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TIEFNE IR OFRAZE (GrD) 23 136 B B OFHEDE (5 HQ) 23 124@@1@0710 ASSN
2018 4= 8 H 21 H O —#f 4 H KGR @%;‘ﬁéﬂkrﬁ&bf CTCL @ 2 i3 7 — & [ &
Ehiz, F, FE—ERNCARFZ FHEG UG A 38 - R iERE 525 L, BIER & LT
A A AN L7z,

LR MERRAT R GUER]IX 136 451 (PTCL 107 f5l, CTCL 28 #il Xk UM i 1 f5l) T -7z,
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22 BEE=R

L EMERRBT R GBI 136 B D BE S A FK2.2-11TR LT,

KGR T, TPTCL178.7% (107/136451) . [CTCL 120.6% (28/136f1) J2 ON & oo fth (ATL U > /X fEHY) |
0.7% (1/136451) T& V., PTCL DFEMIIEL, TR METHI Y Nl -FE R E A (PTCL-NOS) | 59.8%
(64/10751) . T & o FE ZFERPE TR Y > /¥ fiE (AITL) J 39.3% (42/107451]) Je O TR 346 U o /i
U AR FE MR b R U L iE (ALK-ALCL) 10.9% (1/107451) . CTCL OAHAHRT 13, TR
BAIE] 75.0% (21/2861) . T2 U —JEMERE ] 17.9% (5/28 1) . [F2JEE%E CD30 B THIM U > /<88
FHELEIE | KON TRZ GRS v STHERR Y /Sl 4-3.6% (1/2861) Th o7z, 72, & U —EWERE
1, EGRIREIE £ TORERBR (0761-0047858) ICHAAN LR TR TH Y | EFERE
yOTHIIG Y /=i, ARRHUSIF £ CTORIREAER (0761-0043K8R) & O'CTCL —HB22 B KGR HUGRF
D ERAFRER (0761-01058R) ITHAANL e o TR CTh o 72,

x22-1 BEE=R

A RS PTCL CTCL
B % (%) % (%) % (%)
BOEE 136 107 28
5 79 (58.1) 61 (57.0) 18 (64.3)
1] T (i B e
46 (43.0) 10 (35.7)
Al (AR < 69.0%) 51 (417) | 18 (643)
(iPH : 18 ~ 877%) 56 (52.3) 10 (35.7)
xpggE PTCL 107 (787) ] 107 (100.0) | 0 (0.0)
¢reL . 0(00) | 28 (100.0)
. |xoft (ATLY MRy 0.0 | 00
PTCL DA
ARFEPET ML Y >l - FEREER (PTCL-NOS) 64 (59.8) 64 (59.8) 0 —
A2 e SEERME TAUE Y o /S (AITL) 42 (39.3) 42 (39.3) 0 —
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221 BFEEZHEE)
ot ESUE PTCL CTCL
- % (%) 1% (%) B (%)
POV 136 107 28
AR OREM (EHEER)
CHOP (&% % 5 1e)
GDP (A% %5 1r)

{b5#1%  Oral Chemo (VP-16, MST-16%, HAIH0FH b ETr)
DeVIC (%% 5 te)
EPOCH (& 2555 % 5ie)
KU JAZ Y b

IFNJ% 15

CHASE

VAl ST S

1% ifn. 5 A R Ak
ESHAP (k2555 % 5ie)
HDACPBREF (1RHR)
Brentuximab Vedotin
TxruF

AT aA RHA

DA (18] 0D Fr DIEFRE A 5 11 (10.4)
AFNE G- EC (-8 - 6.61m]) NEESE 52 (38.2) 46 (43.0) 6 (21.4)
8 [m] 76 (55.9) 59 (55.1) 16 (57.1)
8 [EliA 8 (5.9) 2 (1.9) 6 (21.4)
DFIRS S N 93 (684) | ~ 72(673) | 20 (71.4)
S C; N N 43 (316) | 35(327) | 8 (286)
OFH#: |CHOP (% % & 1) 9 (20.9) 9 (25.7) 0 (0.0)
DNE  |GDP (A% % & Te) 3 (7.0) 3 (8.6) 0 (0.0)
{bZ29874 Oral Chemo (VP-16.MST-16 % H7 & OFH & &0) 5 (11.6) 3 (8.6) 2 (25.0)
AT 1A REH| 18 (41.9) 16 (45.7) 2 (25.0)
TR R 8 (18.6) 3 (8.6) 5 (62.5)
RN R 2 (4.7) 0 (0.0) 2 (25.0)
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23 ®&ERKR
231 AHF|HEEKR

LR MERRAT R GUEBT 136 BIZ d5 1T 2 AH D IF-EJ i B E1EI6.6 [0 T - 7=, 8EILL Lo ERIGIX
61.8% (84/136f1) T ¥ F LRI TIL, PTCLIZFVNT57.0% (61/107 1) . CTCLIZF\ T 78.6% (22/28
Bl) . Z D (ATL U > 3 ER) 12380 T 100.0% (1/161) Th 77, (F£2.2-1)

2.3.2 FIEGEHI

LRVEFRAT R GIEBNZ I 1T DIk - B DONRE K 2.3.2-1 IR LTz,

B G- IEBIA 13 38.2% (52/136 i) Toho7-, TR IEERMEIE [RhEA+531 22.1% (30/136 f41) |
(HEESR] 13.2% (18/136 i) KO [8h5HR+4531 2.9% (4/136 ) TH 7=,
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BeE[m1%% SEBIE (%)
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Z D 2 (1.5)
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Z D 1 (0.7)
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311 ZF/EHKHE (SOC) MDEHERARUVEEGLEMERARERIKR
ZRERIRSHE (SOC) BID EAREWEARIURIL L E D 5 B O F 70 EE 2R BIVERRBTLR I % X
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31.3 E@RMNFETEHESN-EIER

HRIFASE T & e SNTIEBIORIEH ONER A2 2 3.1.3-1 IZR LT,

LEVERRITRIBIERI D 4.4% (6/136 ) |2, HRIRAIELE & @5 SN-RIER D 7 4380 bz,
6 Bil1L4C PTCLAEGI ThH o 70, BRIFAIEL &G SNmIERIL., TIEREE] . THREREAR
IORAGE T HIRAPEY oSl T AZ A v e N— AV ABTH Y LSl TAFHRERIBUDE | |
(R, TRERR IR R OY TEREBHETT) 4% 0.7% (1/136 fiil) ThH -7z,

* 3.1.3-1 EIRMNET EHMESNIEGDRIERADAR

MR SR

ERNL PTCL CTCL

FRAY (136 #i) (107 1) (28 f31))

%% 7 1 %% 7 1 #4550 1

B (%) B (%) B (%)
FETHER 6 (4.4) 6 (5.6) 0 (0.0)
BRSO AmE LN 1 109 o [0
Jili L R 1 0.7) 1 0.9) 0 (0.0)

B, BB X OSHRBH O EY

@B LoRy ey 2 92 a0 00
FRRSFRR ANB O ARAS M T MRt U > N 1 (0.7) 1 (0.9) 0 (0.0)
TS ABA L e N A JLARE Y LN 1 (0.7) 1 (0.9) 0 (0.0)
MiRB L) o sRpmwE 1L (7| 1t 109 | 0 |0
I P ERE 1 (0.7) 1 (0.9) 0 (0.0)
R 1L n | 1 109 | 0 |0
Jib4 o 1 (0.7) 1 (0.9) 0 (0.0)
PPy, MEhds L OMiEhRPEE 1L n | 1 109 | o0 |(0.0
I ] B 1 (0.7) 1 (0.9) 0 (0.0)
Tk - EREEB LU G ORE ] L 7| 1 109 | o0 | (0.0
P RIS T 1 0.7) 1 (0.9) 0 (0.0)




3.2 ERHEIEER
3.2.1 JEAIZHE S RIE (Infusion Reaction)

L ENERHT R GIEGI D 13.2% (18/136 $i]) (2 THEAIZHE S BUSH ) (2R D RIEM 2 5EH L
7o, B LW SNTZFRIT R0 o T, REROFBLRPLIL, PTCL (23T 15.0% (16/107 #i)

CTCLIZBWT 7.1% (228 ff)) TH -7z,
3% MedDRA/J Ver.23.1 @ PT N EANITHED S TH HHE4

3.2.1.1 [EAIZHEE S RIS (Infusion Reaction) | O EfEARI FIRIKR

MEANIZHE D BUG] 20 £ 5 B FEHEFH OFRB A TH - 72 1R Z RO T ZE 5 19 14
DFEBURFARFN G- OWFIT, AAGEHECLEIR 157, 2B 244, 4EHEEXOCS5EHEA L
HThHy, FERERBOFESZOEREEGITNTILE 0.0% Tholo, AAIESE 1 EIHIC [FEA
D BOG) Z238BL U 72 15 RT3 D FHARBEFEAER T, THE 66.7% (10/15 1) | T 26.7% (4/15
). THElR) KO8 THUE BE5-) % 6.7% (1/15 1) Th o7z,

AP GBI O EAIZLE D s ) OFRBURILZ R 3.2.1.1-1 [ZR L7,

% 3.21.1-1 DEAICES RIG] OFRBFIKR

A . FEHLIN S REFEER ©

B s | | T pCETO

5 el |sepl| 0| wp | PREO | HE e . S
Bl w | 1FER FE (Mean = | 3gz#h HEE SR L, : gk | Zof

w B SD,Median) i=t7s fiLE

11.0% 1.6 H 66.7% | 26.7% 6.7% 6.7% 0.0% 0.0% 0.0% 20.0% 0.0%

L1361 155] 154 | 11.0% (15/13661) | = 1.1,1.0 | 101510 | (4/15¢F) | (1/15¢F) | (1/154F) | (0/150F) | (0/151F) | (0/151F) | (3/154F) | (0/151F)

o 1.5% 75H 100.0% | 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
2 | 1301 260 | 267 1 15% | o) 30m) | +9.2.7.5 | (224) | (024) | C02f) | (0268) | 0f) | 0n) | 02) | (025 | (025)
1 1 00% B - B B B B _ _ _ _
3 112041| 0f8i | OfF | 0.0% (0/120 1)
e o 0.0% 100.0% | 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
4 1O7EL VBV 09% | origggny | 2020 () | ot | ot | ot | o) | o) | cong) | on) | onh)
o 0.0% 100.0% | 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
S| 7B VBT UR T 1L0% | ompapy | 4OFA0 | i | o) | cont) | cont) | con) | con) | con) | o) | o
. T 00% - - B B B B _ _ . _
6| 9361 | 0 | OfF | 0.0% (0/93 {3
T 0.0% - B 7 B B N _ _ _ -
7| 854 | 05 | 0FF | 0.0% (0/85 1)
) 0.0% - - - - - - - - - -
8 | 8441 | 0 | OFF | 0.0% (0/84450)
J o | 0.0% B B B B B B B B B B
B st | ot | ofF | 00% | (ot
4 12.5% 24H 73.7% | 21.1% 5.3% 5.3% 0.0% 0.0% 0.0% 15.8% 0.0%

| 1O VTR OTEN12.5% (s | 3115 | Qanotd) | @/iof) | (19f) | (196 | 0n19f) | onofe) | oo | Griote) | (0/198)

FHEIG - FEBUEFIE AKBEGIERE  a : Infusion Reaction (FEAIZFED KUE)  b: [EME) TR o @ REERIS IR Z8HMF 5L




3.2.1.2 [EAIZHEES KIS (Infusion Reaction) | DRIBIZEEZ RIFTER

BEERRTFITEO FEATH I KIE) FBEREIEIT3T DML HET 2170, [HEAILED
] OFRBICE#ET D EEZ LN EKRIZOWTHE 21T o712, 0 HE ML, Fisher ®
EREMERGIRE 2 X2) HDHWE X HE 2 X n) ZEIRL, GRFIEWEHE 5% & Lz, BEE
(RH) OF —Z %4 LTI L, BUEMRRICHEHFIN A B 21RO b4, [*] p<0.05,
[#%] p<0.01, [**%] p<0.001 DWFHNEAFE L,

YRI5 THEACHE K] BEEEIZOW TR PR AEBEZNRO b -IHE
. #3212-11ZxL7T,

M FMREEZNRD ON-HE X, [ E ) RO [Pre-medication (A7 1A ROfEH) | TH-
7o BERERBITIL, PTCLIZBWTHEHFMRABEZNRO b HEE X Pre-medication (A7 &
A4 FOEH) ) THY ., CTCLIZEBWT, Ml FRAEANRO GBI, TARA GBI
ThHoT,

#£3.21.2-1 BERERFIETS DEAICHS RG] RBEEEG (BEENROONIIER)

EXLS PTCL CTCL
BIVER GEAICHE D KR BIER GEACHE D RS BIVER GEAIZHE D KE)
E AEIE IS IE | 3¢ | 5| gem IE | 36 5| gem
IR E: ’ | 31 | # ey il | 31 | # ey
o | me | mERR ||| B WA | mEwR | 0| | Be | mEmn
% | % | (%) | % | (%) | % | (%)
RFRBIEL 136| 18 | 18 | (13.2) — 107| 16 | 16 | (15.0) — 2812 (2| (7.1) -
Rk 150cm A 16 1] 1](63)|X)p=0.045*%14| 1 | 1 | (7.1) | X)p=0.151| 2 | 0 | 0 | (0.0) | X) p=0.208
150cm LA E
1600m AT 58515 |(8.6) 45| 5| 5 |(11.1) 1310101 (0.0)
160cm LA _F
1700m 18 47| 11| 11 |(23.4) 371919 [(243) 9212 [(222)
170cm LA | 1210 0 | (0.0) 8101|0100 41001 (00)
ANHA 301 ] 1((333) 301 ] 1((333) ojo|o| —
AF B G-I 8 [E A 5211010 [(19.2) | X) p=0.258 | 46| 8 | 8 |(17.4)| X)p=0273 | 6 | 2 | 2 |(33.3)|X) p=0.019%
(P - 6.6[0])
XCTCL*%B?EE%?ESE 76 7|7 |(92) 590 7|7 |(11.9) 160 |0 |(0.0)
B3 G ERHIRRA L 8[ElE 8| 1] 1](12.5) 20 1|1 (500) 61010 |C(00)
Pre-medication
AT uA RO 4 361 0 | 0| (0.0) [F)p=0.003**| 22| 0 | 0 | (0.0) |F)p=0.038*| 14| 0 | 0 | (0.0) | F) p=0.481
H 100| 18 | 18 | (18.0) 85| 16| 16 |(18.8) 142 |21(143)

F) Fisher O EHZHERFFILE, X) x> HE
[*] p<0.05. [**] p<0.01, [***] p<0.001

-10-



3.2.1.3 Pre-medication DK%

L RVERRIT S GIES] 136 BIRBIZIVT, TENCHED KIS ) DOFEBLTFH & LT Pre-medication
M S A7z, Pre-medication BIZIIT 5 TEANITHED ) OFBFEG A 3.2.1.3-1 IR LT,
Pre-medication OFEEER| O HEI G (FEEEFHH V) (X, Hie 2% I U#1194.1% (128/136 1) | T&I
R R Tw%/ﬁjﬁﬂéﬂmmmm)&Uf%@ﬁfﬁJﬁm%ﬁmB6m)%T%D Pre-
medication DOFEFARI CTORWEHIEFIRELE S (EHEFH V) | B ARILE A 18.0%
(18/100 ) . THT b 2 & 3 /%Juy%0mmﬁJ&UJMﬁﬁﬁﬁjuwunﬁwm LThol,

% 3.2.1.3-1 Pre-medication BIIZH 175 GEAIZES K] OHRBEE

ENGS PTCL CTCL
BIVE (FEAICARE S ) BIVER FEAICEE D KR BIVER GEACEE S RS
[ I [ [5 gem | e % e | %fé%%éﬁ =
%o me | me | mEek | g |20 e | we Rk g 0 | Be | B (R
15| (%) | (%) %] (%) | (%) H | % | (%) | (%)
KRB 136[18]18(13.2) | (13.2) — 107|16]16|(15.0) | (15.0) — 28122 ((7.1)](7.1) —
Pre- 4 0ojojo| — | — [Bp=— |0]0]|0] — | — [Pp= ololo| — | — |Pp=—
medication
H 136[18 18| (13.2) [ (13.2) 107/16]16] (15.0) | (15.0) 28122 ((7.1)](7.1)
ZFuA R F) F) F)
D i3 36001 (00)](0.0) =0.003+* 22100/ (0.0)]|(0.0) p=0.038* 141010 |(0.0)|(0.0) p-0.481
H 100{ 18| 18] (18.0) | (18.0) 85 [16[16(18.8)| (18.8) 14| 2| 2 [(143)] (14.3)
Pre- PrexzI A 1128]16/16(12.5) | (12.5) — 101{15|15| (14.9) | (14.9) — 26| 1|1 |(38)|(38) -
medication
EMGER MEGTEA 93 |11|11](11.8)[(11.8) 70 (10|10 (14.3) | (14.3) 22| 1| 1|(45)]|(45)
RIREE 100/ 18] 18 (180) | (18.0) 85 |16] 16| (188) | (18.8) 14 2| 2| (143) | (143)
T/I/%/ﬁﬂ . : . : ’ )
Z Dt 1{0]0]|(0.0)]| (0.0) 1]{0]0]|(00)|(00) 0ojo0jo0| — —
Z Do 2 =l N =
AL GRRHE (1) 110/[0](0.0)]|(0.0) - 110/[0](0.0)|(0.0) — ojojo| — — —

F) Fisher O BE#EHERFFILE, X) x> HE
[#] p<0.05, [**] p<0.01, [***] p<0.001

3.2.1.4 T[EAIZE S RIS (Infusion Reaction) ] (239 20L& & U ERIF

TEAICHE D RG] (2% D ARHFIOMLE 1 45.0% (9/20 1) (2FhE S, NRRIE, THEA )
25.0% (520 1) KO MRGRIFRIER ] 20.0% (420 ) TH o7z, #Hlw iFE@me%Umm
fF) . T#RPE) 20.0% (4/20 £F) . [HREME] KON TR % 5.0% (120 ) Thoiz,

EANICHE S KR OBEIWERICT 5 BN ESR (EEER) X, e FearFyransmg
T AT NPT MU LA () 255.6% (596, TR N7 7208 222% (29 #) THoiz,

- 11 -



322 RKEEE

L RNEREAT R GUEBI D 26.5% (36/136 i) 1 [REREE®) IZY T DRIEHRZEEO b, 5 fl
SRR ERE &pllr s iz,

MRS 128423 5 PT B EREWEHEBURILL OZ @ 5 b O FE 2 EE 2R R FEBLIRNL
Z¥ 3.22-1 1R LT,

AR O TR EEE ] 12T 2RBIEMFEBLEG 1L, PTCLIZH W\ T 23.4% (25/107 f1) .
CTCL |28\ T 39.3% (1128 #5l) ToH v, HELRBIEMREIEIG X, PTCL IZH\T 2.8% (3/107
), CTCLIZBWT 7.1% (2/28 f5) TH -7z,

FREEEZ BB L3660 55, T2Htt) ORREIEIT63.9% (23/36 #). [/HfEM D%
BEIA1X 44.4% (1636 Bi) Thoie, BEEIEFNL, [BHME] OREEEZFHBELIIERD S H

13.0% (323 %), [REM] OREREEZRFEE LIIEFO I H 12.5% (/16 #l) TH-oiz,

3% MedDRA/J Ver.23.1 @ PT 2NKEESS . LoMEAMETRIE, XS A, A, FER, SESRER, AR g%, FIbirE
Reigg . RHVERIBER SR, 5, BB, ISR TR, KB, STALBE, FEEIMERCEE, FEALHE, F5 - RISRR
TSR, 92, RRIEEIER, AURHII, & 5 E, 3895, AEERZ, BRKEDS, BRIR mBIREE . RIS WS,
BB IERS . € 5 FEE RS . BRIRTERC G 25 RIS IEE, BIEOD Ay G HIBL, REHRZE, RIGHER, AT 4 — TV A
U v UNEMERE, IR R BAERMRIE . FMIS . WLEOE, thIEMERS . RORERRE e, BERG R, AR AR
s, BREIEIRCdh DG

3221 TRBEE ORIERARIRIKR
BIMER O (PTHI) FEBLER (%)
0 5 10 15 20 25

%95 13.2

HLBE

ZHPFEIE

R

B 5

£ b, .0.7
L o

1 0.
~ 10.0

seaiereres 807

4 mEIEHF B (%)
B 5 0.7 w2 RE R ELER (%)
0.0 (n=136)
n
0.7

-12 -



3221 TREESE] ORERFEIINR
FeREERBLE CO R, #ERHE, BIE IR E TO KA R 3.2.2.1-1 ITR LT,
[RZREREE ) 23S T 2RIWER RO Hiiz 36 Bl I 1T 2 AFIRIEE 50 6 G FRERIL £ C
D BAEOH AL B/ ME~FRE) 12265 H (1~332 H), REREERRE TOARFEE R
Ol G/ ME~BRARME) 12350 (1~ 18[E) Thot, Fio, WIRSEHE UTBERE 2o
72 32 T OIRELD B [BIE TR £ T B O PRl G/ ME~fRAKE) 13170 B (2 ~232 A)
ThH-oT,

32211 TREREET) ZRMFTOR. FFRSEHK. REXTERFITOAK

freesy e
PR i H AT | KPER | kPG Mean Median
X5 - RS | BiE | K (SD) (Min-Max)
JEB
2R REETORE(H) 136 36 | 50 45.0(57.5) | 26.5(1-332)
FELFE CTORAFE G- B (15]) 136 36 | 50 44(3.1) 3.5(1-18)
FEEL O [EIE TR E COHE(H)| 136 32 | 44 45.6(63.4) 17.0(2-232)
PTCL |¥HFETOH% (B) 107 25 | 36 35.4(38.6) | 22.0(1-162)
FEBLE TORFIPE G A% (7)) 107 | 25 | 36 3.9(2.4) 3.0(1-8)
FEEL)N G [EE TR E CO B ()| 107 23 | 32 46.1(68.3) 17.0(2-232)
CTCL BHFETOH¥ (H) 28 11 14 69.9(86.9) |  38.5(1-332)
FEHLE COARF B G [ (7)) 28 11 14 5.6(4.4) 4.5(1-18)
FEBL O [EIE TR E o R ()| 28 9 12 443(50.4) | 20.5(8-182)

~13 -



3222 TREERE| ORBICEEZRIFTER

BEERK L0 [RERE) BTG ICRT 2MoERMBIT 21T, [REREE] ORBl
WZBET 2 B2 DN ERICOWTRH 21T o7, ML RIMENT X, Fisher O B RS FH AL
(2X2) HHNT 2 HE 2 X n) ZERL, AHRFETWME 5% & Lz, BmEE TR oF—4
PRI TN L, BUER RIS FRRABZEDRO bica, [*] p<0.05, #*%] p<0.01,
[k | p<0.001 DWT I EAFE LTz,

HERATFHNCRBT 2 K EREERBEEIGIC OV TR NGB ENRO D-THE 2, #3.2.22-1
WZR LT, MRHFENRABZNRO G- EIE, [PTCL OFEM ), TPS) KT T2 OO fF %)
ThHol-,

BRI TIL, PTCL IZB W TG e B B2 b V- B 1L, [PTCL OFEH ), [PS), THBs
PUk), TAPHE] KO TZ0MoOfRAIR] Tho7, CTCLICB W TR AN EZENRD D
NWIHB T o7,

#£3.222-1 ERREFIICEITHRERERFIE (AEENRHONT-IEH)

B PTCL CTCL
BIVER (B REFEE) BIVER (B k) BIVER (B sREE)
A JE | 3¢ | % | gem IE | 5 | 5| e IE | 5 | 5 | e
B2 2 wme | wewn | B 20 wa | wesn |G| 2|2 we | e
# | % | (%) *% | % | (%) 5| # | (%)
R RABIE 136| 36 | 45 | (26.5) — 107| 25 | 32 |(23.4) - 28 | 11 |13((39.3) —
KGR PTCL OFEAM
??%I%_legiﬁ)vw\@-#%mﬁé 6410 | 12 | (15.6) |X) p=0.049%| 64 | 10| 12 | (15.6)[X) p=0.049*| 0 [ 0 | 0 | — [X)p=—
A e PE SFERIETAIE U > <JE (ATTL) | 42 | 15 | 20 | (35.7) 42115(20(35.7) 0/0|0]| —
ERSMENK/THIAR Y oS- 27 olo|o| — olo|o| — 0olo|o0o| —
RO Y © /<ffE (ALCL)
KbV o NE Y R SR (ALK) ojoj|o| — ojojo| — olo|lo| —
Tt
RO RAMIEEL Y > /X (ALCL) |
KoLV 3B R LB (ALK) 10| 01]C(00) 10| 0](00) ojojo| —
fetk
BEERL T AR U > <l olo|o| — 0olo|o| — 0olo|o| —
SRR T AL U o < 0jo0|o0| — 0ojoj|o0o| — 0olo|o| —
N NRNRERER T U o i 0jo0|0]| — 0ojo|o| — 0lo|o0| —
Z D, olo|o| — olo|lo| — olo|o| —
PS 0 60| 12| 15|(20.0) |X) p=0.022%| 43 | 7 | 9 |(16.3)|X) p=0.040%| 17 | 5 | 6 |(29.4) |X) p=0.331
1 44| 18| 21 |(40.9) 37114117 [ (37.8) 6| 4| 4(66.7)
2 22| 6|9 |(27.3) 18] 4| 6 [(222) 41 2|3 [(50.0)
3 10] 0] 0 |(0.0) 90| 0] (00) 1100 |(00)
4 ololo| — olo|lo| — olo|lo| —
HBs#ifk + 19 8 | 10 |(42.1) |F) p=0.088 | 16| 7 | 9 |(43.8) [F) p=0.047*| 3 | 1 | 1 |(33.3)|F) p=1.000
- 98 22|27 |(22.4) 80| 15| 19 |(18.8) 177 | 8 |(41.2)
A 19] 6 | 8 |(31.6) 11| 3|4 |(273) 8|3 | 4375
A OHE i3 321 5| 7 [(15.6) |F)p=0.167 [26| 2 | 3 | (7.7) |F)p=0.033*| 6 | 3 | 4 |(50.0) [F) p=0.638
il 103] 30 | 37 |(29.1) 81 (23|29 |(28.4) 21| 7 | 8 |(33.3)
ENG] 1] 1|1 ((100.0) olo|o| — 1| 1] 1 ((100.0)
Z O OPFHEE F) F)
i3 330213 (61) 0.001% 21101 0 (0.0) 00025 12| 2 | 3 [(16.7) [F) p=0.054
f 103| 34 | 42 | (33.0) 86|25 |321(29.1) 16| 9 [10](56.3)

F) Fisher DEHEfEEFRIE, X) X BE
[*] p<0.05, [**] p<0.01, [***| p<0.001
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3223 THEREE]IIXHT HUNERVERIF

[ JEREE | (26T DAFDMEIE, 39.2% (20/51 1) 1CFEhE S -, WAEOWNFRIL, [R5
FRAER | 21.6% (11/51 ) KO RS- H1 ik | 17.6% (9/51 1) Th o7z, #almid, [FI11E ] 45.1% (23/51
fE) . THRPR ) 43.1% (22/51 1) K OY TREIE ] 11.8% (6/51 1) Th o7,

RE S ] ORIWEICR 2 FRNERE (EEESD 13, 7L F=Y 1 93 36.0% (9/25 ),
A a2 DR 24.0% (6/25 1) KON Y HRBPWE (L) 20.0% (5125 ) ThHoiz,

323 RBREERUVREREET (BEFXVAILABEEELL. BIEFX. CMVREEFED)

L ARMERRAT R GUEB] D 16.2% (22/136 fi]) 12 TEYUIE e OV % ) (23S T 2 RITEA 7R
AL, ED DB 1365 ENEE &S,

[RYYE K OV fa s ) IS4 T2 PT BIOERFIERRBILRI L O D 5 H O EREEZ2RIE
A BRI A X 3.2.3-1 1R LTz,

PR D TRRYUIE Je OV B 3 | 123% 24 ¥ 2 BIE 2 BLEI 61X PTCL IZ 31 T 18.7% (20/107 1))
CTCL IZHBWT 7.1% (228 i) TH v . EELRRWEMFILEISIL, PTCL 128\ T 10.3% (11/107

). CTCLIZHWT 7.1% (228 f5l) THh -7z,

% MedDRA/J Ver.23.1 @ PT 23 044 OIS, flth, SHEIR, BHIME, &R, KESMMT ALV 2 E, MR KB,
7V N3y AE, ENSR, A R AT a A VAFR, A N AT a7 A VARG SEREMERE, A R AT e A LAk
Mide, A NVAVERZE, KRR RZE. BES, HEEME, HEERE, ¥, WAL, FEOF. BAAFK, CHFE. HiM
AILRA HRE, B NTHIRY LoSERE Y A L 2 1 RUR Y EE . &Y, BIRYeETHE, 0 T o B
. 70T b3y AVEREIRGS . ~ VS AVEREIRAN S . A o — UE, BIHEEZE, DES U A RE, SVES, PH S, THZ%K,
WA, MER, WAL, Wik, TA R AT e A NAMERR, A TPk, 7 LT v TR, T
A TN YT A VAV, FRERBEVERIZ, 7 RO RV, IR, IR, Mifiz, BIRE. BuiE,
SEPES 2 > 7 | GG, Rt U xR, BRI ARSI, RREE e, R, B, v AL
AP ERGEEGE, WG, A N AT a U A VARG R, VA N AT e A NV AEGR, YA AT e U A VAP
BIER, VA N AT T ANAMNGHR, REMERY, MEERE, BEREERE, 7 R EREERUnE, 75/
7 AV AVEHIMAPERE S . BRUFR IR L, JEEPE R, A M AT e T A )V AMSE, 7 A VAR MR, FERY,
JEERIRSE, 77 ) UA L ARG MY, MR EAT S, TURYE, NEE Y, EEMEMS, MEERE R, v 12
AU T TR, AR BRI EE RN, BHIES . R REUR Y U A L AR S AR
MEge. MRS, APEALANRA =2 —F VAT R - f B_XFA ik, 7 AL F )L RJEGL . KIEHPRIEE 7 A L Rk
M T SA AEG BUERFR, A M AT e v v 2AmERME, BREFADNARERME, 7 a2 M) oo ARERM,
T ANV E NV ARAEGGE, T AV N ARG, =2 —F VAT ARAELETH D FS:

-15-



3.2.3-1
BIVEH OFEZAPTHI)
LR IN RS
P A NAT O A L ALY
BEUIF 4 FIE AL

Y ARNATT T AL AIMSE

iz

Ry INSYZ # T

A RATT 1T APV APERAEHBASE
B ¢
AL i i

e~ LA

MBERERUVREES) ORIERARERER

FEHEIE (%)
2 3

0.0
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(n=136)




3231 TRERFERVEERESE] ORI KRR

JREMIE M OB IR E B To B, &5 EE, BIESOIERE TO B A2 £ 3.23.1-1 ITRL
77

LAMERRNT SRR O 5 b, DEYYE R OEREE ) (28 T 5 BHER AR O &7z 22 Filic
BT B AREIGIEEE 570> B BEYE K OV g EER L E T A 0 o9l (i ME~ 5K fE) 1% 40.5 F
(2 ~ 440 ) JEGYE K OV [ E 8L £ T OARK O G550 o il (e /IME~ B K AE) 13 4.0 [\
(I1~13[\) Thot, F7o, WIERAMIE TR TH > 72 19 FlIZFB T 2880 5 BIE T
B ETORBOFIE (/ME~fRKME) 1%, 155 0 4~161 H) Thol,

#3.23.1-1 IREERVEEES] REEFTORK. REEHK, BEXFERETCOAHK

" wet |, " .
R, . P *5 | %t4: | Mean Median
X4y - K Bi% | %% | (SD) | (Min-Max)
. 69.0 40.5
FBlETOR(R) 136 22 | 24 (91.9) | (2-440)
X ” 5.0 4.0
R | FEBLE TORAIFE-EHE (E]) 136 2224 1 30 (1-13)
) ) . 32.7 15.5
FEBL B [AHE SRR E T HE (H) 136 19120 1 sy | (ate1)
o 67.0 40.5
HEFETOHE(H) 107 200122 1 910y | (2-440)
‘ B 4.9 4.0
PTCL |F8ilF TOAAF G- (a]) 107 20 22 1Ly (1-8)
; ) o 35.6 17.0
FEHL B AE TR E TO ¥ (H) 107 7118 1 sy | (a16n)
R 91.5 91.5
REETOHE(R) 28 212 (1252) | (3-180)
X y 7.0 7.0
CTCL |F&8LE TOARAF 5[4k ([8]) 28 2 2 (8.5) (1-13)
) ) o 6.5 6.5
FEHL O [AIE TR E T HE (A) 28 2 21 (o (6-7)
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3232 TRPEERUVRERET ORBRICEELRIFIER

BEERRTZ L0 NEYUE R O EiEE ] FEEREIE S 2 MR 2170, EYE
KO EEE] ORBUCEET 5 LE X N BRI OWTHRF 21T o 70, BRI I,
Fisher O EHERFRIE 2 X2) HHWIE 2 HE 2 X n) ZEIRL, EERFIZEM 5% & L
7o BB TR OF —& 2RI TEME L, BUER RICHEFRIRABEEDPED b SGa.
[*] p<0.05, [**] p<0.01, [***] p<0.001 DWF I AL L7z,

B RE RN 1T 2 EYLE e O R E OB BLFI G IOV TR PR A EENRD b
HEZ#£3232-1 TR LT, FEHENRAEEEN/RDONEHEX, [HE), [PS) KO 20
hOPFHHE) ThoT,

PRIBRITIX, PTCLICBWTHEI PR AEAZNRD ONEHA X, THE] Tho7o, CTCL
ICBW TN RAEENRO O NHBIE, TPS) RO TR THh-o7o,

#£3.23.2-1 BEREFNCETHBIERVEREREE ] REFEIE(FEENROONIEB)

ERLY PTCL CTCL
= ;M’;)tlﬂ(zawéﬁ) = ;M’;ﬁ;ﬁ%ﬁéﬁ) = %EIH’;E(EME)
- RITIE me | mewr |G 20 6o | wess (R 02| #e | mews
H | % | (%) # | % | (%) # | % | (%)
PSEUIES 136] 22 | 23 {(16.2) - 107/ 20 | 21 | (18.7) - 2812 | 2 [ (7.1) -
R 150cm A [ 16| 3 | 3 [(18.8)|X) p=0.009**| 14 | 3 | 3 [(21.4)|X) p=0.012* | 2 | 0 | 0 | (0.0) |X) p=0.348
izgz:iﬁ 5816 |6 (10.3) 4516 | 6 |(133) 130000
13822%% 4717 | 7 |(149) 37016 | 6 |(16.2) 9 1|1 |
170cm Bl L [12] 6 | 7 [(50.0) 8 5|6 |(625) 401|150
] 310/0/((00) 310/0/((00) ojo|o| —
PS 0 60| 8 | 8 |(13.3)|X)p=0.022% [43 | 8 | 8 |(18.6)|X)p=0.133 | 17| 0 | 0 | (0.0) [X) p=0.001%*
1 4415 |5 [(114) 374 |4 |(10.8) 6 1|1 |(16.7)
2 221 4|5 ((182) 18] 4|5 |(222) 41010 |(0.0)
3 10 5|5 [(50.0) 9 | 4| 4 |(444) 1] 1|1 ](100.0)
4 ojo|o| — ojo|o0]| — ojo|o0| —
BETEIEE g 97| 14| 15 [ (14.4) |F) p=0.437 | 75| 14 | 15 | (18.7) [F) p=1.000 |22 | 0 | 0 | (0.0) |F) p=0.028*
=l 38| 8 | 8 |(21.1) 32166 |(18.8) 5122 |(40.0)
AR 110]0/(00) ofojo| — 110]0](00)
TOMOPHIE g 330 1| 1] (3.0) [F)p=0.015* [21| 1 | 1| (48) |[F)p=0.114 |12] 0| 0 | (0.0) |F) p=0.492
£ 103| 21 | 22 (20.4) 86 1920 |(22.1) 16| 2| 2 [(125)

F) Fisher O BEHEMERFFIE, X) x> HE
%] p<0.05, [**] p<0.01, [***] p<0.001
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3233 IREBFERVARERES] IIHT H0ERVERIF
[RYWIE S O fEE | (kI DARIOLVEL, 250% (624 1F) (230 Sz, MEONRIL, 5
WIMEAER: | 16.7% (424 1F) K OY ASR- ik | 83% (24 1) T o7z, HaIFIE. 018 62.5% (1524 1F) , [#%
TR 20.8% (524 1) . [RIEHE ) 83% (24 14) [RFGUZ L D581 KON IRH) % 42% (124 1) Toh o7,
DRYUE Je OV sl s | ORIMERICRET 2 B2 @I (EEERH) 1%, &7 = B AERBE /K
Wy (), Sy a e VR, v a e () £16.7% BA8H]), NTv e e
NERRIE, =T HENKFW), A4 b7 a7y =% 11.1% 218 #)) Thoio,

3234 BEFXRVAILADEEMEE

AHIPe 5-BHEAREIZ HBs U, HBe LR, HBs FUEOWT 03 5% (1) Th o 7iEFE 27 4
ThY., 95 74% (2274 & BRFROFIEME) BBO LN, &8 T 226 (Wi
PTCL-NOS) [Z\ /b THBs HUi (=) \HBe Uik (+) \HBs ik (-) | TH Y  AFAIZIIT 5 [HBs
it () HBe ik (+) HBs Hifk (=) 1 DER] (6 #) (2315 5 B BT BETEMEILRIL 33.3% (2
Bl /6 Bi) T o7z, 7235, [BRUF R OFIEMAL) 23580 S a7z 2 BN TR GI13FEM ST e o
LoD, WL UT h BV K AAEREYIC T L, [IE LTS,

324 [ESRIREIRE

LERMERATRISIERI D 0.7% (1/136 B1) 1= THEEARSERRES ) 123224 T 2RIEM 2SR bz, 3§
BT 1B 1 Ch 0 | MEEEIWERIZER LSz, 73, YEl|o%EIL, PTCL Th o7z,

EGARBYEGRE] ORIWEMDSERD b | BIOAARKREEEIZ 1 BITHY | K& (1 EH) &5
KTHEPOREECORMIT1 B Thole, RFELIIT ATV I —E BB THHLZ) OB EHI2X Y,
FBLND 4 HRIZETE LT,

3% MedDRA/J Ver.23.1 @ PT A G5 i it Cb 5 HG:

3.25 MFEEMMESE

LREVERRAT X GIEBI D 1.5% (2/136 B) (2 THVE MM E ) (ZZS T 2RIERZRD b,
FESEIZ 2021 THY, WTNHEE LTSN, 2k, EENOFEEISIX, PTCL IZ
BT 0.9% (1/107 i) . CTCL 128 T 3.6% (1/28 ) Tdh - 7=,

LEARNEFATRIGHERI D 5 B | TRV MR (SRS T RIWE R bz 2 BillcisiT 2 A #19)E
e & HVEPER B IEBL £ T 0 Qo> il (e/ M~ 5 KA 1 97.0 B (14 ~ 180 H) | PRI PR
BB FE CORFIFL G D o Uil (e M~ KB 13 5.0 [1] 2 ~ 8 [B]) Tdhr o 7z, #)msEfE T -

72 2 B2 I 23BN B EIHE £ TO BE D FRAE (e IME~F KE) 13 21.0 B (17 ~25 H) Th o7,
3% MedDRA/J Ver.23.1 @ PT % SMQ 20000042/ BIE MM E (SMQ) | (Bik) 128 &E I b HR

326 HEREKREDEL

AFN GBI THCRERR] OBIHEZA L TWEMIZ7HTHY . WL, THCE
SRR R ) 3 ). TiEROS BRI 2 2 6, NasiamiteE i) KOy Toe ki Mk
BAIE] B 1Bl CTh o7z, £lo, AFRGRRMERIC [H RG] OBEREZA L T 7iEs]
F2HITHD . NI, HEBEMERER] KO TREEL/MREAE] £ 16 CTho7Tc, Zih
DIEFNZINT, [THCHRERBOE(L® ) (ST DRIERITRD b e o T,

% MedDRA/J Ver23.1 @ PT 723 H CURIEMERTZE, U 7~ FYELHMR, o =— 7 L ERE, A OOV v ., BREn

SZRMER, HOSREVERMR, H ORISR Th 2 F4
-19-



3.3 EMmFHEBEDIKR
331 EMBRHEBERNIICAFZHRS LE-EEICHS T E0#MERIBEREOEEL
SR AR fE T ROEM

T MR AT ASH 2 $5¢ 5- L 72 RE B OFEM A 2 3.3.1-1 128 LTz,

I MR AT AR 2 G- LTERNL 7 6] (W3 s PTCL) ThH Y., 556 1 4 TldiE
PR I b AR Z G L e, Fh—id, TEZR) 51, TR (i) ) RO TR Gk
fifx) | & 1BICTH>T,

& ML AR AR AT AR 2 i G L7 7 BT 2 o e fl (e ME~ B RE) 13 62.0 %
(27~65 %) AR R &A% G- LIBAE E T D B D 1 Jefilfl (e /IMEA~ e KD 13:83.0 H (33 ~ 158 H) |
EEDRD BT 6 BIZIBIT DB L AR £ TOHEOHRAE (R/IME~HKE) 13 16.0 H (12
~22H) Thol,

332 EMmMHMREBEROBEE~ADERE

1 M AR 2 | S AK & 5 5 U TIEBI OFE 2 2 3.3.2-1 [T LTz,

& M AR (AR A e b LIZIEBNL 4 ] (W3 d PTCL) TH Y, 5 H 14 TldiEm
EHHIRBHEETIC AR 2 G LTz, RP—iX TAZE) 36I&O TR (i) | 1 fThoT,
GVHD O EEG T TR (k) ) (2 Lz MBI METR 14ETho, AFERIT
BIVER & Si=n3, i3k cdh o7,

AHI B 5-RT & I M T i 4 BICI T 2 ERMO P9l (R/ME~fRAME) 1 46.5
ik (18~661%) . BAE N D AKIEGBtEE CORE () O R (/ME~HKME) 1X106.5 A
(90 ~383 H) Th oz,
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