 (Grades of recommendation) B: Strong or moderate evidence for efficacy but with limited clinical benefit, is generally

recommended.
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SECOND-LIME THERAEY*
— 1“5?_1!““2”{ —
Intention 1o Procesd to Tramsplant Mo intesython 1o Procesd to Transplant

Preferred {in alphabatical codes) | Preterred [in alphabetic sl ordar by
» TIHA # plabniam (Carboplate, Ceglatn or Caabplatn 4 Fituomat § » CAR T-0ed (D15 -dencied) (aih prespostpheeos thermgy 14 foeded,
= G0 = Rilpamab BeCEL C Zad 1) o elsgble )
= |CE & Ruamab # Lisptabiagere maralsescel
» GEMON + Epoontamal i
Qther pecommended (i alphabetics order) o GEMOX + Clofiamab-gabm™E
= ESHARF & Rearmaly « GEMON" & Polabarumab vesdotn-paa + Rtusemab
= EMOX 1 Reusemab v Lerudebormets & Takassamabcxnl

+ Polyturomals wedobn-peg = Bendamuntne™ = Biluceab
-!-In:rmwhm.lm:l-:lw-lh o SO E 4 Podaharumal vesdofrs-pet
» Glatamab.guimn @ ¢ Polshznmab vedotin pag (catefjory 20}

Wlh#wm

«CEQF 1

ﬁﬁgﬂt Fod L=t

+ GEMDN £ {if urable by recere spoantamate g, gisfrinmab-gebm
o et rrely et paeg |

*

Maaful in sertain circumstances

+ Eirgniumimety wdotn
» Eevimah” (non-GOE DLBGL)
v Lemadtomade & Fshoomab non-GER DLBEL)

[(NCCN) DLBCL SECOND-LINE THERAPY(relapsed disease>12 mo)]

*

e Tt
[ Progyrigsnn wdi |7 raees b ooneon] - e Trugreiadd §HT =L POTTd of CorlEeng ArHdne TREmeT ]

I
*

-

R
Lrrastatie B plotrue-Bared
TN Puyvagn Sl AT

et Tt
I Swtmil S CRFeT Tevay [_HEJH-T“ |

= —

+

[(ESMO) Management of r/r DLBCL]
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(4) it AT =8
® 1xI H& 2™ (Polatuzumab—R-CHP)

O [POLARIX]24) 18-80A| O|Af o]0 x|ZgF2 Mo| gls CD20 M, [P
M=25) 2-57Ql 0|2 O BM|Z B ZZE(DLBCL) 2HALE Hale 2 AMEER
(Pola—R—-CHP, n=440), CHZ=7(R-CHOP, n=439)2 2 1:1 FZ| HjZ&26)5}0d
S5t Ci7| 2 Cl=7t o|5YWA, ekt =27) 34F Qlatodgt Znj2s),

- 1A WK Eel FXd WEI|ZHPFS)2 & & 25 SYUg 0| =EsiR 2
2d A|® PFS ratec AHEET 76.6%(95% ClI 72.7-80.8), CH=a
70.2%(95% Cl 65.8-74.6)2 AHEEZETO| tHxFo| Hlof SHM2=Z 7|t
s 2(HR 0.73; 95% Cl 0.57-0.95; P=0.02).

- FQ 2X} "HIIX|EQ ™A MEIIZHOS)2 wolst Xlo|E HO|X| %S
(HR 0.94; 95% CIl 0.65-1.37; P=0.75).

Q2 2A} HIIX|E

Pola—R—-CHP (n=440) R-CHOP (n=439)
2d A|E FAIH MZE=E(95% Cl) 75.6%(71.5-79.7) 69.4%(65.0-73.8)
(Event—free survival Estimate at 2 yr) HR 0.75(95% CI (‘3.58—0.96; P=0.02)

78.0% 74.0%
CR rate P=0.16
od AlE M MZ=E(95% Cl) 88.7%(85.7-91.6) | 88.6%(85.6-91.6)
(Overall survival Estimate at 2 yr) HR 0.94(95% Cl 0.65-1.37; P=0.75)
2Al4 MZ=Z(Disease—free survival™, 62 (16.3%) \ 799 (21.8%)
ARt EE= R Eksh kX ) HR 0.70(95% CI 0.50-0.98)

*DFS ITT population 2™ E+ n=381, = n=363

24) Tilly H, et al. Polatuzumab Vedotin in Previously Untreated Diffuse Large B-Cell Lymphoma. N Engl J Med. 2022:;386:351-63.

25) IPI(International Prognostic Index) A<~

- low (0 or 1), low-intermediate (2), high-intermediate (3), or high (4 or 5) risk of a
poor outcome
- scoring system that gives one point for each of the following risk factors:
v' age older than 60 years
1 or more extranodal areas of disease
ECOG performance status score of 2 or higher
lactate dehydrogenase level above the upper limit of the normal range

v
v
v
v _Ann Arbor stage III or IV disease

26) TPI A7(23 vs. 3-53), 7] W (Bulky disease) -, #2|4 Ao weh 344,

27) AAEH(Pola-R-CHP): polatuzumab vedotin + rituximab + cyclophosphamide + doxorubicin + predenisone
AHFETLE vincristine tHEE 9JoFS Fofuke
27 (R-CHOP): rituximab + cyclophosphamide + doxorubicin + vinciristine + predenisone
th&a-8 polatuzumab vedotin THE& 9ok Fofuks

28) Data curoff: 2021.6.28., #2713t T4k 28.27HY (range 0.1-43.4)

o,
29) CRel|l =98t g2t gollA, A5 95 AHRE Ay A s Apge] 24T w7ix|e] 713t
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E l 5 1)
E 1 i-—u ar: e pregTe JpE =] E (i  Harand e legih
| 073 (95 L, 05 7=0.95] 004 (959 1, B65-1.07
I. Peil ™ pears
o : 1 13 24 30 1 ! o § 1 13 4 "
Months Wonthi
Mo. #f Riak Mo. at Risk
Pole-E-CHP LD AL 141 i) ki ] rf | ME HE Pals-BCHP A4 433 ¥ 7] LS 140 _. 1
S CHOP L] 155 110 g T2 7 } NE - 413 ald & ESs 15} Fyt) |

[Investigator-Assessed Progression—free Survival] [Overall Survival]

- MM "WIIZD 5 2 grade 3-4 OfAlHts HMES2 MAEES
60.7%, =7 59.8% = TFAlet Z1E Hel.
= J}A =5t grade 3-4 O|MHIS 2 ST HAS(AMHEET 28.3%, =

30.8%), HUZAMAHS(AMEETL 13.8%, =7 8.0%), BHIE(AHEL
12.0%, A= 8.4%)0|US.

O [POLARIX 5yr F/U]30) 7| & global ITTZ(n=993)2t &= =& AJTEE
Zotst =& AR (n=1000)= Oiate =2 oF POLARIXe| 544 a4
7E4_T',|-31)32)

- PFS % DFS7I X[&HERJA20i, OS= global ITTH Z|&ELz2 AMEEL
82.3%, == 79.5%=2 FX|& JME EFoLl SAHAN weldes dF
SHX| £2gH(HR 0.85; 95% CI 0.63-1.15).
= EMIX™ SO F M Z3, P 3-5F™el DE oA HAE 2Pl 2

M) oy el 42 2.

global ITT=(N=879)

Pola—R—CHP (n=440) R-CHOP (n=439)
5-year PFS estimates 64.9% (58.8-70.0) 59.1% (54.0-64.3)
(95% Cl) HR 0.77 (95% Cl 0.62-0.97)
5-year OS estimates 82.3%(78.7-85.9) |  79.5%(75.7-83.4)
(95% Cl) HR 0.85 (95% ClI 0.63-1.15)
5-year EFS estimates 63.9% (58.8-69.0) 58.1% (52.9-63.2)
(95% Cl) HR 0.78 (95% Cl 0.62-0.97)

30) Morshhauser F, et al. Five-Year Outcomes of the POLARIX Study Comparing Pola-R-CHP and R-CHOP in Patients With
Diffuse Large B-Cell Lymphoma. J Clin Oncol. 2025;43:3698-3705.

3D T & EofA 20199 7€~2020d 1297b4] 121789] A7t 554,
32) ¥AV FUgk 641704
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PFS (%)

PR}

ot
rlok

FA}LaE(N=1000)

Pola—R-CHP (n=500)

R-CHOP (n=500)

5-year PFS estimates

(95% Cl)

63.9% (59.0-68.8)

59.2% (54.3-64.1)

HR 0.80 (95% Cl 0.65-0.98)

5-year OS estimates

(95% ClI)

82.4% (79.0-85.8) |

79.0% (75.3-82.7)

HR 0.83 (95% Cl 0.62-1.10)

5-year EFS estimates

62.8% (57.9-67.7) |

58.2% (53.3-63.1)

(95% CI) unstratified HR 0.82 (95% CI 0.67-1.01)
— Posla-R-CHP R = 4880 — Pl BACHP in = 8401
106 - — RCHOH in - 47 100 —im. — HLHOP |n - £3
“\‘1. # Conssied ey = & e
D v e " P il < --ll----...,-ll._q._r-1
T S | L — - .
& 4 ‘nﬂ.‘_“-'h ?f_ )
L)
& 4
E vl - Frown i i, " {05 % = Ewwedtdrgm i, % i55% Ol
0 Pole- PO 02958 240 M0 ) - Pl -A-CHI- H2-3 178, T ko .
iy P 0 el T e S NoCEER T (', T i T A
BRDLTT (BN O DS i NRT) PO LG D90 1. DGR 1180
A e e e e T T 1] e e L I B m p e e e e |
0 6 12 1B 2 3 PS5 42 48 54 60 60 72 0 & 2 18 24 30 35 42 48 B4 80 B8 T2 M &

Timea {months)

Al &N el

oAby A7
im =1 o i

7 I FEE XS I8RO0 2
T OrN e i

Tima {months)

Fiamilie &) Tk
A40 A1S TEh 3D 7 07D 3RE 305 M3 J3E M8 1 W T N
AT ATh S03 DED 373 WA ONET WY XM 0P N0 13E K3 1 M

TEE M OBE RE

4 WY MO N L Ll

[global ITTZOAM PFS & 0OS K-M 241]

% (ZH1) M 2kAl HZE CSR (Data cutoff 2024.7. 7|=)

HR(95% ClI)

p=0.3035

e [Pl 2-5(1TT) ___IPI 35
MYEEL o = MHEEL =7
(IPI 2-5 vs 3-5) (N=440) (N=439) (N=273) (N=272)
event.n(%) | 141(32.0%) | 168(38.3%) | 95(34.8%) | 118(43.4%)
PFS stratified | ) 22 (0.62-0.97). p=0.0231| 0.71 (0.54-0.93), p=0.0139
Rioso o) | O 62-0.97), p=0. . 54-0.93), p=0.
event. n(%) | 79 (18.0%) | 91 (20.7%) | 58 (21.2%) | 69 (25.4%)
0S Stratified 0.85 (0.63—1.15), 0.82 (0.58—1.16),

p=0.2574
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Kaplan-Meier Piot of OS5 n IPE 3-5, Intent-to-Treat Patients
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O

[POLARIX asia subgroup]33) global ITT® & OfA|o} &XHn=160)2} &=
& FISE(n=121)2 =Z st otAlot st I&E(n=281)d Cfst POLARIX
3P—‘%IZL—E =4 Z1}34)

1Xt WIHX|ZEel PFSO| st #l€H|= 0.64(95% Cl 0.4-1.03)0|0q, 24
PFS rate= AEEZEZ 74.2%(95% Cl 65.7-82.7), 65.6%(95% CI
56.4-74.8)% 2.

T2 2Z "I E

Pola—R—CHP (n=141) R—CHOP (n=140)
oo s o | oG | G 8
. ) .
DFS” events (%) 20%H25d76)7(95%|0| 0.377?1%25))21'1)

*DFS ITT population A&

=127, th=Z n=114

D-Itl

w
il o

PES I8
0 1

[Progression—free Survival] [Overall Survival]

33) Song Y, et al. Polatuzumab vedotin in previously untreated DLBCL: an Asia subpopulation analysis from the phase 3
POLARIX trial. Blood 2023;141(16):1971-1981.

34) Data cutoff: 2021.6.28., #2717t S35k 24.2714
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® 2Xx} o|At HEZ 2 (Polatuzumab—BR)

O [G029365]35 18AM| o|&t, =HEAME O|A0] E27H58R6) UM Es =23
o ojgkd HOf BM= %lié—(DLBCL) SHAHE tjate 2 of Cfy| 2, SIHEHH

1b/24) QA7) 23},

(Pola+BR, n=40)2} CHZ=Z(BR, n=40)38)

- 2xt9l BiE BSEQ| 1A HIIKIES 2N BHS(CR rate)9S MHER

4}
40.0% =2 =T 17.5% OiH| ®elstAH =*S(p=0.026).
End of Treatment — n,(%)
Pola-BR (n=40) BR (n=40)
IRC, objective response 18(45.0) (17.5)
Complete response 16(40.0) 7(17.5)
Partial response 2(5.0) 0
Stable disease 6(15.0) 1(2.5)
Progressive disease 8(20.0) 10(25.0)
Missing or unvaluable 8(20.0) 22(55.0)
- 2At UK El R MEV|ZF UL MEEL 9570, =2 3.7
7Hgdo|A204(HR 0.36; 95% Cl 0.21-0.63; p<0.001), M| M=7|7F ZAUZtS

12,4704,

=22 4.77020|AZ(HR 0.36; 95% CI 0.24-0.75; p=0.002)40),

35) Sehn LH, et al. Polatuzumab Vedotin in Relapsed or Refractory Diffuse Large B-Cell Lymphoma. J Clin Oncol.

2019;38(2):155-165.

36) 2YR o]xo] Bl A
@ =g oabe] Bk Tk o)A} o)A HAF(Transplant ineligible) HAS U2l 742
@ o4 o4 A o]Ho| A7} ZHRAME o] (ASCT)E Wgkor} A so] Asfd HHol = B

37) study design

Phiass b salely run-ln:
polo-BH or BEG

Fhass Il expansion:

pola-BG

Phass 1l randamezation;
pala-BR v BR

T randamiration

AR DLACL =i Etratification: DOR < 12 mo. = 12 mo

38) A% &E3H(Polatuzumab vedotin + Bendamustine + Rituximab, Pola-BR)

th%(BR): Bendamustine + Rituximab
39) X187 £8 AlA IRC7} PET-CTE %7}t A3
40) B A3 22.37049 71F
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[Progression—free Survival by IRC]

MWW IEiE f b

.

[Overall Survival]

- OFMAM HIIZAI, 3-452 O|MHIZOAM TFZIF AT MIEED
(46.2%)0| TH=(33.3%) CHH| =U2L}, 3-455 4Y HUE2 AMEE
T 23.1%, = 20.5% 2 FAtet Z1tE Hal.

» UX AMAHZ 2 MEEZAOAM 43.6% HMSIF oL HREE 1-25¢!
O [G029365 LT F/U & && IS5 E Hn4) DEQ| iy IS EQ| MI|FX
2bEF 2l o2 IS E(Pola+BR EF T, n=106)42)2| 2AF A A1}

- 222 vl ZSEO st &7 & a4 Z1Ml)

» Best CR ratec dMEET 52.5%, MEELL 22.5%!.

= PFS ZAULS AMAHEED 9.270&(95% Cl 6.0-13.9), o=+ 3.774¥
(95% ClI 2.1-4.5)0|f20{(HR 0.39; 95% Cl 0.23-0.66; p<0.003),
0SS SUS MEEL 1247014 (95% Cl 9.0-32.0), == 4.774¥
(95% Cl 3.7-8.3)0|U=(HR 0.42; 95% CIl 0.24-0.72; p=0.001).

41) Sehn LH, et al. Polatuzumab vedotin plus bendamustine and rituximab in relapsed/refractory DLBCL: survival update and

new extension cohort data. blodd advances. 2022;6(2):533-543.
42) study design

Phase B Sxledy unn
Pols + BR

R LBt

Bl mhoady

Pogin B Rarakor— alin e e

oyl [u_n:_a_tgg,_@-m
I s Proase i Exteraen
el s, + 05 Rt B0 Pioka & Bl dn = TOHE

GOTIMEE vtudy denbpm. Hrcon Gid the Daat@et wies Soevi GORRUIRN an bt b puitesi
with it DLBCH s o reconm pois & Bl o BR slore
B, Deis by birue-vot g avly, PLEBICK, ohFsies bar g 0ol hegebeoivon, fodd, poleharisrul vediie.
P ki s e My,

173

43) data cutoff: 2020.7.7., &7t Sk AFFL 48.9704, Wi 48.37H4
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X2 B8 Al® CR rate= 38.7%(n=41; 95% Cl 29.4-48.6)0|0,
best CR rate= 52.8%(n=56)%.

PFS &Y4t2 6.670&(95% Cl 5.1-9.2)0[ 20|, OS A4 12.5
7H&(95% Cl 9.3-23.1)0| =.

B

S W)
0288883

Madian PFS (0% CI

— Pl 4 BR N =401 02 morghe (.0=1180
— BR800 AT moed {21255

R ———
—
O & & 8 1017 14 16 18 20 27 04 26 768 30 37 34 36 38 40 47 44 40 48 20 57 o4
Time { manihs)

Ba o peenin W i
Pla=Bt 4033 25 M @A 2080 0 6 9 0 6 4 8 &£ &£ 4 433 01 1
B afletd g & 8 6 6 4 4 4 2 T 1

[IRC—assessed PFS in randomized arms]

B oo Midian PES (084 C1)

ad - — Pl 0RO = 008 08 months 1 -82
F o
e 40

Ak -

& T T T T T T T T T T T T T 1

o 2 a L] i 10 12 14 18 16 b a2 T4 L b 1]

o s Tiene { maitha )

Falp= B 10 ") i 45 a4 e 17 12 (=] | a T
[IRC-assessed PFS in the extension cohort]

Madisn OS5 (85% CI

— Pl & BR = 00 178 maddvib (003001
B N QDAL T maihE §3.T-BL3)

BT T T
0 9 4 8 B 1017 4 18 18 9092 24 98 28 530 37 34 38 38 40 47 44 46 48 B0 B3 04
ol i Time (manSa)
FasBl 40 383300 78 TR0 M6 B 12T MM IO 0@ @ B G B oA B 7 8.3
B AT ITNI BT TEAES &S 433 839 0 %92 30 290
[OS in randomized arms]
D
T Maodian 05 (85% CI1
Bo 4 = Pols + BR M= 108 125 months (B.3-23.1)
= B
"
= 4o e g
20 -
4] 2 4 & ] 10 12 14 16 1] 20 22 24 28 an
e o e @ ek T“di“:

MarBEIOE 03 B3 88 S8 51 45 A9 20 10 w0 @
[OS in the extension cohort]
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® 1XF H& ™ (Polatuzumab—R-CHP)
O

2t sksl44)of| w29 Polatuzumab-R-CHP2 7|& R-CHOP CHH| PFS,
EFS, &sll X|&HM, =& X7 2 42 SHAM 2o U= A JiM
2 20dFoeny, ogX n|&5F I 2 Akl Pl 3-521 1Y FollM
Cl

C =5 = o
et 22 olFg Hel.

ol

O E39|, =z g&x= 54 M Ao w29 Polatuzumab—R-CHP 01l A
HIOTE o AU S Zersh Af20| CHxEF tHH| A E0=E0], E5X =29

-

2E 7Kg =

® 2Xx} o|At HEZ 2 (Polatuzumab—BR)

O 224 sksl45)0f w2 ="M ZOo|Ao| E7lsE XME/EE DLBCL
N o2 St Polatuzumab-BR 22 7|= BR tht=5H ChH| zt=
M ZIHPFS, ORR £)& E0{FU=2.

S X BA(AZIZIF, HHEIF)E 87 =of MR I[N XBH SO
olab BN BA YIME HEd ooz xutA
CC I_;IL

fl
B
|0
HU
N
2
_O,ﬂ
o

o =
= =34 DLBCLAAM A& EF2

44) g et3|( )
45) e ehe}s)( )
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et fH| el X|of CHet HE

O AMEE2 “00 o|Mo xz¢eE HMo| gls S oz
(DLBCL) Mol 2tXoM 2| SAR, AIE2xA0o|E SAFH[A 3 =
EvE/ZY EHEE(R-CHP)IF HEF0], @ =€ AMz=0o[Al0] HMatst

M 7

oD B 7tx| olAtel oM x| Bof Mujst Ay FE 2SA 0lgky HC

BMZ ITZ(DLBCL) M9l EXfollM HICHEAE o 2|SA|gDte] HE

Q0| 37t w2 okME, T Xl Ao HBATES HASZ A
Chaso{ s Sof g

e d97E old H S& 18 Al, efMel =0
7|2 & Hxt sof et A48 Mex(ZZ4h gEA] HRsStotl EEhe
°FA|)oll o Eetetn 27| o3 F.

O M178AF L& EtA o5 (LR}E: 2025 78 23Y)

[ == ) =]
o Eo:|
= 5hot O H = 04 CH AF i
b ===t S 0{cH Al |

oMol x|Z=22 Aol |ls

L x3
o Pg'atfzuhmab; Bgungb('v’ S.C. )| olor 4oy BME 2ZZE(DIBCL) Aol
yclopnhospnamide oxoruoicin _I'X|-(E—I_|', |P|z;4 > 3:_!0-” 6._".3:.")

=2
+ Prednisolone(Pola—R—CHP) (20{7|2F 67| 7-8%7| Rituximab CHE)

o I

X

3. ‘rituximab(ZY: THZITStFAL) F0o Al A FU|of MUHHE MEHA ZF 375mg/m
A F0{5tl O|F FI|REH IStFAMAME F7| & DHIT 1.4g4 50, RAILQH (A
19| LhEhHe 2 F0 Alol= TstFEAMAME F7| & D8 ET 1.4g4 F0{ (M2016-242
S:2016.9.1.)

Z4. IPI(international prognostic index)= C= 574

(M2021-88=: 2021.4.1.)
60AM| =2} / stage lll, IV / ECOG PS 2-4 / serum LDH > normal / extranodal involvement > 1site

[m}
—
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ofM

=
=

F

ol
rir
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O M= gotdzt
® 1xI H& 2™ (Polatuzumab—R-CHP)

— NICE (2023.3.): recommended(commercial arrangement)

=  Polatuzumab vedotin2} rituximab, cyclophosphamide, doxorubicin %
prednisolone(R-CHP) H &2 Oo|Mof| X|Z&+2 & gl= ol HO|
B-MxZ EZZF(DLBCL) Aol Cls =2 &5 Al #H1E.

v = A o= X|==(International Prognostic Index, IPI) &=7} 2-5&¢2l
4%

= polatuzumab vedotine| AlE S{IMHR|IEC 52 H 2! A

=2 AA i HZTO|M ol 2 WACZE AIEEH WAL=

\d

Me aks
e

« 24t 2o wa=®, Pl 2-58el #XI} Pola-R-CHPE e #AT
R-CHOPZ &r2 mEct 23% ME 7|2ke of W& + ol Aoz
LtEHEE. CF2F Pola-R-CHPZ} R-CHOPO| dHlalf MA M&E 7|2t2 AZE
SHEXlE O WEBIN 23

= R-CHOPZ Fojeta FX=2o| 7Z|tidEo| 2474  o[M0lE2

Pola-R-CHP2 end of life 7|&2 &&stA| 2oL}, 4 AE
POLARIX 277} Xt 200id =9 R-CHOP Cid| ®elo|sh 7JHM S
ASTH z|F9| AMAIE 2 Z Pola-R-CHP= EAIXMo|2t ZEXS,

= Pola-R-CHP=2 &al™o|2tn "HIsiX|gh, ZI[AMel MA ME 7|2t
FHxlof diet ==AMo|l off =of F& Jtse ICER:s
£20,000-30,000/QALY Alolo|o{, R-CHOP CHH| H

NICEZ} H|E EIH0|2t2 7t35t= Hel tie| shetol| 9| x| g
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- SMC (2023.5.): recommended(Patient Access Scheme)
= Polatuzumab vedotin2} rituximab, cyclophosphamide, doxorubicin %
prednisolone(R-CHP) HE®H 2 o|Mo xze2 M gl= IPI 2-5&
ol o|gtM Hof B-Mlxz BZZ(DLBCL) HXtol|AH HIE.
= K2kl ME AMA "ot 7|8 24 Z3}, Pola-R-CHP2 R-CHOP Cf
H HE2 o XEsIHAM 3™ 2l(dominant) 22 LIEFH.
v QALY gain® ZHME PFSet gtxlE 2 Tof weE OS2t 4ol & a4
7180 Z|elet.
v' Pola—R-CHP2| =7| 2Md|7t O =X|2t &Y W = LY== =5
Xz HE % J|E olE X AL H|E0| HZEHAM MAH H I

-

=< = —

M EARF

= polatuzumabs orphan equivalent medicine2 2ZAM SMC= ZHMAHI}

— CDA-AMC(2025.7.): recommended

= Polatuzumab vedotin2} rituximab, cyclophosphamide, doxorubicin %
prednisolone(R-CHP) HE2 /2 o|HMof| X282 M gl= IPl 2-5™,
CD20 kM o|otM HOl BMlZ ZZE(DLBCL) &HXbol|H HIE

v ABC(Activated B-cell-like) otdez ZFE/=o0{oF stof, GEP(gene

expression profiling) AAIE &3l 2kel=o{of &t

= SiROE E4Me| otAlol= =+stil, pola-R-CHPO| ABC otg 2hk}
o7l of 2 PFS & 0S Ol S HMITo=M My oz 2y o
712t AY Sof n|EF & 5ot ot

= $50,000/QALYZ FH X

SHAIM  GEP dAF HIE
ojgtd, =% X Z(CAR-T &) H[& 71H9 stH 2= ol dHN
Hot 2340t of 9 =&Halsictn gHIteh

v EkA, & 23S 2M5H| fallAl= AEet =F2f Jt4 elstut
ZAMol2tr AR

2L omn

- HMekAl HMZ Ri=ol| wew 8| 2-aD|
oL}, glelsls AR 984 FJo C

X
rIH[[
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- PBAC(2025.3.): recommended(Risk Sharing Arrangement)

= Polatuzumab vedotin2} rituximab, cyclophosphamide, doxorubicin %
prednisolone(R—-CHP) H2eH 2 o|Mo x=82 M gl= IPI 3-5&
ol oot HOj B-M=Z EZZ(DLBCL) EtAbof|A HLOE.

= XA "WIF Z3 H|E-22fH|= $45,000-55,000/QALYR =2 =%
AIMo 2 Qs =& =7tssict Zreket

HE st O&(IPI 3-58) H|O|E{of| Z|gtst= A, At

Ald Hole A OS o|do|l ™Hets| ABEKX &

H|Zo| ZxoF 2ldstA Hst=s 5 AF
ASe =z "ol

= MM |CER YHP= $15,000-35,000/QALY(CAR-T H|Z ZI™o| 2}
HE)o|0d, H|S &8s e™duty| (st 714 QlstE Hsh,

Q
>
T
-l
oln

® 2Xx} o|At HEZ 2 (Polatuzumab—BR)

— NICE (2020.9.): recommended(commercial arrangement)
= Polatuzumab vedotin2} rituximab, bendamustine &2 % (Pola-BR)
2 =g MEZ o|Alo] EVtst MY E= =34 0|t Ao B-
M=z 8 ZZ(DLBCL) 2tAto|H HI1E
= oie AHMZ3o et EE  XEH2  gl2™, rituximab  +
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oiZtEicts Fg solg

/™ — [ -
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— SMC (2023.6.): recommended(Patient Access Scheme)

=  Polatuzumab vedotin2} rituximab, bendamustine H-&2 % (Pola-BR)2
THZME o|Alo] EVlset MY = =SA o|2td HOl B-AMxE
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medicine) Z2MAE Sot MYIIE Soll S2lE.
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CHoteoz ZAXMAM ™It A} list price 7|F& H| =1H|7I BR CHH|
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— CDA-AMC(2021.4.): =715 H1(Reimburse with clinical criteria and/or conditions

= Polatuzumab vedotinZ} rituximab, bendamustine ¥HE22% (Pola—BR)
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- PBAC(2019.11.): not recommend

= ZTERME o|AlO] EVlse MM E= =8AM o|otd HOl B-M=E
2 ZZ(DLBCL)  EXIo|A  Polatuzumab  vedotinZ}  rituximab,
bendamustine H-82 % (Pola-BR)2 H I &X| £S.
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