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H 1. 50 27H (Dosing schedule)
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£o 23 Xz 7 Z F719l ROl O ¢fo| 8 (mg)?
1 0.16 mg (7|1Z&%)
8 0.8 mg (57t
ol == 137
15 48 mg (R 8488
22 48 mg
o == 2-3F7| 1,8, 15,22 48 mg
2 =0ttt 4-9F7 1,15 48 mg
4 Z=0tCt 1077 & 4 0|= 1 48 mg
20.16 mg 2 7|Z&% (priming dose), 0.8 mg 2 &7t& (intermediate dose), 48 mg 2 H&8
(full dose)

O of2 ZHeto| TAEHL A& E7tsct 59 L T Fojetot.

FoF H MX| ot oY

Sz0| 20| Se & AA 0] s F0joliofF ohot.

AIO|E7LOl BtE 537 (Cytokine Release Syndrome, CRS)2| S &0|7| ol A E|E ofH| £
of

F7 Z 9 %t X} OfjH| S oF £

o I EL[EE(100mg E+ o O§=F O] &2 FASI7| 30-
= JUMFAD E= 0|9 1202 M
55 o 2|11 1 FI|0|N Of= Of
2 Fojot = A% 3 Y S0
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17| A oAl Mo 2t O 0|2 7| 50| &4 F0f 2o XYM QI crs & HY Tt M=t A1
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LA HUUS B, E=
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N2k (<6l/2)H1H
=2t (nasal
cannula)EE&
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ICANS 7| Sttk[= 42 EM2[FEOl Cfjot3 MEISICE
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cannula), 40| A
OfA3 XSS
OfAd =2 HFE|
QA3 E ZQ2
St MMAE
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TE fH|E|2tMBHE na2{tCt. CHotct,
oA XMt =FEP
Ao =2 Mol Y-AO|ETFHOl @ !

CRS £ &HIofX] 2= 42 E-AI0|EFIQl QB2
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2 (Cytokine Release Syndrome, CRS)

0| %o 2 X|ZBF2 SHX}O| 50%(84/167)0M 2= SZ2| CRS 7ML MRUCH 1 SZ2 LU E

31%(52/167), 2 S5 17%(28/167), 3 S5 2.4%(4/167)RULCt.
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of O] of2 FOjot T RE CRS HUMA| ZE2|= AlZHe a2 2 L(H R 1-11 2)0IALE
2

CRS £ 2HXI2| 98.8% 0| A SHAE|/} 2D CRS O K| 7|2t YU 2 L(H: 1-27 L)O| ALt CRS 29

-

M Sot W2t T2 2 50%(83/167), ML 16%(26/167) X X AAF 9.6%(16/167)0| ALt 2 E
SOt B2 A0 M LHEHH CRS 2| CHE F= U SHYLZE 20H4.8%), 21 (SY 2 ZHH[7.8%)),
F85(13%) & =5 2EH7.8%)0|RULH ZEE[ZAH Z0|E AHE 2|0, 22| 15%0| A CRS &2|&

flol E22|FR0| AFEE|RUE
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MzZ-#3A MF =4 T2 (Immune Effector Cell Associated Neurotoxicity Syndrome,

O] Ao 2 K22 SIX}O| 6% A ICANS 7} HHMAM O 42%= 1522, 12%=2 522 ZYACE
oF HO| 2HXH0.6%)= 5 52 (KX HA)2| ICANS AHHE Z™IULE O] 29| X|E A|Z A|IHCZEH A
ICANS 2HERH7IX| ZE|= AZHo Y2 165 L(HQl: 8-141 )O|RULE ICANS = X|X| 2 S
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H
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-0.16mg 7| Z&% (priming dose) &=H| 2 & — (2
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F 37) 0] FAL, Ho|
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=
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ol &71& A A

=
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Al
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JH'HCE,

=
b) HFO|Z O] 2 =7} A 2(20-25°C)0| E| =2 1 A|ZHO|LHZ 7| C}2ICE,

=

a) YEDO|AM Of & 4mg/0.8mL HO| 2 1 7|

[ (swirl) Al ZIC}.
HFO| 2 FI & 7 Lt(invert), 228 = O| X| Al (vortex) StH Lt M| A &= 0 M (shake)
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2) K HAY 3| A8
a) ATt 37| ¢l HtO|of "3 M A'2f 1 FA[DHCE
b) 0.8mL 2| 0| 42 3|M A 2 diAIEl HFO| 20l S ZICt.
c) 4.2mL 2/ 0.9% SILIEE B FTALUZ 3|4 A & HA|E HO| 20| F7ICt
0| 27| g|A 842 0| 2f 0.8mg/mL £ TSI

[}
) 3| AHIO|Y S 30-45 = S EEHA 3| ™ (swirl)A| ZICE.

(X

3) T A 3| M35t7|

KAt 37|2| gl HFO|20j "53| A B2t FA|SHCE,

3| M AHIO| 22| &AM omL £ 3| M BHIO| Y E FZIC} 3| AHIO| 22 I O] & EHRSHA| QCt.

8mL 2] 0.9% HZILIEE R FAIHZ 5| A g HIO| 20| 5571 £|F =7t 0.16mg/mL 7| k[ A| BtCt.
d) 34 BHIO|Y 2 30-45 = St EEHA 2| ™ (swirl)A| ZICH

o 9

O

)
)
)
)

4) &% 35}

a) 3|4 BHO|YC| 3|AE O Of 1mLE FALZ| 2 FSHCE

il

) TALZ|0f EAISH7
a) =ALZ|0f  Z(0.16mg)1t

a E .
Of ofol HiO| 2t M B &|X| 2 F22 = 80 et o 7|tk

-0.8mg B8 2F (intermediate dose) =H| Bf &1 — (1 CHA|C| 5| M T Q)
2t2Eo| F 7| = THA IOl M ™S 37| 9| FALY|, HO| Y A FAHIS 2 AHESHCE

1) O] 2 HFO|Y FH|
a) HZD0|A O] 2 4mg/0.8mL HFO| L 1 7HE TH'MH LY,
) HFO|Yo| 2 =7} A2(20-25°C)0| £| =2 1 A|ZFO|L§ 2 7|C}2ICH,
c) O] 2 HIO|Y¥ 2 E =& A 2| H™(swirl)A| ZICF.

HIO| S S & 7 Lt(invert), 28 = O| X| Al (vortex)St Lt M A &5 O] M(shake) 2t =IC}.

) B4t
a) HESHA7[Q| Bl HIO|ZO|| "53| A A"Etal EA|BHCL,
b) 0.8mL 2| O] 24 S 3| A 2 EA| =l HO| 20| & ZICt.
c) 4.2mL 2/0.9% FIALHEE BaTAUS 3| A 2 HAIE BHO| 0| A 25 55E7H0.8mg/mL 7t = |
oHCt.
d) 3|4 AHIO|Y S 30-45 = SO £ E A 3| H(swirl) Al ZICH.

3) & Fot7|

a) S|4 ABIO[Z 2] 5|4 &l O] Sf 1mL & FAHY| 2 F[SHCL.

4) FAZ|Of ®BA[S}H]

a) TAL7|0 8 20.8mg) Tt 11 O] A|ZHS FEA|BICY,
O ofo| HFO| Yt ALE £ X| 2 S22 L 7 0f et B 7| skt
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| A O 2 4mg/0.8mL HEO| Y 170 & 7HHL},
| 227} A2(20-25°C)0| E| =& 1 A|Zt O|Lj 2 7|C}2ICt,
fo| 2 2= A 3| ™ (swir)A| ZICF.

T A Ltinvert),

1]
o M

28 E0|X| A (vortex)SFH LT M| H £ 5 0f M (shake) P I C}.

o
=

S 5451

A7 FALZ|Of "3 A2} FEADHT

1 A FAZ|E 0| 2310] 0.9% HSILIEE HAFALA 4.2mL

AFZ|0f “ZEAL7| 170| 2t EA|SETD O] 2F 0.8mL £ #/3}H0]
S| AFALZIOf YT

-|>|

St 0] 2Fo.8mLE

Eo

=254 1805 SO0 RE YA ALt

FAL7| 5H
ZFAH7| 12 H| 7| stCt
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I

=
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F|otet. o W of o.2mL 2 S7|E

OHL
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N
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ol
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rlo

0| ©F 0.8mg/mL

5t7|

37|9] FALZ|Of 5| A g2t 1L itAliF Ct.
FA71E 0| 8510 0.9% E3ILIEE
7|9I Efi FARZIOf " FALY 2"EF'
AFALZ|Of] HZSt X omLE

A smLE
AlBtLCE.
FAZ| 22 1L},

EINMA =R

ny

UL
Rl
NIl

©

F|BtCt. O] I 9 0.2mLo| 7|2 ZBHSHCE,

O

|

S| AFA7|= O O] 2RO

27 2T 5=7t0.16mg/mL7} T A o

=
Ol
Oﬂi

#[317]
a) Sl B FAZI M ZR
o 0| A T @3}A| Ct.

o
=

o lot

IMLE MER

FAZ|2 FUC SN B FA | =

) FALZ|0 #AISH7]
a) TAZ|0f & & (0.16mg) 2t

O| 29| HO| 21t AR E|X| &
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8mg B7HE 2 (intermediate dose) T=H| Y& — (1 £HA 9

2t7to| @7]= THAIOIM HESH 27]0] FAI| U FAHISS AL

|ok
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o 2

| X O] 2F 4mg/0.8mL HIO| 2 1 7§ S TH AL},
| 2 27} M 2(20-25°C)0| E| =& 1 A|ZHO|L} 2 7|ChRIC,

c) O] S HIO| Y2 B = A 3| M(swirl)A| ZICF.
A

Lhinvert), 28 & O| X| Al (vortex)StHLE M A &5 O M (shake) 2t =l Ct.

a) A 7|9 FALZ|0f "5 M A2t HA|BICE,
b) 3|M AFAL7|E 0| 8510 0.9% B2ALIEE B FAIY 4.2mL E FotCt O] If 2 o.2mL 2| 7|2
Zatotrt,
c) ME2 FALZ|0l| "FALZ[ 170|2t 2 EA|SH D O] °f 0.8mL & F|5t0] E=Ct.
d) F M2 FALZ|E HASHD O] 2F0.8mL £ 3|A A FALY|Of FSH0] 2T 5 570.8mg/mL 7t Z| | BHC}.
e) HZAEI FAZ|S85 180 & S| X0 RFEA A =Ct.
f) FAZ|E2 225t FAZ| 1 2 T 7| BT
3) & F5t7|
a) 3|M AFALZ|QF MER FAZ|E GASHO 3| Mot 0] A 1mL E MER FAZ|2 F7ICHL M AFA | =

O 0| ¢ ER5HA| Bt

4)

FALZ[ O ZAISH|
a) TALZ[0| &E(0.8mg)at 1

2) 0] 29| 48mg & 2k (full dose) = A| &

to| A|ZHS Al BHLE,
O Ofo| HO|YIt AFREIX| %2 HES 2 AR w2t H ISt

@
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1]
fo
ot
Rl
82
0jo

0] o 48mg/0.8mL HEO| 22 £01 T 8 4{0] TR gl HHR AFE 758 8olct,

HEE 0| A O] 2F 48mg/0.8mL HEO| R 175 TH'HCL.

O] 2F HIO|Y 2 2 EEA 2| ™ (swirl)A| ZICF.

o]
22 5| & AHLKinvert), 22 0| X| H|(vortex)5t Lt M| A =0 M(shake) OF =Lt

)

b) HO|ZS| 2=7F H2(20-25°C)0| &| =5 1 A|ZHO|LH= 7|CtEICE
)
|

HFO
2) %= 57|

a) 0| 2 0.8mL & FAL7| 2 F$HCt,
3) FALZ|0f EA|SHY|

a) TALZ|0| 8 2 (48mg)1t 11 20| A|ZHS HA|BHCL.
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| ol Zd M EZ = (antibody-dependent cellular cytotoxicity, ADCC), 2|

(antibody-dependent cellular phagocytosis, ADCP)
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il
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=

O of2 X BM YLEY (full dose) (48mg) T =&t B MZEL| DL (X2 AIZ AlB MZ7 HE 7tstt
XM cD19B M2 5= <10 M Z/pl 2 Z2)2| 1L E REMWL, Ol= AR R E EeE S

=
K& gLt O] of S A8t =& X2 0| A 7| =4 CHE| =& T A Zo| 2hy Sl 287t 7 = 5[ AL

— T

O| ofo| m|st £ 3, MEH =l ALO| EFLOI(IFN-y, TNFaq, IL-6, IL-2 H IL-10) =8t =F 0| L A[X 0|1 X &t
Aol ehdion CHER A HA HALZF (full dose) (48mg) £01 = 1 Lo 4 L ALO|Of 2|1 +FO 2
ML =2 +=F2 0|7 FAEFH (full dose) F0 HOj| 7| &M 2 ZOFRLCE,

2) 4SS R

O ofo| mSt F0f = FEtotEst2 1 X O|st 54+ A BH Of7] 22 MAHE D= 2-72 20| 2fsH
HYEQACE o] ofofl TSt F7H A =2 A S HEH0| AL A0, 0 22| k=3t matd|E off CHl
25.7% ~ 137.5% H5 7A|Z=(coefficient of variation, CV) /2| 7§ 2l 7+ -5 M (inter-individual
variability, IV)2 E&22 UL}

O oFo| MY LISt FA 8 48mg £ 0] 2, 0] 22| FZH £0] L Z & A|THOAM2| 7|5t B (% CV) Crax =
10.8mcg/mL(41.7%)0| 11 AUC.7¢ = 68.9 L *mcg/mL(45.1%)0|Ct.

Ol ol 2 F 7tA FA AY B2 AT AL 7|5 B (% CV) Crax = 7.52mcg/mL(41.1%) 0| 1L AUC, 140 &

82.6 L*mcg/mL(49.3%)O|C}.
0| Qfo| 4 F7tA EoF A F0F ™2t 2rElf(steady state) 0| A O 22| 7|5} (% CV) Crax =

=
4.76mcg/mL(51.6%)0| 1L AUCo.25¢ = 74.3 L*mcg/mL(69.5%)0| L.

Oro| MAE2F (full dose)48mg = 50| B2 | BCL 2HXO|A], £ 0] F 3-4 L(Tra) Ol 2|12

ot
0z
o
I
=2

ISt B wev) BN 2 882 R Est RS 7| FE O 2 8.271L(27.5%)0| Ct .

ALY =t Biotransformation)

Of ofo| CiAL B =0f Cieh 2 F MOl 1= 5 K| AT CHE T E X2 X QF 0Lt 7HK| 2, 0] ©F 2 0]}

of
B2E Sl &2 HElo|=ofoti| = ite 2 B E A2 2 Of o El Lt

O| &2 Z3t 7tsst EE Of7f M AHE 22 A2 = O M EICE 7|5t B cv) BagLW/Y)s
0.441(27.8%)O|LCt. O] 20| BtZHT| = &&= O| =X O|LCt O] &f HAE T (full dose) (48mg)2| EEITH kS5t

SR T|E o Ea B 7| = RO B0 2t 22 YO A 25 & AFO| ALY,



o Mg

o] 2o oIt £ MHZ A AtO| EF}Ql(proinflammatory cytokines) 7H= CYP450 242 &4 S

Mol 4= ACE X2 X|=7F HF2 CYP450 7|22 K2 T XA O] & X=2E AA A=
K= o2 ZLEHZ S 1243{0f Strf.

X Zo| Xt0| £ n2fst = o| A& (20-89 M), dE, Q1B /B (HEQl, OtA[OQl A 7| B}, BBOIM SSE2
MZOH(30mL/minsCLcr - CLcr<90mL/min), @5 2t 0K (E E2|F 2l<sULN 3 AST>ULN = & 2| F 10|
ULN 2| 1-1.5 B & any AST)7} O] 22| 2f=5H0)| O|X|= M X o= S0t o2 AEE|X| AUCL ST
AMZErOf 2R S 27| A BEXL (CLer<30mL/min) EE= B35 7HE 0N (S 2| &> ULN 3 B X any AST) 7}

U 2RO Oigt A= X RUALE S S HH0

==
—

% 22|24l >ULN 2| 1.5-3 B I any AST)Of Ci 5t
o

H|O[& = O M ¢+ Of Cf. (2t A O] T EHOf| Tieh O] ofof f et X FE= L2 AKX ALt
ChE ErE X | ofol ot S stof SAH 22 Fofot Feks OIX|X| T

| 2 M| 2t OHEEZHR| 2 M| S (39-144kg)2 O
H =

of
T+ (<65kg, 65-<85,285)0| 2K A4H o= HHO| GICt.

2O 2hAtO]| T ok of S o2 = &I K| R RACE

—

2 TYEd

EPCORE YA AIHO|A, O] o HAEZ (full dose) 48mg S 2 X222t ADA o EX| 7t 7t 7H5t At
158 F & 4 FO| 2HXI0|AM Y7t 1:320 52 11 O|THO| A O] 22| Aol Chot 2+ EHE 0] AURALE
QY2 2F7| 22 LKL B H2 1 F7| 22 €KL 1 H2 2 F7) 1 LX) ZECHPK 240 A, O] 2o
Aeste M HHoz 2ot bt Bt 2= YAHEX] RR/UACH

3) YANE HE
EPCORE NHL-1
EPCORE NHL-1 A7t= & 7tX| o] &o] MAl X2 = UM £= 289 Ao B M= BZF(LBCL)

=
AE g2z 0] %5 N Y BE 22E, O, Bed @500, 0j2hy

ra
In
fo
s
o
Hu
oF!
N
o

A

=} &
1CH B M= BIZZ(DLBCL)SHALE EZ&sICt O] A= 8% S (escalation) & H = (expansion)
=2 ZatCE 0] Aol 2k (expansion) F& 0= aggressive non-Hodgkin lymphoma (aNHL)
E, indolent NHL (iNHL) ZZ E 8! mantle-cell lymphoma (MCL) 22 E7} Z&E|QUCt aNHL
pivotal 2= E= DLBCL XHN=139, O & 12 EO| StXH= MYC, BCL2 H/=E+= BCL6 AH{E

DH/TH & 7%l 2txhE Z&ot LBCL BHAKHN=157), 11-5&5 B-MZ A ZZ %Xf(high—grade B-cell



lymphoma, HGBCL) (N=9), 2Zd 2 ZE 3B 3 2 Xt(follicular lymphoma, FL) (N=5) 3 &2
T4& BAMZE BZF St XH(primary mediastinal B-cell lymphoma, PMBCL) (N=4)2 T AL}

Ol Oi7t= EXZO SFMZA HHO| U= &K}, &8T5 ZYUEMZO|A = 1Y F7| o| Al 2hX}, TR
o

20| A= 2L YT T MZ HY Zoj7t s AL A OFE|H H2E0]

=
=M 0| & 2 (alanine aminotransferase)7t HAt &stX|Q| 3 H{7} HE=

o
Q
mjo
N
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ol
N
I
N
oo
-|>l
N
Hu
i
O
4m
2
rot
o
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(o))
1o

o 2o A Bl RULt. O of 2

. 137 0] &2 1 X0l 0.16mg, 8 LXt0fl 0.8mg, 15 LAt B 22 LX}Of| 48mg L|SFFAL
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