InARBESER
Leavdo Capsules 5mg

HElZERS 55 059660 5%
REHEEET EH
b7 H #8 2026-06-29
FRR 4

W5ha - BEMKEBHEH - FE0EF IR M2 B AW S m 12

BE5M

A AT EHlenalidomide ° Lenalidomide 2P &) &E#&(thalidomide)$81Y) - E— B F%E
ARBIRORAERER  DANEERECANASRBKREY  SENREHGBREGHAREERR
g - ZERIEZEE KR Alenalidomide - Sl BB R E R - MRIEED - EIEXMAI
lenalidomide E5R] - EBEXBREINLUREA  BR21R - BERZEY (RR2EHEZRD
25miU/mL) - BEBEBEENHNEUERALERBEMEBNNEZSZE [2REREEIESIE
(BEEBEENZMHESEM)] - RE%BESlenalidomide’a BN AZEE/DAZ 8 AT - BERAAE
FEZBNEVAZPA - FERTEEBEEMNMESE - (S2REEZREIESFIE])

5 #t % fs 5 2 B i lenalidomide B9 Z 14 - |lenalidomide REEZ B RH N EHENE - )
"LeAssure, % - [2REZBRITEFIE (LeAssure5E) ]

HEm&EsH ([EPHaMmKE T EED/NMRET )
LenalidomideZiEMEZENEP M A MIKE MEAM/NRET - EFHBPE0%NSqR BRI
(del 5q) 2 & #EIL 4+ A RAEEEF (myelodysplastic syndrome - 78 MDS)fm A B ELEE/ R EEI=E -
34%Hm ABEME _RILEE/IREHE - = RENRNMAS M HIRES0%AI BB ARA
th - S SHEqIRZ BB EAREGERARAE - WRETEAENNSBESBE AN MIKE - ME
B AEVEBHEN—R - RATGEREEFER/HEELE - mRAUERREAMRSZ FHEE/E
FERRAT [FE2RAERAE] -

5% BB 7% Ak 0 42 B2 A 37 M 42

LenalidomideERLBESHEEZEB IR FIRMS (DVT ) EMEM#E (PE) WAER - RESR
lenalidomide & fifdexamethasone’8 BN Z B EERAZELNBEEM)RFENERE - EA
EARRET - BEBUEEESHEMBER - BIFRSE - W - FEREEKBSELE - BB
B - B2 ETA R ANB S EREFERATEAZE ( Thromboprophylaxis ) -

R alEEwww.totcare.com.tw#dlh - EXSlenalidomidesd BRI E - 3 EE 2 0800-707-080 -

(I 57N
1.1 BUEAKRIZE
BHIBEZAEUEMD : Lenalidomide 5E 5 (B2 EF550596695%)
FHBESAEUMASD : Lenalidomide 10Z 5= (BEPEEEF 550596685%)
BHBEZAEEMUMSD : Lenalidomide 152 5= (BEEEE F50596635%)
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1.2

1.3

1.4

BHBESAEUMD : Lenalidomide 252 5= (FIE 2R F50596645%)

Lenalidomide@ /P AIE& ( thalidomide ) A FEEY) - BEFEMME M ELTER
RENRE R —ERBREE - (EBE%/3-(4-amino-1-oxo-1,3-dihydro-2H-
isoindol-2-yl) piperidine-2,6-dione - EBM FH{EELEE !

O o H
N
N 0

NH,

3-(4-amino-1-oxo-1,3-dihydro-2H-isoindol-2-yl) piperidine-
2,6-dione

Lenalidomidefd =B 5C 3H13N303 - HFE259.3 « SMIAKEEES EIHF
TARBMEE / KOREY - MREEGENIKEAE - EAKAE RpHERIEN
RS - ARERE  RABRWEEGRT ARERIE - H04F0.5mg/ml -
Lenalidomide B8 — R & A BET - EIL T SN EEHAS() BER(+) A BE -
AERBIAEASOEIEREY -

R

JEVEMA AL  Lactose anhydrous ~ Microcrystalline cellulose ~ Croscarmellose
sodium * Magnesium stearate °

S5E=HBEZABpharmaceutical gelatin - titanium dioxide - sodium lauryl
sulfate ~ purified water ;

10= =B EZBpharmaceutical gelatin - titanium dioxide ~ sodium lauryl
sulfate ~ purified water - brilliant blue FCF - tartrazine ;
152=BEZApharmaceutical gelatin - titanium dioxide - sodium lauryl
sulfate - purified water ~ new coccin - tartrazine ~ brilliant blue FCF ;

25= 7B ES B pharmaceutical gelatin - titanium dioxide ~ sodium lauryl
sulfate -~ tartrazine - purified water -

k]

5mg: BBAEHBE -

10mg : EHEEKREENERBE -
15mg : kEREEAERBE -
25mg : REBAERBE -

2.1

ZRMBIER

P.2



2.2

2.3

2.4

» fidexamethasone - Bibortezomib K dexamethasone - 3t &imelphalan &
prednisone&ffEFEBE AN B S ESBE 222 M S5 (multiple
myeloma, MM) B ERE A -

s BE—RABRANMACEZERENFAMBEZMZEZRUSEERERA
A SRR -

o HBldexamethasoneatHEHTIAETAICSER 2D —EaBEAN 2R M S
BRA -

B IEE N BAEEEE
HEEMAEAXAENERT » Lenalidomidet BB RARAEIPSSH R AR FE

(Intermediate -1)E & H BB BEREIR5qIRR 2 B HEIEEAREEEF(MDS)FTER
MEMRBEREDN 2 MABA -

BaM M ER

BErituximab& HER - AERTACERBARE ZBEMEMRER (follicular
lymphoma - FL ) BERA -

15 FI BRI

LenalidomideA&3&E IR A 5% A 5 a B B PR A B DASNR & MM BB 4l i B [ & (chronic
lymphocytic leukemia, CLL) °

RANRRE

3.1

RZHE

Lenalidomide EREBANEERBERA - ERRBINEEYHAR - Lenalidomide2
BERNDUKER - BEAETR - FTHE=0EE -
LenalidomidefaEEREBMEREABELRIWEBIMES NMEA -

311 ZBUSHER
2 B % 8514 B BE7E (Newly Diagnosed Multiple Myeloma, NDMM)
Lenalidomide& ff{# Fldexamethasone’ABA B S B BERA BRI ERAIL

B 48 %9 15 P M (9 1M 3K B (ANC) < 1.0x10%/L 3 I /)\ 2 81 <50x10%/L - RaT 1Y
Lenalidomide’a# -

BEmE

LenalidomideiZ2ZmERHIE /ST H25mg - E28 KA BHNEI1R21KRE
HARA - MdexamethasoneWEZZHEREHAI0=% - E28 K HEEBHMW
1K -FBXR - FBISKELRXREHKRA - mAEFELenalidomide &
dexamethasone’/AEE 2R IBEIEHNAMS - IR AR KR EREIRATHE
BrEgHERE [2REZRIEFTE] - SRFEHTSEMU L -
dexamethasoneViEZEHEREH20=% - 28 KBEBHWETX - 58
X BISKE2L2REHRA - BRTEBEINEAZTHEA - Lenalidomidei®
ZHER8H10mMg -

ARPEREMG T ARNESTISHE
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HRFB3FFARMNMRE T ~ BEhERMBKIE Rt H A EELenalidomide
HEANSE3NBIREIES T HERE B A%k -

o HERELR

Lenalidomide? Dexamethasone?
sy eyl 25mg 40mg
F1REE 20mg 20mg
F2RTES 15mg 12mg
B3RS 10mg 8mg
FARTEI S 5mg 4mg
BS54RS 5mglEXARHA NA

@ B EmINE SR OB I ET

o M/MRETH

H/RAR 35 REERER
F22 <25x109/L = BR AR AT LL#E T Lenalidomide
BIF E550x109/L BUE—REIE - 48 T B EEH

a BEISREMSHE D T HIRERES 15 KE - g AR —BEZHERN
BEIEEEF4 FLlenalidomide -

o EhERMIKEH

I o 14 B MEKAR EEAERE R
B&2 <0.5x109/L g {ZFLenalidomide& &
BIFt2515109/L PIEEwHE8H—X - EMET

Lenalidomide
EhHRMBKE N Z2E—NEH

@ﬂ520.5x109/L PIE1RHEEH—R  EH%HAT
Lenalidomide

[Eoh R MBKIE N ERSN - AT E4HE

MmesE4
BRIMNEZ <05¢109/L #FLenalidomide’a &
BIFt250.5x109/L PBE—REIEEH—X  EFHT

Lenalidomide

P.4



a REMPVAEME  EEOBEERAT  IREFHELMEKE T 2MHE—
SMHN&E - oA BNMYADIKEEERBEF(G-CSF) - 4 FEE
LenalidomideXI £ 4R Al -

EREECHAMKET - JE%J%T%%EE%BDDXE@E%%/\ o B aaPE
Lenalidomidef A EHIERRAREIEMEBWIMASY - MiFE
Lenal|dom|de/dexamethasoneié??ﬂﬁﬂ%%%lbﬁﬁ (2D 2EEERERE
R B4 HSEEEN - NERABEEEMH A BIRRGE
ANC=1.5x10%/LE M/ 7 #=100x10%/L ) - FBEHETEU T —ERSHE
2 (EirE= ) wEaE -

Lenalidomide & ## {# FAbortezomib X dexamethasone;8BAR B S 1E=
BEAEE S f{FHlenalidomide R dexamethasone s &8 B B 3 & /& 2o
it

#4aa% - LenalidomideEibortezomib K& dexamethasone & # 15 F
MEBANC < 1.0 x 107 /L M/ R Et 8 < 50 x 107 /L - BIR ST A &
Lenalidomidefibortezomib X dexamethasonefy #1488

BEEE

EENEREELSBEANRAEERENEI-14X  BRKRA—3
lenalidomide 2525 @ W& H{# AbortezomibZidexamethasone -
BortezomibER & E21 X EEBIIET ~ 4 - SR1TABEMRE NEHEH

(13855 /K2 EEME) - HithBRM lenalidomidefi BEY WIS - 182
RiERBERAZLSXNTENEN - F2 R[EKREER] K% HERZEN
EEETSEN K AEREE 4BHYREE) -

FERE | affEALenalidomidefidexamethasone B 2= w R 1E
FEFEREE28KAEREPNE1-21 RS X—XOMRLenalidomide 25
= - WEHEAdexamethasone - BIFEAEEEIHIRERE(ERIRSR IR
FESNEMRERL -

o HERELHR

Lenalidomide?
ey 25mg
F1REIE 20mg
E2REE 15mg
FEIREIE 10mg
FANTE 5mg
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FE5REE 5mglm XA A
A A EmNE SRR OB IET

o M/MRETH

/MR35 EEmERER

PEZ <30x109/L #{FLenalidomidea %

BIFt 2 550%109/L UE1RHEBH—R  EFGET
Lenalidomide

BESRNEEBR30x109/L #{=Lenalidomide’A &

BIF Z550%109/L MWE—RHEBH—R - ENHET

Lenalidomide

o EhERMBKEH

[E Pt B M3KAR T ik 212 Fra
BEE <0.5x109/L #{FLenalidomideaE
BIFZ51x109/L MirHEEsH—R - ENHAT

Lenalidomide
ERMEKE N Z2E—NEH
@H:T‘—lzo'5x1o9/|_ PE1REEEBH—R - EFHET

Ech i (3 MEKE T RR4N - iBEeese Lenalidomide
A £ 48R MRS

BESRIEE <0.5¢109/L #{FLenalidomideaE
BIF £50.5¢109/L PE—RBEEH—R - EMHET

Lenalidomide

a REEMWHETME - EEOEERFT - WREPHEAMKET2HE—R
SHRE - oA BNMEADIKEZR B EF(G-CSF) - T #FEE 0
LenalidomideHE#& Al -

Lenalidomide & f#{# Fimelphalan B prednisone | &
B#FABLESEERA

B 4B % 1E o 3 M BK 0 (ANC) <1.5x10%/L 3% M/ i B <75x10%/L - R Y
Lenalidomide’a# -

gEms

LenalidomideZZEEBHEIE R AREH10mMg - E28 K FAEBHAME1E21
X SHRBEIIERZBEN T2 KAZBHNE1E4XREBORK




melphalan 0.18mg/kg - 28 K FREBHIN 124X 8 H O R prednisone

2mg/kg ° e OB R ZEBAR AR S

faBFAT A AZEBIEA -

#i#& L LenalidomideOAREH10mMg - FE28 K AZEBIANE1E221X - 8H

BREZREBER
REFENEIEEE] -

£ IKREARKRERERIVACREEBELENTE

H%& {/Q

AREEREMGTARENERTIERE

HRE3FARM/NRET

[E 8 MEKE T B M H E B Lenalidomide

HEAN B3N B4R HEFM v HSER/E - R A% -
o HISHELR
Lenalidomide Melphalan Prednisone
tEIaT &£ 10mg? 0.18mg/kg 2mg/kg
BT E 15mgPfRXARA |0.14mg/kg 1mg/kg
FE2HRTEE 5mg 0.10mg/kg 0.5mg/kg
F3IRE=E S5mgls XAk H NA 0.25mg/kg

dEEPUHEEMIKE T2 EHARAINTEE—FH -

Lenalidomide;a &L=

o M/NMRET

MAG-CSFl 4 +5

M/ Ako

EEmEiEF

FB—REZE < 255109/L

BlIFtZ525x109/L

g {FLenalidomide;8 &

PlLenalidomides 14k Hl = B2
melphalanZE 14 EIE - Ef4T

BESRNEE 30x109/L

EIFtZ230x109/L

o EpERMIKEH

¥ /= enalidomide’&&E

PUE—4REIE (B2 B3R 2) 3
EI—— E%E%A%Lenalldomlde

IS o 14 B MBRAROT

B RiEfra

F—REZE <05x10%/L

¥ /= enalidomide’& &

@ﬂ':@zo'sx'] 09/L DIt HEEH—X -  EF4HAT
Edh i mEKE T 2E—rSY Lenalidomide
B 250.5¢109/L ME1RHESH—R  SHAT

[EohiERMBKE MRS - BEHEHIE

HE MRS T

Lenalidomide




BESRIMEE <0.5¢109/L #{=Lenalidomide’a&

BIFtZ50.5x109/L DE—REESH—R  ENGT

Lenalidomide

a REEMFEME - EEUHERR T - WREPEAMIKE N2HE—K

SMH&RE - IMMABNMEADIKEZRBEF(G-CSF) - T 4FEEH
LenalidomideEIZ4Rk Al -

ez aieEmatmiBtE(ASCT)E A #TLenalidomide 158 &
BERASCTEAREIRZEERZNREA - BEIEENMREREZEEERE
#fTLenalidomide 58 - MR BEIE DA MERETBIANC) <1.0x10%/L
B/ M/ REH81<75x10%/L - BIRTIBItALenalidomide# 1538 -
BEE=
EENEREEAEESH—XORLenalidomide 10=2 58 (£ 28 X E 16 F %%
BHAMNSE1228X) - BEREIRERS(EIRS S FAMS B - EIT3EEEN
Lenalidomide##aE 2% - MREHMT - O BERSE2EH—ROMK
15285% -

o HISMELER

tEYATE = NRBECIRS

(10E25) (1 5%%)6
F1E = 525% 1025
E2REI= 525 (H28KAIEE1-21 525

X)
FE3IME = AEA 5= (H28KMIE1-21
X)
HE S 7MBER 2R (EB28KRMNET-21X)

SETTIEBE M Lenalidomide#iRaE 212 - MIREHNMR - IRHERS
E8H—RORIER -

o [M/MMRIET

/MR BEAERER
B&E <30x109/L g {ZFLenalidomide’& &
EIFZ530x109/L MUE1RBEBH—R  EFET

Lenalidomide

BRIEZERI0x109/L #{=Lenalidomide’a &

P.8



BIFt 2530%109/L DE—REEBH—R  ENGT
Lenalidomide

o [EhttAMIKET

[E o 14 5 MEKAR T B R R Fa

&2 <0.5x109/L2 #{FLenalidomide/a &

BIFt250.5x109/L USBIREIEEH—R - EFHT
Lenalidomide

BRINEZ<05¢109/L H#{FLenalidomidea

BIFt250.5x109/L DE—REEBH—R  ENGT

Lenalidomide

ARBEMHIETME - EERAHEARLT - MREDHAMIKET 2E—KNE
Mz FE - oI INA BRI B M EKEFE RIBE T (G-CSF) - T4 58RI
LenalidomideBIZ 4Rk Al -

BB rstaﬂﬂﬂzgi(ANC) <1.0x10%/L8 M/ )\ 81 < 75x10%/L - SiikiES
BEChiB A2 E © M/VREI<30x10%/LKS - Ao llLenalidomide;&sE -

BEmE

LenalidomideZZ LR E RS H25 mg - DUKEER - E28 X BE2 AN
1221K - SHIRAB1E25E=BE - mAAEITH - B THREE -
MdexamethasoneWEZ = AEH402x - ERVPVLEREBHED - 7
28 KAZEBEMNET1EAR « F9E12K ~ F17E20KEHRAE - B TITRHWHE
SZEAARBE28KAEBIMNE1E4REHRA40 =57 - BEIERELR
RIEEMR RIGEREE - 2 1E:F S dexamethasone AT £

S SR aEIE - HMRSHTEISHEE
WNRFTR - BERRIESIAFEIRABIREP ERMIKE MM/ NMRE T
s EMMIE M E MR T s E A E B Lenalidomide BB SE 3 4RI E
SHZHSHE -
xSUNBHENRSHEZRISHE
o M/MRETE
ZRMBBREZM/MRE R

AT et kg Edad

PBEE < 30x109/L iz Lenalidomide?é‘
& - WEEEMCBC -

BIFtZE 5 30x109/L

P.9



3.1.2

478 LenalidomideH
z . HENAEHIE

% o
BTREBRKRE <
30x109/L 72 o
BIFZE 5 30x109/L

(= | enalidomide’ad

#7%8 LenalidomideH
# . LRI REISHE D5

252

HZRMETIRA/EHSE

3

o BHIEPHBMIKETE (ANC)
ZRMBBBRZEPHEAMKET

&P 4 B MBRAR T

EEmEiEF

PEE <15109/L

¥ {Z Lenalidomide;a & -
CSFI=#EEH:CBC -

BlftZ51y109/L - BEFHEEMKE
NAME—ROSEMENR

#4& Lenalidomide % . BEAE
H252%

BlIFt 14109/ BEEEH MBS

448 LenalidomideHZE - BEAS
H1525%

B RREBRER <1x109/L

/= Lenalidomide’aiE -

Bl 2515109/L

—

#48 Lenalidomide % . LRI R
sSHE/\VER

RERENRBEHSZER

dRBAIAFIETTE - EEABHSRAT - MREPHLMIKE T 2MHE—NE
MR FE - cl AR B M BKEFSERIAEA F(G-CSF) - M4 ARRIRY

LenalidomideEIZ kAl -
= a e NP 253

LenalidomidesaE A5 7 ANC<0.5x10%/L B/3%1m/)\#z <25x 109/L -

RUEE

Lenalidomide ZZFEERTHIEATH—

R1025e - I8 RARHEBHNE1E

21KHRA -
o HERELEHR
HIREE B28ARFPHHE1R21IRBHRA—=R

1025

BIREIE

B8RP EBHKA—RER

P.10




3.1.3

FREIE

B28RPRARA—RSZE5

BIREIE

F28RPIRHARA2.525%

o [M/)MURZMEE

/)R AR 5 EEAEER
P& 2 <25x109/L #{FLenalidomideaE
7T REDVBE2ROFAR PUR—RHEIE - Ef4AT

225x109/L - < 50x10%/L B AEEITH
B M/ R [EE 2 50%109/L

Lenalidomide’&E (551 ~ 23134k E

=)

o [EhERMBKE ME

IS o 4 B MBRAROT

BEmRiEF

PEE <0.5x109/L

BIFt250.5x109/L

g {FLenalidomide;8 &

PUE—REIE - EF4LT
Lenalidomide’a¥E (1 ~ 23434

=

=)

{Z1lkLenalidomidei& &

ERANRBEAREEN 4 BRALIRED —REMA MK ZERE(ZIRE
D250%REM&EKR - SR Mz FMAREMIg /d) - BIEFELE

Lenalidomide ;5% -

Rt ER

= BYIIE DM 5 M IKET B (Absolute neutrophil count)<1x10%/L&/34 0/)\#)
<50x10%/L - R18BAtALenalidomidelaE - KRIELIRS2ZE A S B LIEMHE

BREEE -

e il

Lenalidomidefrituximabff A Z BB EREIEREBH20=% © £ 28K %
BHEMNE1Z21XEERA - M2 12@HEEH -
Rituximab®0 &2 BB 1A T 8 BT S (1V)37585/m? - EE 1 BHNEE
(581815 22K) 225 B (B8 KBS 1R EMA -

o HERELR

HEREE

H—R2025% - €828 KEEN
B1221KH

P.11



BH—R158% - £B28XKEREN
ENEVAPNiE

H—R1025% - £#828KEEN
ENEVAPNiE

BH—RS=2% - £B28KEREMNSE
1221KRA

A RArituximab 2 5 & F 22 B2 35 [ R %2
ZZrituximabMERZHERHE -

o [M/hiRZD

BUHES

REAFIKRTEE -

2=
=]

/MR BEAERER

P&E <50%109/L thEfLenalidomideiaf - 207X
WIT—RERZEMRE R
(complete blood count)

BIFt 2 550%109/L PIE— RS (B EER-1)KERE

BESREZEBR5ox109/LAT

EIFtZ550x109/L

thifLenalidomide’afE - V87X
HEIT—RBREEMRBIRER
(complete blood count)

DBERBR—ENEHE@mES

-2~ -3)  EFHAT
Lenalidomide - A GiFEIEHER
MEER-3 T -

o BHIEDMHEMIKETEI(Absolute neutrophil count)-Ed B IMEKE

//I\

& 4 B MBRAR T

EEmEiEfra

BEE 105109/ FEED 7K - =ibz

e XA

£ <1.0x10%/ B HIEREBSR
>38.5°C) * PEE <0.5x109/L

thEfLenalidomideiaf - 207X
ET—RERZEMRBNEE
(complete blood count)

EIF 221 0x109/L

PIB—RNEIS(BEEEHR-1)  EH
#FLenalidomide

BEBRERER ox10Y/LFES
DR - HEE 1 0x109/ BHFES
(B8R >38.5°C) - FEE<

0.5x10%/L

hiflenalidomideiga®E - 20E7X
HEIT—RBREEMRBIREE
(complete blood count)

P.12



3.14

BIFZ51.0x109/L LBR—RnE e (We%
-2~ -3)  EFHAT
Lenalidomide - RSB EISREE
HEER-IUT

2 IRIBEEIFIE - MREFMAMIKE D ZFMERIESRE—LIRNEUR
& - oIE R A MIKERAZER(G-CSF)

REJE A8 BRE (Tumor Lysis Syndrome)

PR A\ B = B A M E RV FRRL 224 (allopurinol » rasburicaseTE"FIK?‘E
PRRERIFTIE NS M E m)  TEFE—RBEENE—BREMHR KD (O
iR) - REBRIBEROIHEERIGE - & FRRERARIE  S—FZHE - &
ABRSHEMMN—RETELCERSR  DREHARESZZHMMEER -
EREEAREEKBERZ=ZE - WEEKRENR  SHEBAF1REREMRE
EARRIE - M A FEEFALenalidomide(#FRATBE) - SR 1B 2860 &
DIg— A m S EE = Lenalidomide - BATRAXREFRBAR - LKE
MEEBREETEENBERERE  HIEREEBHEURIE - JsEFEFEH
rasburicase’&8 % - DIFRESRKEINVE - RAREZE2EEE - [SHEER
=

BAEF2ERARERERERABENREA - EPErLenalidomidelaf® - BHE
B—RE\EARIEAHAMETEERmES - BATRAREFRERR - 1T
KEMTEREETEENEEEE - B2

ERERBBLURIE - MAZEREFEHrasburicase) 8 BN F A% - #H
BEDAT - BEAMEEBREF0RE  RESBAE U E—RESEMMAB

LenalidomidejafE -

REJE NNBI 52 & (Tumour flare reaction, TFR)

TR B8 Bl R - tlﬂ%’%ﬂﬁ&T%Z%HiWHDJﬁJ}iFE’JT’}\ oJ#EE
LenalidomideafE - EEPESRAEE = - RIBEBANFET - ol AIFERERR
K2 (non- ster0|da|ant| inflammatory drugs) « 525 $5[E k2 (“R PRI A
W5 E0) K2 /3 MR Bt LE SR A 7 - HIRSE3ARENEES AREENEI R ERRA - B
JE&Lenalidomide’a & - W FARIFERBIRS K EE - 7B fRER2 K /Sk b 4
IEREAE - BENEIREERE<SE1RE  FEREMUERESSRER
FYGLenalidomide’a¥E - TIKIBSE 1R FE 24 EEMNE R EAEAER] - #fE
NETEENEMRGE -

FiEHEIERE - HEIFMRBRIEANEIEHEE

HREAFRBERERE ERLFHTHE3IMAEHER  HEHE A
Lenalidomidet8fE - RIBEFaE - ZRHEBHAIT - BEEUHERE<E2
- A EEIE IR — RV SHEE SR

*?"E%_i:?&)ﬂlﬁﬂf EEREFHTEFALenalidomide’a & - &
BEMEMKE - BRMRE - BHRLLS - FEUES/KBMHAR
(exfoliative or bullous rash) - 3( B 5 HE £ 7% X 4 K@ EIZR# (Stevens-
Johnson syndrome - SJS) - &R KA AE (toxic epidermal necrolysis -

P.13



3.1.5

TEN) - ShZEZ 5 HIEF ALY B IME R ZE B4R (Drug Reaction with
Eosinophilia and Systemic Symptoms - DRESS)HTI&E - RIFE(F LEE A
Lenalidomide’a¥E ; HEEARAERE - AELEE FALenalidomide’aE -
BEEEAEmANEZLRREE

FRLenalidomide T 22 EHEBMBIL - RAEEBRRERERNBINEE
- UREEFELEMRY  BERRISEENSUEEEINEE -
KEENEAZHMM ~ MDS - SiFLEANEREIEAFTEHSR/E -

DE - EEBNEAZHARIAERFESRD)EAZZU N RAOE SRR E

EFERak% -

fEPhase 3Bt - WK HAE B s (ESRD) (CLcr<30=H/77 8% -

MAZ ERAR -

ZRUEBRBBENEADBANERLELEE

(CLcr < 30mL/min, #
BT

B Ihes(Clcr) S FH2E
PEBINEEAE 102% 8H—=X1
(30 < CLcr <50

mL/min)

BEEBEEAE 152% fRH—=

RHEAE B %5 (ESRD)
(CLer < 30mL/min, &
ZHET)

585 BH—R
EEXRBEImaENH
¥ BHEENRGE

' hEBEREE  BRAI0ES A B A S BERES R EN S

2t OEZEERAHERI52%

BRIBEAREREBINEAZRANZERLRE S

BI8E(Cler) |EISHAE
PEBIET | RenE s SH—%
2 (S28F B
(30<CLcr<50 1221X)
mL/min) FEME* | 5E% BE—%
(S28F B
1528%)
Zo@EET | 25%% lBEM
i
(28K B0
1528%)
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SEENEE *BIATH 2 5= RH—%
& (F28K P
(Cler < 1£228X)
0mb/min, B [ e1gmer | 25m% BER
EIBI) =
(G28K Py
1Z28%)
EOMEE | 2525 —BEm
://E
(28K PHYE
1528%)
AR B TBIAT = 5= lRH—%
(ESRD) (F28KPHYE
(Cler < 1221XK)
30mL/min, & [ o m=s D
%Eﬁ?ﬁ) =1 m&HJE ;5%% Bm EHE
ESBITARE
E%;zéﬁ (E28 KPS
o 1Z228%)
Bane
EOREE* | 2525 —BEm
://E
(28K PHyE
1528%)

0 Bl - RS 3ARE FBAR M/ HRORL/DE
BilenalidomidetBEERY3/4 4R £

SR -

[Ecp B MIKE T ESK E At E
S EaRRBARENAENERNE

REMENERBINEAZBANEZRLEREE

BI18E(Clcr)

T8 BR(E 28R ERNE1E21X)

PEBNEEAE
(30=CLcr<60 mL/min)

10825 §H—R1.2

SEBINEELRE
(CLcr<30mL/min, EEFEM)

SE% SH—

REAE B % (ESRD)
(CLcr<30mL/min, EZ&E)

58% BH—R
ERRBEMAENHT  BEEE

A
iR

TR m AT A% - alE2(@8
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2HRNIBREIER10EBHIBA - BB S 3R SEARIE T A MERE L 5
MM/om b - BB B34k SR AR Iw IR - & FE#llenalidomidefBRd - of
FHE  EHEASHREEERRERAN25Z2=80RALUT -

FtaLenalidomide’aE#E - BIREBREABAAEMNSM - BEBINEAE
mA BB Lenalidomidel = - {0 _EFr#ial 2R ERMAVHIETME

7®H =
TSN

(MRSLRAECH)

4.1

= E R AR AR A Lenalidomide - TTAEEBASI A ERIE - REFREWMRLIE 5
BESSERBERSEY  SEENREERSNET - LESHRERB R
WEIE - AR IEFRESRNASE - HlenalidomideB DA BRI AZEY)
thalidomide 481! - Eitt - BZLenalidomide AR EREL [ 2 BIEL:E

% B R R ER R PR S A TE IR R . A S AN TSR BA 520
BEER - [2RLERTESE  SHEEIESE] -

REARRE

LenalidomideZ AR Z LR ¥ Lenalidomide B E RS (EIME MKIE - P& LR
£REER  BURNARENEA [(2REBRFESEE] -

ERIESR

(MRS BRRCED)
51 ER/IEEER

51.1 Mhiast

Lenalidomide@thalidomidefa I B mEZ R RZHABIER - Thalidomide
ROEMABERBRREY)  SEREREGHABLERMEIMEBIET (2R
BRGEHTRSEIE] -

BFHRIEEBEMREIR - B2 HERALenalidomideI Bz - 24 EHBERN
B HUPLEERRBITRERERBEZ & A thalidomide 19 A 48 -
LenalidomidefZ& B LeAssure s E 1zt [2REZERFEEIE(LeAssures

=1 -
BEREEREAXY

THRALEERANZTEFERE  BRIFFEU N E—BEG - SABHEBEE
TEBEN - BH

e S50m ()L - BEARAEFEKED—F*

s HERENERMERNE R UINERIS

o STHIB AR AP E IP B IR+ = YIBRAG

o XYEREZH - BAECAEIER(Turner syndrome) ~ FEZRB AR
“MATEREBEEZENERBILPEMEALNRE  tRAEBEBEN -

P.16




5.1.2

5.1.3

BEEEEENN (AECSEFEEIAKLBMARE ) L AMBERKESR
lenalidomide’a B4 B R - FRZHRE - HEEFHE - AREFERIBA -
BRRE -

YHERFARESR lenalidomide’a BAVAE R - FHZHRE - HEGEHE
AEFERAZHALBHENTREMBEEENEZEBNE M EIFERYE
£ -

EREERER - LARPIR - HERBEMHEGRZ2ESFEZD25 miU/mL) -
F—RBPEBBHBFEUEFRI3AA - UKREFRUIEBTRANGE (1EEHTER
ZEREEHI0OK ) - EAEFRBE  B4BEVETIREZR - BEREHE
aRE  THEAEREREZMIBETIR  RFEECETHINEER -
RPREEMUESRSAANET  UKRESRIUBTRANGE (LetkE
BREEHI10K) - [ZREREFIEFE] -

S

Lenalidomide Bt IRAE B SA B 2 A RIBRD - Bl - SHBABMEEM
I TIEE RS - 7 FELenalidomidefEEER B Lenalidomidesa Bk
REEVTR  RBABEBENEREABNREHI RN IBETEDE
B YA REALBNANZBRRE - BURALARSEE (88
HUEHH ) URABEREEDTRTGEE [ 2REREIIESE
(BEBENNLERSM)] -

Bm

mARAlenalidomide i M IFEE Z/DTRABIBM - RABMARCIEEHR
LY RZ2ELMERB AT EERIenalidomide -

LeAssureF5

AREERREMER (2REZFRTIEEIE] - lenalidomide REEE B4
RHEF RS - B "LeAssures 752 - LeAssure S EZNERYE - A0°F -

o EFBRIKEME MU BTEREEIFEEK -

s MAMEEZERA-BMZEEE WETEMEBEIEZEK - HiI2
REZEBEEBEINZURADEREBRZABZELR [2REFH
BEIBFHELEERENZTHEEN)] BEUHNWEBEEZEK
(2R EREEHIERSHEELEBRENZZHHEN)] -

o HEFEMERERTIEERL 7 #lenalidomide Bl BRIEBSFEKMNIK
A

s BERMUBEARTAAN UTEBEEENTAEUMNEBRERE  #AH
lenalidomide#A BEBEBBRENNL M - REBZENBRIEAEER
HAUBEL#ABEBEEBERNTMERREEVBIEE BB ETEM
HER  FUERGHEMPABREA  RREE12E  #H#ESEIRE
RIS -

R o] 3B Bwww.totcare.com.tw#ilh - HiiSlenalidomidefIEEERE - SUEE
Z2[m0800-707-080 -
MEES M
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514

AREMBEAEBEENWEDHRMXE MERM/NMRET - BRIES 4B MIKE
MERAREEN - EFBABELMARMAR - A2 HFARGNE M
AR EYRS - A NPT - IEEARAlenalidomidef®s A FEE BB = MEKEY
(BERAZEAEE] -

# % 5 F lenalidomide £2 dexamethasone A B Z &M B B E =
Lenalidomide#3F A BN R A - BEMRBEENIMERZBRGE7X -
FEIBHMWEIRREISK - WENFE28K(4B)ETEMEKEEEM - BAD
EEREEER/IRERE [BF2RBAERAE] -
EZRUSHEERAERRT - A5ES9%FALenalidomide’aERIEA
BIEBEEINAREPEEHMIKET - B SE3I8%EALenalidomide’a &
MR A BIREAEEIFARMNRET ([2REIER/FARRIE] -

M2 ZRMEHERE . FESESBEIL S G @A Lenalidomide 1
bortezomib Kdexamethasone ;A ZHI A

£ SWOG S0777 fff 3£ 89 Lenalidomide B2 bortezomib & dexamethasone &
HBBERVAOAD - FAREPHEMIKE T EEEXRZEMNRIERA
(2.7% vs 5.9%) - RVAAHERIAHF W EARIETHEBMIKE T & H 8%
(febrile neutropenia) B AR K KA E (0.0% vs 0.4%) - FEIBMIEA - W
REERESEN - BUNEE ; o REFEABER/ARERE [FERAE
FAE] -

ERVAAHF - FE3FARM/NRETNHEEBEEREZSNRRIBIRAE(7.2 % vs
9.4%)

HERRZRE - FHLenalidomide’8a BN B RIEFEAREERHRAEBES
BAERNEIBEFARED R MBKE NEMD/NUR/ME - ST ES
Lenalidomide’a B SHREIEEAREEERA - HAENASENEEHEE
AEMIkE - BEBEVSAREN—R - FIRBARENMASHTEIRE
80%HIMDSHHEEMARIEA D - E48%3EE3RFAKE MEKE FROEA D
BERBNPAUERI2K(EE14-411XK) - BABHNRERBPUES 17X
(2-170K) = 1£ 54%ZE 43RS 44R M/ )RR FRIEA S - S8 ERF BRI £
7 28 R(#E8-290K) - B MR ERE T MEH22K(5-224K) [FER
FERAE] -

#XLenalidomide’aEREMEMNERBIEA - BERBAENS1ERZEE
HP RIS ESE—R - F22F4BEPNE2E—X - BENESER —XRiMMm
BRI Z MK B (complete blood count) - WATBERZE T K /SLMEEL =
(£2RAEMAZE] - FAUGMENTFIMAGNIFY: 52 3% = Lenalidomide &
Bfrituximab’Aa BRI EREREA - D BIB50%H M 33% 5 58 £ 55 344K IE
HHMIKET - WHE2%F8%HEA B EE344RM/NMRET [2RE]
ER/ARKIE] -

AR B ARAR 2B

X Lenalidomide’8BEHIE AR E B EFIRE ESH(VIEDR S A Ik 2
DVTE i 2 ZPE)) R B2 ESHATE - LN BEBEPE) - B
Lenalidomide & fffmelphalanfprednisone’A BN Z B M S HEHEAT -
BEFRKRESHHEREIKL ES G BB KR E X Lenalidomide &
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dexamethasone’A BN ZZE MBS RERAR [(2REIEFRH/FARRE] - &
FilLenalidomideB—E X AENZ XU BB REAZEFHIREESHRRBRR
fFALenalidomide5HEZABENZEMSHEERARK -
HERBSE)D—BAEBENZZUSRERAET 2R  BS
Lenalidomide / dexamethasone ;A& m A 24 R B FF IR 22 (7.4%) B2 i 42
= (3.7%) - HE R Z L Hl/dexamethasone —fHJw A 38 4 5 2 55 Ik 12 =
(3.1%) A2 E (0.9%) W A MREREEIE N1 - BHERZ BN ARMEIAE - T
PEHZRUSHBERAETZHR  £FmARASEEZNIMETENA
& OFEEIRDIENRZARIFELEA - Rd18 - MPTA)BRERELERRIE
(3.6% ~20% - 1.7%) - BEHBRBEMBRENBRESARKRIER(3.8%
2.8%  3.7%) [£RINMEELRE  LEXIEZFHERIERA/ARKRE] -
HEABESE) BARAENZRUSBRERAET MR B
Lenalidomide / dexamethasone;& & ® A B4 O\ ZE(1.7%) A o0 & (CVA)
(2.3%) - HB R L EH /dexamethasone—#H &/ A 2 4 0L AE 2 (0.6%) F1 b
[2(0.9%)89 E BB REIE /N - 22 RS EERmAET 2T - O
BEBESH)NRZARIFTELSEA - Rd18 - MPTAH)BRABRELARIE
BERQR3%06% - 1.1%) - PEAEZEABERSREFRREREEEERAHL
(0.8% -~ 0.6% -~ 0.6%) [£REIEA/FARNIE] -
BWALZEBEHMNERET MRS RERE Aot EsAREER
WTER EREMAYEXMEFEISMAE - SMmE - #HR) -
HENBESZEVD—EEENZIRUBSRBRAET ZHEBIE - HEFRGH
FRERMURE  2IS%RESHCOCMQRESH)BREEES
Lenalidomide / dexamethasone /@ E 2 ® A - HB R E X £ &
T /dexamethasone/A B VR AEREEH S 83% - BEFE—RBREVIFE
hUER28ER - TEHMZEZ R USHERRAET IR - LFEFRABERA
BESMARERMMAE - RAFEREAMRIISMARESHEIR LR
#174% - MPT#H%11.6% - RAFEAEXRA18MA R EE —RBEE ZEE
b H437ER -

£ AUGMENT 1 5% - ## < Lenalidomide & ## rituximab ;& & #9 M EE & & A
b FIRRESH(EEFTFREZEEAMRE)NEEER3I34% - HIKRE
EHEBEONEE)NEEXR0% [(SREIFR/FAERRE] -
BEATRERDOMRE - BRBRANBERRA TRETRMMUIRE - 15
TRALBEHEEZESHEAEICRIER - ESAsHlestrogensIJBEE B iR S
BERR - #FEXLenalidomidem ABERYRzARREREHFEA [(2RRE
fEFA] -

tHE R LenalidomideM &R - BEXEERLenalidomide JAESBIZE AR
RIERE#NREA - SIkD2ERNZBEERE(FESREFIKDE KR
) -

EMHEAREMEREALTE LA

RE—HAEEMMEMEAMRER A ET ZAEMRE®A - )R - 4
M chlorambucilEE—j8% - lenalidomideE —A%AH 75T E SN - EA
b E R - Lllenalidomide’/8 B 210Im AR B34 T - M
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5.1.6

chlorambucilFEER2T TR AR B18MULT - BEFERZBRIES1.92 [
I5%EERM : 1.08-3.41] - SZIEMI2%FE TR - WIHFKR2013F7/E
ZERECHYF -

BELNEARREEZLOEEE - DIBERORIBEBEER
lenalidomide’a¥&#H - Lenalidomide A3 AN 5% A IS A & B R Al B LASH
Ry D AR B M -

2[R3R HEYE (Second primary malignancies, SPM)

REFBESAENZEMESRRE2HERAREIR  ARNERBHON38 /2
100 A-%F) + #E= Lenalidomide/dexamethasone’;a#&(3.98 /100 A\ -F) 2
F_RBEMBEORERIEN - FREHEE_RERUHBEESEREAR
SRS EE - KEAMRIEUHE _REBUEERE SR HER -

A EEBRENMZEZ SRR ANRERERIIE - HE R melphalan
ff [ prednisone ;& EH 7E A (0.36/ 5 100 A -%F) - Ll Lenalidomide ff A
melphalan X prednisone;a BB 2 =R B E(1.75/8100 A-F) 25 _JREZ M
M RE R R B A R 12 N4. 9B (AMLEMDSZA) -

18 82 1% # = mephalan K prednisone 8 BB fm A (0.74/8 100 A -5F) - LU
Lenalidomide(91&;a % #7) f#f A melphalan K prednisone’A E/IE A (1.57/
B100A-5F) - FREEEBHBEBRISEERIEN2.127F -

B AR = thalidomide ff B melphalan & prednisone’a &5 A (0.79/5
100 A-%F) + PlLenalidomideff FHdexamethasoneBE 2| &EREEH 2= 18
EREZENEA0.16/8100A-5F) - 5 _[RBEMA DM AERER 38 £ R MG
a -

HE R E = thalidomidefff Amelphalan K prednisone(1.19/5100 A -£F)’&
BRA - Bllenalidomideff Hdexamethasone B 2| &R BB E%E = 1818
BaEREA(1.58/2100A-F) - FREEHEMERBIZEERIZM.3
& -

F#E = lenalidomide & ffbortezomibEdexamethasone’& & B9 #7 72 i 2% 8%
MEEERAT  F_RZEMASHEBEEZERS0.00-0.16/F100 A -
F B REEEBHEENEEES0.21-1.04/2100 A -F -
Lenalidomide Bl _[REBUHERE ZARIEN  HESBRERSHERE
(ASCT) B2 En 2 MBS HEEHE - HALLEREAEZE - BREFEH
LenalidomidefSEEIEEE -

fELenalidomidefA® - MALBHER(HIPHEFTEERAML - MDSH
BAifg B lER [ ERAANEXMEB)NEERB1.31/8100A-F - EZH
B4 RI%E0.58/2 100 A -FE (FEE S ASCTE # ALenalidomide’a BRI A
th%1.02/8100A-F - FEESASCTEKRFEALenalidomide’ABEHNBAT R
0.60/F 100 A-£F) - #ELenalidomidefith - FREEUERBHNBEERE
1.36/2100A-F - L BB AT RIZ1.05/8100 \-F(EHESASCTEFE R
Lenalidomide /8 EMHE AP R 1.26/B100A-F - EEIASCTEKREH
Lenalidomide’a 8w AT 50.60/2100 A-5F) -

Fga LI Lenalidomideff Fimelphalanzi i & ERN 45 F S Bl Emelphalan &
BisisMar AR EASCT) 28R - BREZEREE_[REMABHE
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5.1.7

5.1.8

5.1.9

R - AR ELAE T - BEIELURERE R/ N LS _IREE M

PEERSYE  WHTAE -

EAUGMENT & B = Lenalidomide & ffrituximab A BROMEZ i/ A -
Has_REUstiER - 88F MRERANE R (solid tumor) - #F Al
=M S M E Mm% (acute myeloid leukemia) - ZEFAUGMENT B - %
Lenalidomide & fifrituximab 8B MEBREA T - 50.6%3EEFE R M
SHMEBEMRME - MBEEFE _[REMEUMREEMEREE(FE2IEE
BREBEERE)NEEERER1.7% BB MEH29.8E8 (0.5251.31E
B) [2REER/ARRIE] - BEARAZELRE_[REMEMER -
EEEFEALenalidomide’aER - BHEBENZEMNE _SUHE4BEN
[7 Bz -

1B P E (Intermediate-1) AR 2 B ILE A RIEERF(MDS) BEHE S
FE M A MAE(AML)

F % (karyotype)

Del(5q) B M & & TH MDS mABERASM SRR MBENERE - 85
AR B3 A E EZ(E(complex cytogenetics) B - E—IES 2T E
A Lenalidomide £ RER P EE R 2MDSE Rt - BEAEMARE
HEEtWZREARSN 2ENMETEEAREEMAMLE8.6%) - B1F
Del(5q)fm ATE2 F st BIEAAMLIHES13.8% - mMDel(5q)#EZ—I
AMEREENEARIRT17.3% -

EIt - EMDSHFEDel(5q) R EZ#AMEREZ L - Lenalidomide MR/ =
PEtb R EARFA -

TP53 fYARRE

TP53 REHTREMEMDSHDel (5q)H9E AT - 1520-25% - BERSHI AR
ZER2UEEMEME (AML) - E—ESELERIBE - 2L
Lenalidomide ERTEIPSS A4 EE P E AR B HEIEE A REEEHEA
RIEE RS (MDS-004 ) - IHC-p53mEHRIRAERNZB(EMAMLATHE R
#27.5% - MM mARIR 3.6% (p=0.0038) - BMAAMEZLHBERT% -
EHTPS3ER 2R BABIEERBIERTPS3RENERNHESE - ) [£2RE
TER/ARRIE]

fEDexamethasonefliThalidomide &892 £ 11 APembrolizumab
o ZRUERREANILITCEREAS

BRIz A PD-13LPD-L1EEM MBS B2 E AN AES RS EEE -
MRSt M B RE AMETHRER Y AR RGBSR &
thalidomidefE L1 lldexamethasonefE 2 + 1 Apembrolizumab & &2
ETERAS - R7EGIMERDER 2 AEZEUERERBEAR - L&F
fEthalidomidefE I Mdexamethasonefy &2 P A1 APD-13;PD-L1 R ER 4
eSS -

Mk

}#HALenalidomidefidexamethasone’AERIEA - BB XS EIBAIR
£ HbhaERIEES - BAERDIE15%00% A SESE (B ETF AR
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5.1.10

5.1.11

5.1.12

M ESTEENEREAE) ; 2% S BIEB IR AR %E SN T 2R
BAREBEFSUSH - BY3 BT SH 2RI NRER - TENERET
a1  DHRAFSURRER  RESRTRBEEAS - LURHREEY - 3
EHEANTHES - FHE S SEREMLenalidomide - HiREE £
Wi TEEUEHEEREGLE -

BERELE

EARABRBERENNERE - EIEEH X ERBLEEIREE (Stevens-
Johnson Syndrome, SJS) - &R A E (Toxic Epidermal Necrolysis,
TEN) - EAZEY 2 S IE PR ALY B ME &2 SAE4A (Drug Reaction with
Eosinophilia and Systemic Symptoms, DRESS) - DRESS aJsE IR B
FE(INKZE ~ SREEMEEX) - EFPAMBMKIEE - 8iE - R/SMNER
K~ BED—BRFUEFEE - AIOKFE - BK - bk DR R/EOEL
UEEEMEAR O BE R AR - MABBRRESENARAZL - BILEEWRRHE
thalidomidet8#d - RBIZEIEARAlenalidomide - BEEE — E =R EEAT
7 EEERELEFEITEFBlenalidomidelafE - FEELNRLAZ - FE M
HAEUALS - AEBNMEFENERBREMER - SUHRLBRENZEN S
SEHEFAMAMERESEARSERERERE - RIBKAFLER
Lenalidomide’& % -

NEJR A BRAE1EE$ (Tumor Lysis Syndrome)

M Lenalidomidea EHE A - AEERER B A REERR
Bl - BER E A EEAR(high tumor burden)lE A - BIBER A BRI
AR - ERERZEYIEANERRIEA - WEHREIGEESNTEMNER -
FEAUGMENTE & - DlLenalidomide& ffrituximab’aBEHIMEER A S -
B2AR A BEEREREAAE(1.1%) - EMAGNIFY#EEED - Dllenalidomided
Ffrituximab e B & Y1 2EEEAHARE - B1AI% A (0.5%) 38 S B8 A fRIE -
IESEHREIRBEEARKIE -

ME 72 N8 /2 F& (Tumor Flare Reaction)

BREMNERESFE — LM RE - 2%Lenalidomide AR IEHME 4R M
BCLLAME BRI - fFEAMEARAHFERE - KERE - &
K#Z - Lenalidomide A& A TN A2 52 58 FATE IR 2 1l R i B PR A BRI CLL YA
A

EEEEeMMERER AR hERIE < FE - BEEIE & EEAR I 8E
B R AR 5B -

FEAUGMENT: B2 - = Lenalidomide & fffrituximab’aERME R A -
176A1m AT B 1911(10.8%) B EEE BB MBI E - Hf1mEE34RER
B FE - EMAGNIFY:RER - 2221155

AFBMMIE1%)EERBINEINE - HbBREEHOB1HR2K - HP160#
BREKREH(serious event) °

BT8R EE B R FERm A T DIEE & ALenalidomide - MRS
ENE - REEIRTE - 1ARFRKERNE RER AT AR ERERE -
JEFEEIES H 38 LE R EI (NSAID) A0/ 3% il fk 8 9 225 R V8 N B S FESEEAR - ¥/
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6

SMEARIER MBI ERA - Z#EFLLEMLenalidomide - EEIREBENNEIKR
FOBRZE< 14 - 3MRNARIERBNE 2 B A Z AEAR 8B 77 TR 1R F1 24808
BAER—2L -

51.13 BBk

Lenalidomide M {EEB A BE S HE 5| A& E B E MK Wthalidomide B
# - Lenalidomide &2 dexamethasone 5f melphalan & prednisone & ¥ f&
R ~ B {EMLenalidomide ~ 5 & 81 A Lenalidomide’a & # a2 ki 25 38 14
SR - WARZIRFEHLCREIEMIOITSR -
Lenalidomidef2 & ik X 5 BAVbortezomib & dexamethasone & #t & A A&
ZEMBRERAR  BEMSHEENREREERS - LENEFNAR
¥ Fbortezomibf - IR ERERE - ESWHBEENFS
bortezomib ZE mAZ £ E -

5.1.14 5RkE
2 #lLenalidomide & dexamethasonefff /A - HRIRIERFER - WA
FTEARNERRS - @RCHEIRD -

5.1.15 ERARARERS
ZLEFRBRINEEE TN RITENEMBER - ERTERBAENSERRD - @
AIERAR IR TN BE R B IR B 15 BRI -

5.1.16 BEKE
SR ERN Lenalidomide’B B EEFEMEHKE - 25 MHIBEKE
(anaphylaxis) &8 8 &z F&(anaphylactic reactions) - B E M /KERES M
B EREXKAZELenalidomide/AE -

RIAGRR IR SR

(RSLRRRCH)
6.1 &2
[ PR

RIBIFAES [(2REBFMU] BYHRNRER (SRARER] - ZERA
Lenalidomide - CIEEER M E A ARIBE - HILRZHABRILER - ([2RMNEERE
RREBHRERIEEER] -

HERECH SRR EMIAE RV EB(THALIDOMIDE) - WWH/EEZ A
HiREY) S EYEREHBAEMNARERREBIRZERELR) - BIREE
Bia(lUKAE)  BRBAZREEREZ - BEINEER(BEHE - /NEH - S EHER
Z) - BREMEE - IREFERFECGRIR - \RESH) - OMERKE - OH{EE - WIRE - £EEE
FEN - BREIETERYELA0% -

Lenalidomide & &2z F AU U D FI BB IR ARV I e fR PG
LenalidomideZ @B IRZHNRF R AERIRE - MRRNRZPBERTE - AR
ERRAEHERE  BENREARTZOUEERRNER - FHERERIRRZ - B1h]
B2 - ZRERT  BRBABNZLEESEERNEENELN  ERE DR
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6.2

6.3

BER - HiREROUESRERenalidomide % - BERBEZEY AR REERP
- BRTBEODEERFER - BiEEREH02-2652-5999 #2420 -

BRI AMENARERGRFREEALERBERENGSERER - EXBER—MR
AOF - EEAER Z2EBREEANEREERENGFTEREAR D B52%-4%H
15%-20% -

BER
ERFREREEEUHME  R2EBRERELMME - 44 HOMKRLenalidomide - S
KIBHEEFEFVANEBIKRENER - BFREHENEAREEAUOZALR
ZERAEE(MRHD)25 mghRVEERREEAUORI0.17ME - BIRZRF N KEETH
PR  EREEDRIAABRZREAFEZEAREEN20E X2001F - ERF
EERRFETMABRRAREERELIR -

REMIBEHERNERNEBME - BMERE LM AIEFEZ Lenalidomide - BERER
ZHBERSES00 mg/kg(kiEREETE - IERABE2=HEMNS500E)EE -
"B DN FREARARE - EMEF TR SREMEE - migEEF1R
FABEEFRERER - REPEBNEELBMED - A - PRI - RUOENR
Lenalidomide¥ R ia 3 BB T RERE -
HIRZNRFIERBZBTRERZFH20RKBROML FLenalidomide - a5 MIRPRY
LenalidomideiRE XN R EHEEC,4,HI20-40% - HRZHAE ORI FERZEY 218
2l RRME KAEG PR L Lenalidomide ; IR RABPRMENEMREBEZER
HIEHATRIRE - BLEERER - LenalidomideZEBAa -

=E2R

[ B3 47 22

BaiEE R Lenalidomide@EE HIRR ABRZ T D - Lenalidomide ¥ 8E1H
BI vBRZHEE - PlenalidomideBETEMIFRZFESE T HEHNWERN - BRFZ
EZMEE D WEANENIT - BERBEEIAWETZ JsEEELenalidomideM B4 AR
[ FE - E Lt RN 2t A EEHALenalidomide’a BB A EEEFE, -
BEBRENN R E Y

:%@@

EREZPERALenalidomide - JEEERERAEXRBE [ZREREFH IS
B] - BEBENNXM - REGRELRE4E - HERE - RELEFERE - ARF
HRBDAEA - BRABRRIRE -

ERAtalenalidomide’aEr] - BEBBE NN EHBANABIREMENRZ2ER - 5
—REBZHEERIUESDRISAAET - MREDRBIUEBTRALEE (LR
10K ) - —BaERGMAZELFHRE  BEARMRESIBZVETIRERE - &
MAAHIRERE  THEAREREREVABETIRRE - RIEECETRINE
#EE1 - EEEELenalidomideHEARVEE AR IIRE - R EHRREFERBHA
EMMERZEAEERENINYMERA - B2EBERIESRI3AAET - UKES
FRUB7TRKRMGE (ERMR2EREEHIOKR) - ERARLRR - HBRETASE
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6.4

6.5

BRAMBMLEN R REBCIUERZEY  RBETRZ2NEN  HFHEESR
Lenalidomide’aZRVHAREIRZ - RILAFIESRITIAEHBREEAS (HCP) -

e
ZHRA
BEBENNAUNRERZE D —BERNEZHE I - A2 U6 611

o EAH

o TEAREZH(Levonorgestrel-releasing intrauterine system, 1US)

o« RYWEHAFIZE(Medroxyprogesterone acetate depot)

o WHUPEHEER

o RECENMEBEVRMNBMUETETRE@BEYIRMAINEEREBMRK

R - BERIZRM)

s BaASRRZOREZE(MNdesogestrel)
BLRPEMNVETERBAERNZDIBEANRS - AEERE - RELFHE - 5B2R%E
—HZ Y BE /D28 RAIT - RiEPearl Index - I EZWBBEHFAREBFERYE<
1%%E - AIEAREEZENNLMRA - KRB RO SEREZ2ER - FRIFZE
TFEtkil - WERE  BREBAEBENNIYERABN AU RHEZTENG
1 E&RM -

ARZEMEHEERAFEMLenalidomide5HEESIBMAREENER - BRIt E
HEAEAOREZE - IRBABRNEEERELOREZREE - BoyAH LiiEP—
BAMNEZEE - £ FREAOREZERE  SIEENRBRTNSHFELIZ6E -

SH®mA

Lenalidomide @ HIR M AEEMEANBRY - Bt - EHRAEER
Lenalidomide FZZHAfE - Lenalidomide’aE&#ARER/VT7X - BlEEMEANEIEE
ERINGEER  BRESBRENBRERABMBZ AN HETE UM EER - BRI2
FRIAIBIEAEBRRRME EMRACERZHE(BEREZESFHE)A
Lenalidomide’a B4R E R D7TRATIEE -

NGB
HARIEAREE/ NMNRI18ENERYEA - BUuZEMEERY -
EFEA

ZRUBHBBSHAE

BEMS  dBMM-020hEXaEAMAXLE16138 - 655 ERIE A1 94%
(1521/1613) - 755 L E%35%(561/1613) - 7558 LU L m A 72 71l B 48 59 £ 5148 131
(RAF5#EIAHE : 33% ; Rd18 : 34% ; MPT : 33%) - 2 I - BAFEAKRB O ARRIE
BEBEIZEIARRE - £3/4ABRFARRE - BREFARREB)VZERR - ZUFER(T75
R)EBRBREFE(TSE)NVEA - —RERAGABMUBERRRE DB ZHE3IMRAFS
BARREER SHERUFTRER(EEZVBS%)RFENBA - BHRHARE -
DREREZORIBAE () MHEOMRIB) - REAR SRR - B REER
(BEEBRB)SAMNBE N B ZFEIRNABIFaEMEESARNRE(TEAES) SHEZ
UERBREEZEZDVRSNV)BFENRA - EttZEX R0 BENMREMRE ZHFAE
o BURERER - DlER - MEER) - B3I/ARARREBERSHEFRERFEN
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6.7

P OB .« BB BY - AR R A - R S A A R
FREEARBNREEE -

ZRUBHBBENAE

HASMS - B8 GALGB 100104 E2|FM 2005-02h # 28 B m AH A 10184 - 65
A ERIEA1E10%(106/1018) - 755 LRI AABISRZ - LenalidomideHAIEE
SHMAFABRARREAEAR  5SEULEBASR(BBSL) BEFENEA -
LenalidomidefER MR AME R A ERAFR DR E3RAFIRARREER - 655
MU Em ABR(EBES%) B EENEA - fELenalidomide#faE P - BEEREAR
RESIEBREARREME LEEN6SEU ERAABACDIERFRBAHNZEH
WREZEARIRBRFENREA -

ZRUBBELNEVEZI1ELRE

£ IE 5 5 82 (MM-009 EEMM-010) 9703 2 Z 88 M BB /B M A D + 655U E1h Y
45% - M75m L E B 12% - 655 Ll E 89 % A EE Al - 7E Lenalidomide /
DEXAMETHASONELU K Z F B /DEXAMETHASONEM A 2 & - WiREEER - 7£fF
FiLenalidomide/dexamethasonefy353Mm A S - 655 1 746% - £/ & 53 52
#HEMBMWIRE: 65 EBBA - LEARZEISEEA - EAS#ELenalidomide Bz
% HIFEEFIKIMZDOVT) - M2 (PE) - HVEEHEBWRIESEIRSE - ERENY
FH - 65U ERREA - HRREENREA  TEER -

—IEMA 1487 del 5g MDS mAMEEH BT - 38%E65m AL - T33%=E75
MM E - BESHEMU EMANAREGHFRLEER (100% ) BFEFAMEE - 1865
AU ERANBREFCRSHREEZSREERA (54%vs.33% ) - 65 ERRARE
AREHMELEATENLEASIREERABLLS (27%vs.16% ) - 655 LR
BAMERBA B RER=IBUER -

EEN M EEER Lenalidomide & ffrituximabia &

SRR EENMIBE AR  BEMS - 48% (282/590)A97% A E#2 E655% 3L L
£ M14%(82/590)89m AE75m A £ - iSMIEGR 5REEAR - 65l EmANARRIE
M B RN EEHE AMALL98%) » LenalidomideB D - 655% A L BIfE A ABE HR B FE BR
HEA » BI3RFARARKRENBEERRS(SHS%B U L) D BIHBT71%F59%) -
LenalidomidefB® - 655 LR AHBRRBREEEA - F3HFIRFCRREEMD
B E R R ETR (2 Rl R4AT % 40%) TR R BB £ SRR (2 BB 16%11%) R E8 £
RERS(SH5%LL L) - LenalidomideZH® - 655 EAIBABBRREBEERNREA -
BREARNENRERRS(SHS%L L) (D AIE37%F18%) « LenalidomidefA s -
65 FMBEAMEBRREENREA @ REARREEREHESTERHE(DEIB15%
MeN)MWBEEEXERS(HHSBLL L) -

HARFRBALLROBEREBIEERE - BEREEERANE - WEABINEE -
BINEEAE

BIRIBI B ENBRR R K BB BB AR R AT ZELenalidomidelViEEHE (2R
RERBE] -
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7

REFH
(MRSTBARC L)

71

Digoxin

it Fdigoxin k2 Hllenalidomide(10 mg/day) - digoxinBJAUCEAC,,,,181114% - &
#EARAlenalidomidefifE - EHAEAIdigoxinlMEFRE ; b —1EtRS2AERKE
TR EFIER -

7.2  AfAETBEIE IR E E R
Erythropoietic2E| - sy Eth&E| (M Zestrogen)a &) DI BEIE MR ZEE IR - BT L%
WA ZERBEEZEEFER [(Z2REZRIREIE] -
7.3 Warfarin
%M Lenalidomide (10 mg)#i & & warfarin(25 mg)#AR - A5 Zlenalidomidesk
BHR-#S-warfarinZ24) &) & - warfarin FBZ21& - oJE=Z|PTEINRIGER BRI TEHRE:
1t ﬁﬂ:mmfhlﬂiltﬁﬂHjHE%LenalldomldeﬁﬁE Dexamethasone&iwarfarinff
R BERARA - EZRMMSHEREARHAwarfarinfs - EEZT)EES2PTHA
INR -
BFR/ARKIE
(M SZBRECE)
8.1 WAEZRIFR/ARKRE
TIARKEEEILEREM/ G FF
e MM [SRIEELERE  LEX 35"%15(%13 + LeAssure7 %) ]
o MKEBSM [2RIMELRE  L:E &I:‘$IE(JI[[X§@ %)
o BIKKEREE [2RIEELR  LZIESHEEREFREE)]
o ENMCLLBARNETR [2REZREIESIHCLLEAFLTER LH)]
. **_J?ﬁ SHER (SREBRAIEZEEG_REZEHER)]
o MMES P E (Intermediate-1)AM 2 B FEIZEALAREEE (MDS) B =M S
'IEEJI[H%(AML) (Z2REZRIEEIE]
e 7EThalidomide#& {1 #) il Dexamethasone Ay & 2 & /I A Pembrolizumab i -
MMBEARISITCEREHES [S2REZERTIEREIR]
e &M [2REZNIESEMWSMN)]
s BRENENE [2REBRIESHE(EENENRE)]
o ERAME [2REZBNIESIHMERAMIE)]
e Tumor Flare Reaction [£RZ:E K )F 251 (Tumor Flare Reaction) ]
e BEMLX [2REZNIRSHRAEEBLLX)]
e HRE [2REZIESZHEERNE)]
e BFRER [2REZNIESIHEFRRER)]
o BYNE [Z2REZRIEEIR]
8.2 MR
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BEREAEREEREZEABNOMR R THT  SRTERIANEY LR RELLF A
EEUEMRRIWEYIER - OERERMERBEAOLEE) -

SEREE

MR ER R EEE
Plenalidomideff FH{E M Edexamethasone’A B A B S B E M2 1L MM 53R
BA

FmERNKBI63ESHE  —EAXREEF=Z2HABMM-020BEZEDL—=R
Lenalidomide B2 & %l £ dexamethasone(Rd) # A & B8 IS A E(BD : & 8%E
BHIERE(E  RAFERBEHAILS3I2R)JNE18ELI28 KRB —HHA[72:8 - RA184HH
540%&]5K#=melphalan - prednisonefthalidomide& ff/2E[MPTA #5418 &%
RRYURKB—BIT2E) - ABETURBERISEAEMABL02HE(EREITE
246.7)3, 18 AE R (2:E0.16 £56.7) -

—fRME - CLERRAFE G EALERII8MMAE - BERRESNARKREREER - B
W BEKE - BPMAMIKET K - B5R - B0 - EHERKE - BREBEN
FIRAFARRBEEEPEAMIKIE S ~ M - M/NRIET - BB - ESS - &5 -
B EmMEP - A2 - BARE - MEARRD - FIREZ  OREFIKDSE - SMER
BAMRED - BRESREBRRERIFEQEA(75%)HERMPTHR56% - HE
MPTKRdA18% - FH3MEFBIRRATNREARREBERIGESRALRS -

HERAFELE—H  HFEEHLenalidomideZTFABNAERRERKR(28.8%) ;
BBMsS - BEFE—RTPELenalidomide’a &

M REERT7E - REERRIFEREHFAMKLenalidomide ABERENAERES
MASBH(10.7%) ; BEMS - BEF—KFAMKLenalidomide’AEE £8P I EE 5
1638 - ERAFEEE—H - B ERF Lk Lenalidomide’ A EN A B & %5 B3
(3.4%) -

EMRIEEA  ARREBEERXREERBLSENAERA - BREBARRLUIINZARRE
WRERRIZEERBRENEFTIZE - BEFRBIANER - ARENSEEBRE
#JIBNN0.7 %ML TSR RN F£9.6% °

Lenalidomide/dexamethasone B &l £ /8 E —HE 4R E TR MIKE T BEERRE
REBARIIBFELSBE]RRIG A E 1818 FH % B H ] B 85% -
melphalan/prednisone/thalidomide# % 15%) (2 REZE R EIEFIE] - F44RIE
oh 4 3 M KR T & 85 & (febrile neutropenia episodes)fE & 2 A LEAIMEE (R [
#BRE| MRA18[AE 181E FHZEE #8154 0.6% melphalan/prednisone/ thalidomide#H
H0.7% [2REZRIRFIE] - BEFRAUNBREFHRMIXKENSHER
BERZE (2RAEZKAZ] -

RAKERA18HEE N BBA - BFAEFEIHFAAM/NRE T AL BIERE ( 8.1%EE R
11.1%) -

EEmADNBMEEANNIESR  SF/NMMEREN - FhZRERAFARLE

SIEEMWEY [2REEFEIESBIR(MESH)] -
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TERBRIFEE

B4 - RA18#H - KMPTEFEEANR R EEHAVEBLE -

* BHBERS0% U LEFEI/ARBERTO%BULIFIBEFARRE

RRBE AR R K& F3/4m A RRAED
DR E
RA¥5EA RA#S#EA
&= Rd18 MPT &= Rd18 MPT
(N=532) | (N=540) | (N=541) | (N=532) | (N=540) | (N=541)
— % = 97 EAL i A BB L SR iE
39 46 31
E59%
173 (32.5) | 177 (32.8) | 154 (28.5) 73) 8.5) (5.7)
i 41 33 32
) 150 (28.2) | 123 (22.8) | 124 (22.9) 77 6.1) (5.9)
76 13 7 7
Bz
c 114 (21.4) | 102 (18.9) (14.0) (2.4 (1.3) (1.3)
IE R . . .
— 29(5.5) | 31(5.7) | 18(3.3) <1% <1% <1%
BEEER
" 21 18 8
242 (45.5) | 208 (38.5) | 89 (16.5
b (45.5) (38.5) (16.5) (3.9) 3.3) (15)
Atr7%f | 109 (20.5) | 78 (14.4) | 60 (11.1) ! ? <1%
(1.3) (1.7)
HIEARRS | 57 (10.7) 28 36 <1% <1% 0
(5.2) (6.7) (0.0)
AIL P 5 B B 4 4 4B 48 R
37 34 28
jbﬁ
=pL1e 170 (32) | 145(26.9)| 116 (21.4) 7 6.3) (5.2)
ML= | 109 (20.5) | 102 (18.9)| 61 (113) | <1% <1% <1%
o 9 8 8
BEERAIEF (101 (19.0)| 71 (13.1) | 66 (12.2)
(1.7) (1.5) (1.5)
=L 87 (16.4) | 77 (14.3) | 62 (11.5) 16 1> 14
(3.0) (2.8) (2.6)
\ 8 8 7
F Ef 79 (14.8) | 66 (12.2) | 61(11.3)
(1.5) (1.5) (1.3)
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IS 36 ) ) .
- 67(126) | 59(109) | 2 <1% <1% <1%
AEES 51 39 6 . .
st 013 1 gy (7.2) (1.1) 1% <%
MeEnt | 438.1) | 3565) | 2964) | <1% | 8(15) | <1%
wEmmt | 40(75) | 1935) | 10018 | <1% <1% <1%
BRI A SR
n 43 9 6 3

TEEsc | 90(16.9) | 59 (10.9

e (16.9)1 590109 | 7 ) (1.7) (1.1) (0.6)
= {4 2
. 80(15) | 54(10) | 33(6.1) | 0000) | 000 | 0(0.0)
RERR | 76(143) | 63117 | 8 8 <1%

(7.6) (1.5) (1.5)

TR 53 31 8

- 69 (13.0 19 1%
Rt %, 3001 99 (5.7) < (1.5) <
fike@ | 93(17.5) | 87(16.1) | 56 (10.4) | 60 (11.3) | 57 (10.5) (;”6)
ISAVS =Y
o 35(66) | 2506) | 2139 | 7013 | 407 | 102
AT R
o 33(62) | 23@43) | 15028 | <1% <1% | 0(0.0)
BEXf | 3260 | 1761 | 13024 | 000 | <1% <1%

A=
TZ i B8 | 2955 | 1426 | 163.0) | 1009 | 306 | 306
8% 29(55) | 24@44) | 1426) | 000 | 000 | 000
BT A
o <5% <5% <5% | 8(15) | 306 | 2(04)
MMF.@ | 33(62) | 26(48) | 1833) | 2649) | 203.7) | 1324
WIS BT
- 52
pEEf 7S04 | S| 60104 | <1% <1% <1%
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RBFEHH | 39(7.3) | 45(8.3) | 22(4.1) <1% 0 (0.0) <1%
[ it B 2 4 = i d
=Yl 233 (43.8) | 193 (35.7) | 229 (42.3) | 97 (18.2) | 85 (15.7) | 102 (18.9)
[Eop s 178
MRE 186 (35.0) 33) 328 (60.6) | 148 (27.8) | 143 (26.5) | 243 (44.9)
M/ A8 44 43
104 (19.5) | 100 (18.5) | 135 (25. 11.1
- 04 (19.5) | 100 (18.5) | 135 (25.0) 83 80 60 (11.1)
[Eop s
MEKET 7 (1.3) 17(3.1) | 15(2.8) 6 (1.1) 16 (3.0) | 14(2.6)
B E
f_f\fm}*ﬁ 5(0.9) 6 (1.1) 7 (1.3) 1(0.2) 3 (0.6) 5(0.9)
/IRE
WEOR7E - By A2 52 46 B = 9
2 g f 121(22.7)| 94 (17.4) | 68(126) | < 1% <1% < 1%
I IR ] 30 22 18
ce 117 (22.0) | 89 (16.5) | 113 (20.9) 5.6) 41 323)
S mf 32(6.0) | 31(5.7) | 17(3.1) <1% <1% 0 (0.0)
[ MR 38 f 30(5.6) | 22(4.1) | 14(26) | 0(0.0) 0 (0.0) 0 (0.0)
JEBN 10T .
B e 27 (5.1) | 29(5.4) < 5% 6 (1.1) 2 (0.4) 0(0.0)
KB EEEER
14 7 5
R KB BR
BEIEEER | 123 (23.1) [115(21.3)| 72 (13.3) 26 1.3 0.9)
{EC [ 58 38 35 20 11
9% 91 (17.1) | 62(11.5) - 6.6) 37) 2.0)
— 52 19 28 23 9
SR 62(11.7) (9.6) (3.5) (5.3) (4.3) (1.7)
31 23 19 8
& [ 5 . .
EMEBAE | 57 (10.7) | 56 (10.4) 57 43 3:5) (1.5)
R K% 25@4.7) | 29(54) | 173.1) | 8(1.5) 13(4) | 9(1.7)
e < 5% < 5% < 5% 8 (1.5) 0 (0.0) 0 (0.0)
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PR fm% e <5% <5% < 5% 8 (1.5) 4(0.7) 2(0.4)
i 5% 5% 5% 7(1.3 3 (0.6 1(0.2
e <5% <5% <5% (1.3) (0.6) (0.2)
K [ # . o o
- < 5% < 5% < 5% 7(1.3) 13(2.4) 6(1.1)
FEEBEE T HEER
39 38 33

PR
FARE 139 (26.1) | 151 (28.0) | 105 (19.4) 73) 7.0) 6.1)
REEf 47 (8.8) 49 (9.1) 24 (4.4) < 1% < 1% <1%
B R

53 4 6 0
;5 147 (27.6) | 127 (23.5) 9.8) 0.8) (1.1) (0.0)

- 46 30 10 4 1
e >8(10.9) (8.5) (5.5) (1.9) (0.7) (0.2)
MEE®
2R AR A 39 22 30 20 15
Mm% >5(103) (7.2) 4.1) (5.6) (3.7) (2.8)
{RIMEEc% | 51 (9.6) 35 (6.5) 36 (6.7) 11 (2.1) 8 (1.5) 6 (1.1)
SHEBEEE

e 43 (8.1) 25 (4.6) 25 (4.6) < 1% 6 (1.1) 6 (1.1)
Nt 33(62) | 24(44) | 1502.8) | <1% <1% | 0(0.0)
iR B5 & %
HAE 73(13.7) | 31(5.7) 5(0.9) 31 (5.8) 14 (2.6) 3(0.6)
=T
e < 5% < 5% < 5% 7(1.3) 0 (0.0 0 (0.0)
5
I 48 11 4 4
fe 55 B 72 (13.5) | 78 (14.4) (8.9) 2.1) 0.7) (0.7)
10 ig 7= %
INEEES)C | 37 (7.0) 25 (4.6) 25 (4.6) 13(2.4) 9(1.7) 6(1.1)
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IS 2
(Bz= <5% <5% <5% 10(1.9) 3(0.6) 5(0.9)
'fi)c,e

5 B B2 PR 3B 7=

BRIS(E 49 5 . . 2o
Ea 54 (10.0
e @f (9.2) 100 68 (5.3) 6.1) (5.4)

Bt - BERKRIAHEERSEEEER)

LNl
JeEce

< 5% <5% <5% 8(1.5) 4(0.7) 0 (0.0)

HEAR
j=cef

2 RHREHE(SOC) BE S (PTs) 2k EBMedDRAY R B R FE4RIE - 2814 55
BABREABREENBENRAREN B/ BRELIR -

A EREEE SRR REE DA% ELERIFEARMAIARIISARBA - EiHRd
SEAEATIRA 18R AEE RMPTAR EIEREFHED2% -

b Fr SR EAR BN EE B REE D E1.0%% £ ERISEREA RIS
AREA - EHRASEAEMAIRISEFAEHERMPTAREERESHE % -
CAERMRESBREARREENA1.0%REERISELBEAIRIISERA - Eif
RAEABATIRA18ABE AL RMPTHEEERESHEM% -

d B iR s B R AR AR E A EA/RIEEMFERE - BRERARS - Al
AFBREN RS ERRBRBEHEEERSEN -

e STH "a" A -

Ferm "o R -

CENE—RFREREEMTETER -

* B DA BIRERERIASRBREMEFABERENERATTT - BIZAERBE
mEL)E

<5% <5% <5% <1% <1% 0 (0.0)

IS

e ARREIMREFTHEZEN AR RE

IEfE : BEfE - LHER - TR - BB ER -

Bz : sk - REMMMNE - MRIKEMMRX - XREMRX - TR - BRAEA
iE - BEIKEMX - REBKMMX - PR - MEMEMR - KEEEMEMX - fb
RIBIKE - R EMMR -

BUMAE : UMAE - MRS - RIESHE - KEBRERME - BHRHEEMKIE AR
MAE - FRIKEMINE - BEIKERME - AEERILE - EEREREMIIRSH -
IBIKEMR - mERXMXE - (REMEKMIE -

P KB BEUKRE AP WEP  ZRMEP B  HRUKEE  Bek
B7 - WP BEYpaRERAMBMKERESER - SHUAN - KPIRE -
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BESIRIS | RS - FREBIRIRL - FARMmE -

Pllenalidomide & B Flbortezomib X dexamethasone’8 B A B S E S B1E 2 #2
ETZ s B Em A
FESWOG SO0777# 555 - Lenalidomide 255 Ak ¥ 59 FBbortezomib K dexamethasone
i aEAE P 2 BEEEEER ] enalidomideEidexamethasone & /a8 FE 4 S (=5%) HI Bz
EARRES

o (EIMEE(6.5%) ~ AERENEE(5.7%) ~ AR7K(5.0%)

7 Lenalidomide 2 bortezomib & dexamethasone & /8 B H P 7 & £ B R &K
Lenalidomide&idexamethasone&HaBAHEENABRKRIES  BE(73.7%) - BEH
KRR (71.8%) ~ [M/IWRIE ™ (57.6%) ~ B (56.1%) * {EIM#5(50.0%) -

Lenalidomide & ##ff Fimelphalan Eprednisone 5| E 48 B B 2 B 15 fF FRAERIA
AEEBEEA
HE R MPp+p(melphalan - prednisone & Z & EI5 | B 148 E I #E E B E AL EE)
A BRELFEKREEMPR+R (melphalan - prednisone Xlenalidomide5|E 481
% £ B ¥§ & H lenalidomide # 5 )5 % ) 8k MPR+p(melphalan - prednisone &
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Hg  PENEEREE (2R
15 AR Y7 SR 7363 B

WIS | enalidomide & Hbortezomib#dexamethasone’8% ZNDMMBE A T
THEAABRTIHBRESBREN IR RE
<)E%%Lenalidomide/'f'\ﬁ?dexamethasonegz?i\ﬁE'FmeIphaIan&Iore‘dr‘isonefé'\y?2
ZRMEBERAMETHRARERIRARARENIARRIE
TEBERRREEYARKIE

"B LR ERENRTAESBARAE 2SR UEESHEEREA - MU
Lenalidomide/dexamethasone’a & 18] 7 2l 48 2 i PRt B op # 8 #Y
*EENSGARAREEREMARATMZSEBEIZHEEERERE A - MU
Lenalidomide/dexamethasonea B A8 ¥ i 122l 40 =2 B PR At BR cp i 38 3 -

FikEBIKMZ2RE [2RIMELE - EERFEEFIR(G.14)]

HEREX 2D —EaBENZRMERBRAET MR REBdPRERIAER
ZxRBEF Ik M2 (DVT) AR R ELE®R - ELenalidomide/dexamethasone#E % 7.4% K
8.2% =ML/ /dexamethasone 8 53.1% K& 3.4% - M 2B 7% A EF 2055 Ik (M 42 i 1=
IERZEWMEEAIEE - EHEMZEZEMERERAETZHE  REFRMERSZHE
(RAF#EAEH - Rd18 - MPTH)BHRARKRERERFIBEHR : 103% ~ 7.2% -
41%)  BREARKREGB6% * 2.0% ~ 1.7%) - BI/ARAERE(B.6% ~ 3.7% -
2.8%) - RA¥F & /AFE BIRA 18I A KR Bl a3 Ak [ 42 1F LB S R EEIERIEEAIEE (&
DHR1% ) - Rd 5 & 8 & (2.3%) £ Rd18(1.5%) M #H B % 26 % Ak [ 42 M & &
Lenalidomide’aERILLBIEE -

HEABEXXE)D REBEEENZIZEUEREBRAETZHE  BX
Lenalidomide/dexamethasone/8 E—AHRNE BRI B EMREPEREARRE
B7%)HXEI/MABARKREAL %) B ESZHEHA(BREARRENEI/ABIARR
FE : 0.9%)5 - MARMZREMFIEAEMNLEAIESR - EENZEHZBU SRR AL
TZHE - MRERZHARIFEALREA - Rd18 - MPTA)BHEMUN AR R EEER
(FTBEMR :3.9%  33% - 4.3%) BEARNER.8% ~ 2.8% ~ 3.7%) - KE3/4HRA
BxER8% - 3.0% - 3.7%) -

HEREX 2D —EaBENZRMERBRAET MR REBPRERIAER
ZODAEEMI) AR RELEER - #£Lenalidomide/dexamethasonefE&1.7% & 1.7%
SR Z & /dexamethasonefE £0.6% % 0.6% - AL EZE(BIE= M) ME LB EERN
EE#I - 7E Lenalidomide/dexamethasone 8 %5 0.8% i % & & /dexamethasone #8 £
B EHNZHZEMERBERAETZHE  DIEEEFESN)NRBERIFES
B4 - Rd18 - MPTA) BB ARNERERFIBENR : 24% ~ 06% ~ 1.1%) - BREAL
BNER3%06% - 1.1%)HBEARKRE.9%  0.6% * 0.9%) -

# X Lenalidomide/dexamethasone’aE— AR T - PE(CVARESBEARE
REZEERDRIR2.3%E2.0% - HEE#S % B /dexamethasone#H 73 5l %40.9% 843
0.9% - R @ MmiF LEaEREE®R - Lenalidomide/dexamethasonefH 2 1.4% % &Y
7 /dexamethasone#E %0.3% - TEE a2 ETZ SR E ANDMM)ET 2% -
PRENRZHARIFEGEH - Rd18 - MPTAH)BHARKREREXRFIBEMR : 0.8%

P.51




0.6% ~ 0.6%) - REAFAENE0.8% - 0.6% ~ 0.6%) - = FAERE0.6% - 0.6% *
0.2%) -
AffFEHLenalidomide#idexamethasone’5 E X M B R FEAZ SRR SHDVT
APERES - EXEFALenalidomide & BB AR REIZEE B A BEERAERIE -
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KERETHAEER : 21 KEERIIR

BRI ZEE

Lenalidomide FAREBHBIEEAREGEHBANEZRLZEMEN - ERER—IE_H
Bl=H  H26BmANEAAR T _HEARAAR  HBE148UBAER
Lenalidomide &% ; —HAlR/ Rl PN E S E - 69MfFEA5=% Lenalidomide -
692 A 1025 Lenalidomide - 67 &fEAZ R -

£/# F lenalidomide & ER - KEDWARKEEETER] 16 BA -

BmEARKIE

FHiIkEE(REF G EEANMRE)

FEI3MARIEDHEEMIKAMRET - [EPHEEMIKE T S EIERNFEIRT44R M/ R
BME -

E=HERARAER T - HEREIBA - £H lenalidomide B RNARKES - IEPH
B MIKARME N (76.8%) - /iR ME(46.4%) - BEIR (34.8%) - B (19.6%) » IE/Ly
(19.6%) - Ef&E(25.4%) - K252(18.1%) - K 55(18.1%) FIM PALLEE(16.7%) -

ABNESIFR
NRAAIABEAERLenalidomide’a RV ARKIE - EFREBROWES - £
RREEKBREEEHSEBIEL - ARREBEZXREERNERZNDN  FEBER
(=1/10) ~ ®R(=1/100 to <1/10) ~ AE R (=1/1,000 to <1/100) - =X (=1/10,000
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% : Lenalidomidefs FI#E B BEIE 4 F R E IR BHm A AOEG ARt BRFT B IRAY R R R FE™
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EE%EEAZREARZEDB1%EA EHNEE -
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o SHIZEARMEIREA _HAMRIRE B
o TBIRAEEEBENARSY - £F A Lenalidomide FY4H Kl 38 4 =
>5% -
FrBIRAERRIN 3 Ak 4 R ARSEH - £F A Lenalidomide 89#H 7!
BAER>1% -
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BEIL A AR IR

B4 5 MEKE ™ E & M/VMRIE T

EEREBELAREEERA - tbEEERZRENAR - FHLenalidomide HBEERS
3MTARME SR EH MEKE N EZRERCHERADAED - ELenalidomide/a EH B
ANBERRBTL6% - ZREBEIEB14.9%) - F3IRFARETLHBMIKE TN SHEERE
Lenalidomide JABEMBABREEXR2.2% - ZREIZHE%0.0% - #£A Lenalidomide
BEERS3IRARIM/NRE T EER(ZHR AR ERT - ElLenalidomide’aE4AE
HEBEREBIT% - ZRBEAE1.5%) -

=B A MEAML)

BBIEE A RERR

Del(5q) B fi<#8 [ & 8 EAIMDSm A BIERAMLAS EL IR - Blm ARVE R AT EEE L
MTPS53BRA(2R5.1.780) - BB¥EDel(5q)M =il & BRIEAMAMLA 2 FE 5t RIE R fatk=R
5138% -  MEEBDelSq)EHBE—IRAREEESRADI73%  EHAR
karyotype € &5#2/38.6% °

HE—IRERLEBETE - 2T LenalidomideF FRE B BEIEE A REIERH AR
B o IHC-p53m B HRmAEARNRIEM AMLI R S27.5% - MRMHEARIZ3.6%
(p=0.0036) * IHC-p53/BEMNRA - BIRFIEFREAARRBMRHEEE(11.1%)
i It 2 FEE (34.8%) A B R R EARAMLAIHE R -

3 560 4 4k E2 728

MEREHEAEHLenalidomide& frituximabaBHNZ £ - ZEAUGMENT B
(N=176)FIMAGNIFYzt 88 (N=222) 51 - AUGMENTRIMAGNIFY R B9 U 4k e
HREENEZEMNE

BRREA - DU HRE BN REEENAZE - [HAUGMENTEERI83% -
MAGNIFY{E2RI80% - Mial BB RIUL AR 1443185 A £ - ECOG performance status
<2 BHEIEDMHEMIKE(absolute neutrophil count) >1,500 cells/mm3 - [0/
B> 75,000/mm3 (ESHEBEKRERSE - AIRSUIRAIRHIRS) - MA=R
(hemoglobin) > 8g/dL - Tl RASTRALT <IE&EE LR =FERTREAKERE
= - AR EU IR IRE) - BALERETEFRZE> 30mL/min - BAEFEE A B RER
ZTiRE(ERRE) R - BHCEFF X EZRIRBEMATER -

EAUGMENTER R - D128 K Am—ERAZEER - A m AES Lenalidomide&
rituximab’a%E - REEAZEBHNEI1R21IRXAEHOR—R20=Z%H

Lenalidomide - #H&EAEIERB(EFLHIRBEMSUBHERLE - &RZAE12(ERE
# - RituximabfEI 85375 mg/m? - REVERZBPNESE(EET - 815 22X)
PR E2R5ARZBIREEBENEIXRER - HRARARNZEILEE S ffrixumab
A - rituximabAZAE R BRAMEE -

FEMAGNIFY:ER - MREF12{EEBH - 7B A9E= Lenalidomided Bfrituximabia &
P28 R m—ERZEER - NEEAEZBHNET1E21I REBHOR—R20EEMW
Lenalidomide - #FE&EABEIERB(EFLIRBEMSNBE AL - &RZAEFE12(EE
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HA = RituximabfEI £ 5375 mg/m? - RE1ERSSERNEE(E1 -8 15 22X)
FH 2&AEBR—(TEREBHEEE3 579 1B ESEPNE1XER -
FEFAUGMENT=BE S - B88.1%MmATHE P 6{ELenalidomided ffrituximab FH 2%
HE - WBE71%BEATK12ERZEEE - EETPTHIMAGNIFYERES - #E
2017F5A1HABILE - B62.2%Mm AT E D 6{ELenalidomide s fFrituximab %
HH - WHE30.6%89 " ASER 1218 FRZ2EH] -

iR ER W 1B G R A BE (AUGMENTAIMAGNIFY) - S8 A FE B P21 564.55% (26 2915) ;
49% 5B ; 81% /BN -

#=Lenalidomide& ffrituximab’a B A - B6U(1.5%)BERIENARKRIE - &
FE1O)OFERE « DEARE - OIINEERIE - THRERIBEERESE - BIME - 2%
B85 - #=Lenalidomide& ffrituximab’a BB A - EAUGMENTEETHE26%
A B K(serious) FEXRIE - EMAGNIFYEER T RIFE29% - ELenalidomide& 6
rituximab’aEHED - BREEENE K (serious) FEREE2.5%FAELE)RIEDEL
MEKE N S HE8E(3%) - TELenalidomide s Hrituximab’aBEAHD - B514.6%895% A
HAEREKREMmXAEHLenalidomidegirituximab - ZE R(ZEDP1%)EXKAEFH
LenalidomideZirituximabf AR R ERET B MEKE T (4.8%) -
RERENARREED20%NZHERE)S | BEPHEMIKE T 48%) - Kt
(37%) ~ REE(32%) ~ BM(27%) ~ ELM21%) ~ IZHR(20%) °

= . HFAUGMENTE D - B HEEMEZENEER A AEABERA DI
S RBMES1%ZARKIE | FIASRGILBEES%E)HFEI/ABAR KBTI L8
E£R>1%H)

Big& FREARKRE $3 /4R E2
i
FER Lenali | Rituximab+Z &%l (¥488 | Lenalidomide+ Rituximab
o domid #8) Rituximabia%E | +ZRE (HR
- e+Ritu (N=180) #(N=176) #H)
ximab n (%) n (%) (N=180)
A n (%)
(N=17
6)
n (%)
IR 32 (18) 23 (13) 2(1.1 4(2.2)
TRATHE 17 (10) 8 (4.4) 1(<1) 0(0)
BB %
i & 13 (7) 6 (3.3) 6 (3.4) 4(2.2)
3,$,%
S8R 13(7) 5(2.8) 0 (0) 0 (0)
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RIER 13 (7) 7 (3.9) 1(<1) 1(<1)
;'7%

YRE 8 (4.5) 6 (3.3) 2(1.1) 0 (0)
*

15 % 6 (3.4) 4(2.2) 2(1.1) 0 (0)
$

Rl - BERARSENEE(BEEEERA)

CEREpI 19(11) 1(<1) 1(<1) 0 (0)
B

(Tumor

flare) $

MR EBLHE R KR

& ot 102 (58) 40 (22) 88 (50) 23 (13)
= mEk

(AN

3,$%

=Mk 36 (20) 17 (9) 12 (7) 3(1.7)
S %

Z1m3.$ 28 (16) 8(4.4) 8 (4.5) 1(<1)
m/M# 26 (15) 8 (4.4) 4 (2.3) 2(1.1)
BT

3,$.%

R EEEK 8 (4.5) 14 (8) 5(2.8) 2(1.1)
NN

& ot 5(2.8) 1(<1) 5(2.8) 1(<1)
= Mk

(N

e E

3,$.%

KHEEEER

[RIEE 23(13) 11 (6) 2(1.1) 0 (0)
{EC [ 56 14 (8) 5(2.8) 4(2.3) 0 (0)
FE%
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SR 10 (6) 8 (4.4) 1(<1) 1(<1)
Mm4E

AR 2 4R IR

P 26 (15) 17 (9) 1(< 1) 0 (0)
EE 15 (9) 9 (5) 0 (0) 0(0)
MmEER

il 9 (5) 1(<1) 1(< 1) 0 (0)
%

BREE 8 (4.5) 2(1.1) 4 (2.3) 2(1.1)
fa$

MEOR ~ B A2 K% 4t B 2 9

% ko 43 (24) 35(19) 1(<1) 0 (0)
1% 0% [ 19 (11) 8 (4.4) 2(1.1) 1(<1)
23S

(1 NH Y 10 (6) 8 (4.4) 0(0) 0(0)
ke 4 (2.3) 1(< 1) 4 (2.3) 1(<1)
3$

=L alE] 3(1.7) 0 (0) 2(1.1) 0 (0)
ZE M

&%

IR &= 2(1.1) 1(< 1) 2(1.1) 0 (0)
183,

BBEER

IEiE$.% 55 (31) 41 (23) 5 (2.8) 0 (0)
B 46 (26) 25 (14) 0 (0) 0(0)
fEEC.$ 32(18) 20 (11) 2(1.1) 0(0)
IEnt$ 17 (10) 13(7) 0 (0) 0 (0)
SHIER 16 (9) 5 (2.8) 0 (0) 0 (0)
B

CRzE 9 (5) 7 (3.9) 0 (0) 0 (0)
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BB T A4 =R

Kz s$.d 39 (22) 14 (8) 5(2.8) 2(1.1)
REE 36 (20) 9 (5) 2(1.1) 0 (0)
$.e

4172 9(5) 6 (3.3) 0(0) 0(0)
i

FEE 4 8 (4.5) 0(0) 2(1.1) 0(0)
BB

AL PN & 8% 0 45 4% 48 48 = T

AP T 23 (13) 9 (5) 1(<1) 1(<1)
FERE 8 (4.5) 9 (5) 2(1 0 (0)
$

B =R

=UE 3(1.7) 0 (0) 2 (1.1 0 (0)
B

3$,@%

WY pE3

INEE b+ 2(1.1) 0 (0) 2(1.1) 0 (0)
$EAR3,$

— IR R AR R ER i

55 38 (22) 33(18) 2(1.1) 1(<1)
BEEN3,S 37 (21) 27 (15) 1(<1) 3(1.7)
E55%% 24 (14) 19 (11) 2 (1.1 1(<1)
BiE K 23 (13) 16 (9) 0 (0) 0(0)
fES

=B 14 (8) 8(4.4) 0 (0) 0(0)
N 13 (7) 10 (6) 0 (0) 0 (0)
R 9(5) 7 (3.9 0 (0) 0 (0)
FEAR

=R

P.59




KR 14 (8) 11 (6) 0(0) 0(0)

)i 18 (10) 15 (8) 3(1.7) 1(<1)
El
ik

=Mk 16 (9) 13 (7) 5(2.8) 2(1.1)
ATEURL

b

K 12 (7) 12 (7) 6 (3.4) 2(1.1)
AT EUR,

/Iy

MAE4T 10 (6) 0(0) 0(0) 0(0)
Eac

AR 12 (7) 2(1.1) 0(0) 0(0)
i

it : kB8MedDRA 21 - BARKREBIKBERZAM/ARRERN - TEANGEA
M/IARREDET  BEREK-IBEARKREZSRNEAERSTE—K -

! Lenalidomide + rituximab® ™ © £ 59 MmEARE - Bbrituximab+ % A
(HRBA)NBEER®)EZ2 V1% AEARER A RS 4 (treatment-emergent
AEs) -

2 Lenalidomide + rituximab® = 2019 BmARE - Bibrituximab+Z B HIA
HEHBA)NBEER ) ESE2 V1 RHNBEREERSEINIBAREH -

3 Lenalidomide + rituximab® = 2019 BmAZRE - Bibrituximab+Z B HIA
HEHBANBEER(N)SEV1IPNRBEREEEREARSH -

$ BHENBEARRIE -

@ Hp 2 DE—FIEHBTEERNARKIE -

% HPZ2DA—HIRRBBEREMNARRE EREGRERET - 2O ES
ThwBl) -

*PMIARRE  ERAXZRIBHEBAARREBHNEEXRSGHATEMS (KR
MedDRA 21.0hR A AT ¥ B A R 2 FE T 58) -

a TiRESHF, BEMUNARREIE preferred terms) © M1EE ~ REFIKMEH
Y- BMMER - 22 - MR -

b MizW, BTN ARKEME © W - BRI -

c "R, BRMU M RRENE : B - LIER -

d "%, eIEU MM EREMNZE : EZ AWM WP b BEMEE =
SUED -
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e (BB, BREUTARRENE  BEE =2BUWEE  BEMKED  BE B8
MR -
8.3 LTHEALER

TA&LenalidomideREIX EH BBV EYABRKRE - HREERERENRAEE
BEREA/NNEEMER  FIE ARG EENRE AR EIHEYRENERE
% [2REERTIEFE] -

MDA - FARIRINEEE T « BBARBRINBETLE

FrigZER - FRIB(BRILT) - SHMX - AREUNTX - IETEBEMAL  REEMAMR
/BT ER N X - EEEiEE R

REBEZFER MEHKE - =5 MBI KE@naphylaxis) - SHBEYNEEZER
(aGVHD) (R iEMAMBERE) - REBREHF

REBRE  mEEHCWBENXEEHMRED) - ETHIHUKEERE (PML)
Rt - BHRRSENERB(BEEEEBRENRN) : lE&2ABIETLS) - tumor flare
reaction (TFR)

MRS - MoRrEdMtimE S © bk

BEERE THBER . SEXELRREFEERSIS)  BURKAMETEN) - ZYE
BHEFAMBMEKIEIKZ S (DRESS)

IR 2 M RER - BB A E

9 BE
(RSLRRRCH)
RAZXRUMERE  BREEAREREIBEENERRAEHBENHHRER - £RER
AENHEEHR - EAEERE200mg(#ET100mg— XM R) BT SmMRALZAE S F
MHSZE4A00mg - BREE - EMPZ - APKHHEERASHEIZERBNVARKRE - BRARG R
& - HERBSZSHEABERMEAMIKE T R/NRET -

10 ZEIRRM
(MRS RAECH)

10.1 fEFRTEE

Lenalidomide?%thalidomideﬂ@iﬁﬂﬂ% - BREHEE - MIMEMERNEBENENR
- RESSMEE - LenalidomidedIfI FE LS MBE AN (BEZ R M S IEERAMAMN - %
E%Hﬂﬁ@%@%?&del (5q)BEREILEAREER  BRMMEBRNEZENER)MNIGEE
5% 2 AR BT (apoptosis) -
RELEZZEMEHEENESMEREELE KRS AE - LenalidomidefE 2= A e
4R - Lenalidomide e ZRBE M B2/ ETAR KB AR T M - 1BINEARSEHRTAH
BEEE - RINHIBEZEKAIE 35K A F(BITNFERIL-6) - RZ MU BIEBME  SHE
Filenalidomide#idexamethasoneE M HIHI A IBERF RESHAREZIER - IR
e ohatEe - AHEREEEMrituximab - SffEFELenalidomideErituximabig N 7 &
RSB AR BB P ROADCC (antibody-dependent cell-mediated cytotoxicity)fE ]
BEEBEEAT  WEN7E28EMNEEARPIADCCIER -
10.2 ZEZEIBHFM
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DB R LIRS
— B 602 EEEREZE « ffhLenalidomide¥IQTREIR 2 EHH IR - 44 FW
EERAREZEE - Lenalidomidell AZERQTCER AFEMRKRYR - EERI0%E
FEEBE LR - LenalidomidefB L BE I FI9ZEZERT0 ms -

10.3 ERARRIZEZHER

BEN - AREBUEALIENRE

e R ETLenalidomide I BUBE M AT F -

AEREIERE DM (AmesHlit)33R - Lenalidomidell ASFHERE - LASEBUEEN
ANERZMMAEIKARRBEEE  WAZERVNEMERELS178Y 4 e b bR 1 0E s

(tERERNRE - EERBITERIED - lenalidomidelil ABEREEE - A
DAY AREEEZRAMAMKEEMZ -

HABEMASES mg/kg(ikiEREEFE  IERAEORS EREIE0920013)
#Lenalidomide - #THE N FHMIREENR B rREEERUESYE  HEB
NTEARTE -

BB

(ST BRECE)
MR Uz
[AR¥% FLenalidomidef® - IR - Lenalidomide ZEREIERZREERTZEM B
EHSBIEFEAREERFRAZEANNTRELIREAZEENOSE6/NEME - Lenalidomide?
BEREERZRESEHEZENEYE HEBRFHUZEEY  EEREEAUVORNFESEE
(Cray BB S Z2LEAIIEN - BB EN DS RAELBISHEN SRS -
LenalidomideR B INEE E B K EEZRIE(Cler 260 mL/min) 22 R MEHREBHRANEERE
HRRFEEESHENSLH60% -
B4 TR ELenalidomide 25 EXRERBEERSHERER - SRERWNREZE - BI2
BRESAUCOKIRE120% K M H & & EE (Crax) B 50% - T 17LenalidomideEW %2 %
MR RE  EYNAETEFTEEER - Lenalidomidet B AR EBFA -
pa ki
BB EET - [14C]-lenalidomidefi M4 & A4 & ML BIZ H30% -
S H#% FLenalidomide 255 - LenalidomideE#5& P HIRE 4 2/\R (1379 ng/ERETH)
K24/1\F5(35 ng/BERETH) -
HEBR
Lenalidomide FIIH¥RE - BREXHERINEG - DRUSHEEABRIBEAREERFRA
R3~5/0\EF -
e
ZLenalidomideBEAH - ABABRMNYEFZZELenalidomide/RE - M{E S XN H 1
#35-hydroxy-lenalidomide &N-acetyl-lenalidomide ; ERIERRTEENEE AEIFEER
5% -
Bttt

ZERMBREER - WORSXREZEZHE([14C)-lenalidomide(25 mg) - 10X AR
REEBEHEIFEERHFBIE D FIAH90% A% - H24/NEA - HE82% /S MM G £ 5

HD

o
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W= Lenalidomide - H & Hydroxy-lenalidomide X N-acetyl-lenalidomide 7 Bl 1 7 i £ /Y
4.59%51.83% -

Lenalidomide 7 BB EBBB#IKBEER -

SRR EE

BIEEAE | HBSUKEBINEAZHNZH & (FIACockeroft-Gault A ETE M SR B ET B
PR (CLcr) 50279mL/min) ~ MU F EBENEAZN = & (Cler 30249 mL/min) ~ 4UEE
BINBEAZ = & (Cler<30 mL/min) » UK 6AI R ETENT A BRI AR EAE B (ESRD) B A O
AREM 25=Z % MW Lenalidomide - B3R FEHE « BINEEEE (CLcr>80 mL/min) B ES
ZEEORERE 2527 Lenalidomide » CLer FRERS - ZEYERERMEHE 2 2LEAIH R F -
TEEBNEAERA  HEESHEER  HEYXEZIPER 73E - ZYBERERKE 66%
275% - ETMRABITEENRBA(N=6) - BEREIHEER  HEYYRIIER 74.5(F - 2%
MBERREPRIE 80% - #EIT—RIWNHFBENTER - NUBRIENI0NNIRAENEIE - EZHM
BHRERA  2BRBEEAUOEREENEAESRAERNRBINEEERASH56% -
HEINEAZHHEA - B ZLenalidomidefVtEinBEEE - [FE2RBEMAZE] -
TFiRER  BENINEAS(EEAAEAE 12 1.5E1FEE FRULN) S EET XL IR = i
st AESRULN) T AEFZ LenalidomideI 21 - eEPEESEFINEELERAREEE
Biy

HEAUEFERARAD - FH(39E855%) ~ BBE(33-135T) ~ A - BEAMEERE
MR (MM)BFEELEI A= # Lenalidomide BOBIRRE A O ER R BRI ZE -

EY X B ER

5] 15 Ak FA 22 T 2 2 M dexamethasone (40mg) A& ¥fLenalidomide (25 mo) ZHI S ZE) EIE R
TEBRAEENEE - RAEZEEP-gpil&HIE (40quinidine 600 mg - —HMR)%E - &8 T
Lenalidomide 25 (mq) - It A& iEmLenalidomideMF&HERBE (Cpha R ESBRES(AUC)RE
Z1EM - &H4 FP-gpiHIE /= & (temsirolimus 25 mg) K Lenalidomide (25 mg) - AE
#BE & Lenalidomide - temsirolimusdsirolimus (temsirolimusHI{< i ¥))ROZEY ) HES -
A2 St BB R Lenalidomide 2PEEE R (P-gp) IR E - Lenalidomidelll IF A B F EHIFIE B
(BCRPW=E - ZiE&EMINFHE S (MRP)EEHZZMRP1 « MRP2 « 8{MRP3 - BHI2B T B3
(OAT)OAT1 B2 OAT3 - BH P2 B + 2% M BK 1B1(OATP1B1 8 OATP2) - & # [5 Bt + 15 i =3
(OCT)OCT1 2 OCT2 2 & 81 55 R # 1 & B (MATE)MATET1 - F ¥ B % 5 B 7 F & =3
(OCTN)OCTNT1EEOCTN2EHRE -

Lenalidomide A~ ZfEEHE L EE(BSEP) - BCRP - MRP2 - OAT1 - OAT3 - OATP1B1 -
OATP1B3 - 3OCT209#0HIE - Lenalidomide A= NI A LHM i U AR FIUGT1ATE R BUER
MUGTTAT*1/*1 - UGTTA1*1/*28 - FIUGT1A1*28/* 28 i E1E BEBEREAL X -

B R B E R
(ST BREC )
121 ZHRUBHER
12.1.1 #M2EnZ M B PR YIRaE

B3EFE3IPzZ2P LB KRS BB ME A 6 F A lenalidomide &2
dexamethasone (Rd; MM-020) - & f#1& A lenalidomide £ bortezomib X
dexamethasone (Rvd; & 5 SWOGO0777) L & & # & A lenalidomide &2
melphalan&prednisone (MPR; MM-015) 2 B R Z &4 -
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BlLenalidomideff{FldexamethasonelaBE A E S B EMRA
FABMM-205BEH 2B ~ 2P0 - FEEM - —HRIERREER - W 22
EHRHF1623M - tERMZEZ U EREE A BESESHARBERA
Bl Lenalidomide E21E % & dexamethasone & 8 & (Rd) IR A B #2318
HY . BAmephalan - prednisone&ithalidomide (MPT)E A 2 BB L2 M -
AmE - BIRIAFEHEERIBER(ICRIFELRE)  EF _Hf - #%
RA/EE18E28 K HZEEHA(H 72 - BRA18) - EE AT - BIMPTEE
EERZ12{E42 K HEEEE(7218) - A elaREOSHAABSEZHAM
BE(AERBSSAEMRRABLZETHAMBSES  EEEIHARBESE)
M= E - IRFL(ST5EAE>T55%) - EmARn (ISS7ERIER ~ IIHRKIIER ) £4
Bl R ETmAZ B D -

RA#FEAEERI18MAREA - H28RAZEBHPHNETIREFE21X - §H
AR FH—%x25mg Lenalidomide - Dexamethasone@#E28 K FAZZ B HAP I ES1
X B8R -F1I5K - BHFE2L2RAKRAA0Mg - >T5FEHE A -
dexamethasoneMEER B ER T HOR —K20mg - 28K HEBHADRSE
1K~ 88K ~ 15K ~ HAFE22KMRA - kIR F i KB HINEERERIFELE
KRA18MHAZEEIRH ERER - MELEREREHA TR ANTEHHEMD
E -

—ARANERAODENNERBEANELERSE2HFE - —RMNS - 2
AEBNENII R - FIAXEED  —HPFIHFERTIRE - >T5ENZ
AEA35% - 59% A EBERDEABISS /Il - 41%%ISS 1ER - 9% = il&E
BEREBINEEAZE(CLer < 30mL/min) » 23% =X E B PEEINEEAZE(Cler
> 30 Z50mL/min) - 44% =2 A ERKEE IHE A Z (Cler > 50 &
80mL/min) - EECOGKZEE - 29% =5 & RO - 49% 14K - 21%R24K -
0.4%%5=34% -

FEBENIEE  BRIEFEEHPFS)  EREUEEIERBEERE(ENA
¥ - BB UFEZEE(RACRERRZ B LIFER(IMWG)R2ER]
PRHEERB(CSERIRESRK 25T - BRGNS AR ZEPFSIBHEPE R A% 1E
Kl VOEBLERE - BUS M ETELLBRRIFESBEEMPTAHRB 2 &8
12 EREHN TSR - RAFEBEHANER(EEEI(PFS)RREELEMPT
HE - BREEHR) 0.72 (95% =% E™E : 0.61-0.85 p<0.0001) - FERAF#&E A
B AR AP HIRPFSATEEMPTA N2 B4 52%8161%) - TERAFF & A& A
MEBEEEPAURBRMPTAHAZA3ER - BHREREXRIFESEAR
MPT#HS (72 AI%75.1%E262.3%) - RdFE SEABA ZTE R E(CR)ILEAIE
15.5% - EMPTATFAIZ9.3% - ERAFEBFEHTERLIREN R ENFT
FFE&S1.8MEH - EMPTAHFRIR2.8EA -
PR014F3A3H R EHI 2 2B EM(OS) BR o7 - FIEFERAZF
1EHSERA55ER - BTABREITA - EHREFE ZEEBGFEEOS) DT
hIERE B 2 78%(697/ & 4217 /5% 51896) - 1k¥IZ - RAFE AEMAMEER
MPT#H 7 Z232 73 @B (OS HR)&0.75(95% 5 %8 & E=0.62 - 0.90) -

xR BUBERBE—ARBMM-020 ( EEVEEKEE )
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RAISEAE Rd18 MPT

(N=535) (N=541) (N=547)
|EBEEEE_RAC(H)9
mE(CE TR

278 (52.0 348 (64.3 334 (61.1
HI% (52.0) (64.3) (61.1)
mE(bE R
(e, 20 275'259 4 19310'272 0 19231 .53 2
959 EEER | 07N | (1942200 (193,232)
EREE[95% 558
Bf|c ; p-fEd
RA#F4E 8 Y ]
AMPT 0.72 (0.61,0.85) ; <0.0001
RA#F4E A
SR8 0.70 (0.60, 0.82)
Rd18ELEMPT 1.03 (0.89, 1.20)
%E%ﬁ?ﬁﬂﬁ(ﬁ)h
ST AR 208 (38.9) 228 (42.1) 261 (47.7)
FaPuakfE B 58.9 56.7 485
(95% EHBEBRNb | (56.0,NE)f (50.1, NE) (44.2,52.0)
kst
[95% G &R

diEEn
ikl 0.75 (0.62, 0.90)
E’\\MPT
RA#ZFE /& EEY
91(0.75, 1.

RS 0.91 (0.75, 1.09)
Rd1848% AMPT 0.83 (0.69, 0.99)
[RFEZ=e_|RAC, n (%)9
=% K FE(CR) 81 (15.1) 77 (14.2) 51(9.3)
BT D=
EVCPR) 152 (28.4) 154 (28.5) 103 (18.8)
214 K2 FE(PR) 169 (31.6) 166 (30.7) 187 (34.2)
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HEEKNE : CR,
VGPR,3PR
CR=="Z=xE ; D=1BE=DEXAMETHASONE ; HR=/&kLE ; IRAC=3&1I
TEHZEE : M=MELPHALAN ; NE=EAHE ; OS=25E775H ;
P=PREDNISONE ; PFS=#38{b1Z 588 ; PR=EfDFE ;

402 (75.1) 397 (73.4) 341 (62.3)

R=LENALIDOMIDE ; RD#= & aE=IRDAEEZ EHX L EREL ;
RD18=L/{RD;&%E<18#H ; T=THALIDOMIDE ; VGPR=FEF 7D &
FE . VS=HE¥H

a PIKAPLAN-MEIERETE 191 -

b ch i RIS %S HBER -

C P COXEL Al i s 48 L By R & B A R FR IR TN AE -

d p-ERHkKaplan-MeierEi g2 BHE D RA A ABEEAZR -

e S A R RN R E R ET -
foesREraERRTme " RESETG, BFEA -

9 FR4E HEI=24 May 2013,

h Z 4 & HH#=3 March 2014.

RA¥# &A% - RA1ISEMPT B R ERGEZEEEFTMEREEEZ(BEEA
B i%EEE) ZKaplan-Meierfii#R ( ERlEIEH : 20145F05824H )

100
80
= 60
E
+
& 40
20 -
it (95% (= HTRE) IR ERPIE(25) .
ROSEHBIEHNMPT 0.72(0.61, 0.85) < 0.0001 I
o Re:E@IEsERA1S 0.70 (0,60, 0.82)
RA18452415MPT 1.03(0.89, 1.20) MPT
T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 &0
wELEEA)
1[ 535 400 318 265 218 168 105 55 1 2 0
2| 541 291 319 265 167 108 56 30 7 2 0
3| 547 280 304 244 170 116 58 28 6 1 0
T BB 2

FE(LFEHIF - RAFFRIAM=2T8/535 (52.0%) Rd=348/541 (64.3%) MPT=334/547 (61.1%)

Cl=5# & ; D=1&M =dexamethasone ; HR=/&&LL ; IRAC=81I % FE
FfEZEE ; M=melphalan ; P=prednisone ; R=lenalidomide ; RD¥#&
BE=DIRDAEERERZIL ; RD18=LIRDAE<18EH ;
T=thalidomide -

P.66



RA#EA8%E « RA18RMPTEREFE(EEAEER) ZKaplan-MeierBi 4R
ERELIEH : 20142E03803H )

100
Rd FimEHE
bt 1 |
- T
80 -
£ 60
=
2 Rd WiES
Itk il
b ® mqbo-ﬂ-d—-b‘t—"rf'!'l
MPT
20
R R (95% [ BB )
Ra:fdcaM sy MPT 075 (0.62, 0.80)
RaspmamEsinRA18 091 (0.75, 1.09)
0 RA18FESEMPT 0.83 (0.69, 0.89)
0 <] 12 18 24 30 36 42 48 54 60 66 72
TEfEE(H)
1| 535 488 457 433 403 388 337 246 156 74 13 Q
2| 54 505 455 425 304 362 320 238 1456 72 18 o]
3| 647 AB4 448 418 375 347 310 230 130 58 10 1]
FLBABR > IEATI
SR AN - ROFaE#=208/535 (38.9%) Rd=228/541(42.1%) MPT=261/54T (47.7%)

Cl=58&E ; D=1&E =dexamethasone ; HR=/&ELL ; IRAC=18II & FE
FfEZEE ; M=melphalan ; P=prednisone ; R=lenalidomide ; RD#F#&
BE=DIRDAEERERZIL ; RD18=LIRD&E<18EH] ;
T=thalidomide -

PlLenalidomide & fifbortezomib B dexamethasoneA B X #E S B 1H B H
A

SWOG SO777H R ER R S B ABEEAB S EI B EI R ER 1ZA]
HEITRENZ RS IR A ELenalidomided ffdexamethasonefd
bortezomibiEITYIIRAE - ABEBEFFARIEEEEERBEHMR -
Lenalidomide - bortezomibfildexamethasone (RVd)2B 4 iy5E AR IR EE
21 KBEEAMSE1-14KES R Lenalidomide 252 5=/HRAEE - 5148
K1 KEE S bortezomib 1.325% /K2 - TKEE1 2458911
K 12K ORRdexamethasone 20E5/H - IR E A& ESE#21 X8 & B I
(2438) - Lenalidomidefldexamethasone (RA)#H B AR REE28 K8
BB 1-21 KBS R Lenalidomide 2525 /HAVARE - WHET - 8+
15k 22K O ARdexamethasone 40=5=/H - NI IFE S EEZEO6E28 K5 EHE
H(2418) - MAR AT REERFEARDAE | REE28XAFEBPNET-21X
M AR Lenalidomide 252 % /H » iR &1~ 8 » 15 k22X 0O K
dexamethasone 40£57%/H - HEAFEEIERBIL -
FTENBENSELBEZE(LEEE(PFS) - £AB523101% A # U EEE A EIEH
7t - HhBE263 MR AR E S B ARVAA - B26011%5 A # B S B E A
Rdf - MARANAOD# 2B EFEFEERASEAREE -
P2015F11 A58 AE IEHGERS0.6188) - REBZ D MIFAHIRACETREM
BIPFS#ESREER - RvdA S =B b ST AR IR1E 724% (HR=0.76 ;
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95% Cl : 0.61 - 0.94 ; p=0.010) - ZERVdZAA®
(95% Cl : 34.0 - 54.8) - RA#ABIE29.9E 2 (95% CI :
EREEESGMARBIE - So/ERF BN -
H I E<a&E 2P UE
R EEEBEVHBEERNEER
JRaE
RVd Rd
(3i8iE HAx8) (43838 HBx6)
(N=263) (N=260)
FIRACEE{EEIPFS (B)
fi{ia i
= ;;i; 41.7 (33.1, 29.7 (24.2,
= H0O% 51.5) 37.8)
cnb
HR [95% 0.76 (0.62, 0.94); 0.010
e ; pli 76 (0.62, 0.94); 0.
BREEIA)
thfifa s
89.1 (76.1,NE) | 67.2 (584,
B - H(95%
90.8)
cnhb
HR [95% 001
e plée 0.72 (0.56, 0.94); 0.013
B IES _ n (%)
EEEW R
& : CR- 199 (75.7) 170 (65.4)
VGPREPR
> VGPR 153 (58.2) 83 (31.9)
PR 46 (17.5) 87 (33.5)
EHIFRI(B)
P (E=FE
B FFA% | 61.6(0.2,99.4) | 59.4 (0.4, 99.1)
A

a PAIEHIGEZEBE O HERFBEE -
b It firE %k LUKaplan-Meierfh sHERKIE

c PlusENER

7H795% Cl -
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PFSEY P AIfE =42.518 H

A =
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d k¥R ECBa B2 4H 15 BE L B bR BTV R 70 )8 CoxEE Al EL B 15 24 (RVA:Rd) -
e pENKERSRDBIHBSRIBEX -
ERl#EIFH=20165F12H01H

BEILLH2018F5H1H(FERMEPUENKKE RB42ER)NEHE
i - BRI RERVDADNREIRFEHE S (HR=0.73 ; 95% CI: 0.57 -
0.94 ; P=0.014) - &LB7F% - ERVAAAS4.7%NZHEFE - ERvAAEA
A4 T%NRmETE -

Lenalidomide & f# & A melphalan X prednisone5 | 81485 - B —#15
BABELAEOBERAZHAE
ABMM-015R5 =1 - Zd0 - BB - 5§t - —HRITTR65E U EBEE
B/ B 2.5mg/dLAY 5 A i B Lenalidomide 7 Z & M R B - AR BIER
melphalan prednisone lenalidomide5 | &4 a8 & #ZE Lenalidomide 35 14
JAE(MPR+R) - Bimelphalan-prednisone-lenalidomide(MPR+p) & 2% &
Eﬁﬂz &melphalan prednisoneiFZ ZHEI(MPp+p)aEIERAEELR - &
AR 21 T AIRER D B 21— - W ARIBEW 2 EEUFER (75U T
GEESNN E’VSW)&I‘F 7HER (ISS ; ZIHR ~ Sl ~ Sl ) -
K i E 2 melphalan-prednisone-lenalidomide(EZE28 X FHZEEH] - BHA
FRE1 EFE 4R ORmelphalan 0185/ AT ; EE28KFHZEEH - 8
HIR B E1EFE 4RO Rprednisone 285 /AT ; REB28XAEEBEH -
BEARBME1 2521 XOARLenalidomide 1025 /X) 518 4 /a8 EIEHE
Hy - EE‘EEJZ_JZIKWEWﬁE%%EJZWI?ﬂHHfAFE’JTA PLEE H
Lenalidomide#t 5 a BRI E R E B8 KAZEE - 5 —(EEMHMAR
ME12FE21IRORI0Z% - BEIERRIL -
FEBWIEEREBEELEEIPFS) - Rt BAHLMALSMIEA - 152015
ANFBEt% D ECEIMPR+R - 153w ABE# 2 ECZIMPR+p - 154015% A Bat 7 Fc
?JMPp+p — AR ANERAODERNEFRBENEERSEY 2 MES ; B
FEEMNE - S50%ZAEA NN - RO EAKISS Il - B IffEcreatinine
cIearance < 60mL/min - FAEBAFIIFE : MPR+RAEKMPR+pHA&71
% - MPp+p@ 5724 -
PI2013FE4B#EEERETTPFS ~ PFS2 ~ OSETAMZAERNTER - FIER
EEPAIERSER62.4EH -

® . BREBUERALS

MPR+R MPR+p MPp+p
(N=152) (N=153) (N=154)

ERFAFEERBIEEEHA)

R aH

THHZI{E'?T; 25)%(;:1: 274 14.3 13.1

~F 8 o/
' 21.3,35.0 13.2,15.7 12.0,14.8
HER) ( ) ( ) ( )
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fBIREE[95% (548
B/ ; p-&

MPR+RABE |
MPD 1D 0.37 (0.27,0.50) ; <0.001
MPR+RABE |

MPR D 0.47 (0.35,0.65) ; <0.001

MPR+ 182 |

MPo D 0.78 (0.60, 1.01) ; 0.059

PFS2 (5)

=B (LT EE

o |7
e | (29.2,484) (23.1,33.1) (24.3,33.8)
%EEFE%)

BB EE[95% 15 %8
& ; p-&

MPR+R#8¥ 57
MPp+p

0.70 (0.54, 0.92) ; 0.009

MPR+RAE# ¢
MPR+p

0.77 (0.59,1.02) ; 0.065

MPR+pAE# 58
MPp+p

0.92(0.71,1.19) ; 0.051

BEETEA)

Bis R P AIR
& B O5%EEE
)

55.9 51.9 539
(49.1,67.5) (43.1, 60.6) (47.3,64.2)

fEkREE[95%
Cll; p-B

MPR+R#8¥ 57
MPp+p

0.95(0.70,1.29) ; 0.736

MPR+RAB# ¢
MPR+p

0.88 (0.65, 1.20) ; 0.43

MPR+pAE# 58
MPp+p

1.07(0.79,1.45) ; 0.67

EBHE(R)
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12.1.2

P (&N & 48.4 46.3 504
R): FiBmA (0.8, 73.8) (0.5, 71.9) (0.5,73.3)
FHAFL B EEEREN(%)

TE R FE(CR) 30 (19.7) 17 (11.1) 9 (5.8)
B0 K FE(PR) 90 (59.2) 99 (64.7) 75 (48.7)
A BB E (SD) 24 (15.8) 31 (20.3) 63 (40.9)
HAMME(NE) 8 (5.3) 4 (2.6) 7 (4.5)
ERAFERERCR+PR) 2 (A)

PAIZ(I5%IERE 26.5 124 12.0

& &) (19.4, 35.8) (11.2,13.9) (9.4, 14.5)

CI=EEER[ ; C(R=t2KE ; HR=/BRLE ; M=melphalan ; NE=# A4
&, OS=227FEXR ; p=%FH ; P=prednisone ; PD=%&& &1t ; PR=18
K& ; R=lenalidomide ; SD=Y®1E12E ; VGPR=3FEHF Z BN K FE -

4 PlKaplan-Meierst & 191& -

" PFS2(IMEMBEMIER) ER R ER AR ERBME =N SR AERE
BA(BAAE)HFIEREH D EmALT -

MBI B B BES S S

—IERRY - BE « 20 - E=HAHER(ECOG E4A03) - BN A 445052
B 2 % 4 5 8B % A 222 i ® AN BB % o B =
Lenalidomide/dexamethasone 1& B £ — A - 223 fu fE #% » i &
Lenalidomide/dexamethasoneZ#H = —4H - TEAENAI4EAZBEE -
E—BHAH28XK - BB £ Lenalidomide/dexamethasonetZ X = — 48
wA - 5—HENE1EFE21KRALenalidomide 25257 /X - URFE1ESE
4K~ FIEFE12K ~ B17TEF 20X Ldexamethasone 40E52/X - FE%
2 £ Lenalidomide/dexamethasoneBH E— 4B A - E—BHNE1ZE
21X ALenalidomide 255 /X - IKET ~ 558K ~ BB15K5E22XK/M
Ltdexamethasone 40=352/X - ZELenalidomide/dexamethasone{E &I £ —
o B20ME A 91% & 8 &£ F /D — R A B D
Lenalidomide/dexamethasonefZ X £ —H BB 651 F A (29.3%) -

M2 BN SRR ASEBIRTE DT (post-hoc analysis) - Bt PR E R
7238 - # 8] R Lenalidomide/dexamethasone 1Z #: %l £ — #4H 19.3%
(43/223) - Lenalidomide/dexamethasone B & £ —#H BY 36 T—_ X % 6.8%
(15/220)81E -

Lenalidomide/dexamethasonefBH|E —HZ2IRREMNEERFTEER - 24M -
EREEEEBHSBRARM NE -

MR RM SRR EESBEBNEITAE

Lenalidomide# 56 AN #% B RS B2 1H(ASCT) ZAVREA

P.71



EFHIE%IIIHH Zoh - BB - 85 - 2BRET - FIToEN BB BIRE
L B EASCTENZEZ R M SR (NDMM)EA A
Lenalidomide T4 8 BENENE L E M . #fF5TCALGB 100104 FM
2005-02 -

CALGB 100104

3R CALGB 10010414 U4#%18-70%% - B HAE ZFEMENDMM - B5EA]
E%%mﬁéﬁﬁﬁﬁtﬁ%MFA

EESASCTERI0-100 KA - mAMKT : TE9LEBAIBEH 2 A& 7 Bl E B
LenalidomideSt LRI B ETHRIAE - #RFAaEEE /N 28K aEBHNESE
1-28 K1 F10=27=/HEEBEERTIRFHERFMEHERE - BIIRSE1S
=57/H)  ITHE/EEHIRERB(EPD) -
EEMANTIEZLMERHBEREEEHPFS) (EEHERERIEHEREEE
2ERRERFT[RAERBEMEINHE) - SEMRNOASTINNEAE
DR B R F R iR BATE1E - HB460MIm A B AE - B231R A
Alenalidomide’a%FEH - B229M B AEALREIAE - MARNADOFRETES

MEERERESESABEE -
EEMAGRBBELHEZPFSHIOMWEHEBEZRES(RBHEERS
EENER) BEZE  ZRHANBANSHELRERBIERR ZAIR

Y#=LenalidomideRJa % -

PR2009FE 1281 7HAEEHWEERHNPFSER(NTERBET T 2E) - MU
KP2016F2A1BA&E R (P AEHIFR R %81.6/8 8)1PFSELOSH &7
WEER - WRERA

= : FFCALGB 100104 EMHAE R RE

REATETR

Lenalidomide

ZRIEl (N=22
(N=231) Z R ( 9)

BERNER(2009F12817H)

R EEFAETHEAIPFS (B)

P E[95% Cl]

33.9 [NE, NE]

19.0 [16.2, 25.6]

HR [95% CI] ; pf&

0.38[0.27,0.54] ;

p<0.001

s TEVE R (20165F2H01H)

HFRERFAE

1TEH&RIPFS (B)

hfE[95% Cl]

56.9 [41.9, 71.7]

29.4[20.7, 35.5]

HR[95% Cl] ; pfE

0.61[0.48, 0.76] ;

p<0.001

2w aH(RA)

P E[95% Cl]

111.0 [101.8, NE]

84.2[80.0, 102.7]

HR[95% CI] ; pl&

0.61[0.46, 0.81] ;

p<0.001

CI=E# &M ; HR=BIRLE ; NE=FXEE ;

pP.72

PFS=8B{FEH -




IFM 2005-02

BTZEIFM 2005-021% WSR2 i S 2 F 82 <6558 - CEX SHISE8E AR S
ASCT)a% - HEMRBREKRERCEINZVHEFRENE ZERENRE
BREA -

EEIASCTERNG6EAAN  MAKLIRLLEABEHE 2 HER DRI EH
Lenalidomidesi Z MBI ET# A &K - KB2ERENZEREAE(R525%/
H RBKAFEBHNF1-2IREE) 2E - #ARHER/N28KAEE
HE1-21 XK F1025x/HEERBERLBREERFMSERE - RS
21585%/H) WHESEZHIRERBIL(PD)IRS -
ERMANETBZELHBERR/BEB(EFEH(PES) (EEREBH D HEEXREILE
ERBBERFETRUBLBEMEINHE) - ERMFRRTUNERE
VIRHE RS R AR EE - £BE614MImARRBIR M - B3070mAE
Alenalidomide’a & - B307URAEALZREIAE - MANADKT 2%
MEERAERSESABEE -

ERMAGRBBIELHE ZPFSHIAMTNEFREZREE(RBEEIEE
REEGWER) -
PI2010F7TR7THBEEHRBEPFSER(MRLHAENHA R T Z2E) - B
KIA2016F 2R 1H AL E H(PAIEN B 4£96.718 B)RIPFSEOSRI & 7
rasR - WHRERFR

% : HFRIFM 2005-02/9 B AR i 5%

RELIEE Lenalidomide
(N=231)

LRI (N=229)

REIFER(2010F7A7H)

R EEFAETHMEAIPFS (B)
P E[95% Cl] 40.1 [35.7,42.4] 22.8[20.7, 27 4]

HR[95% CI] ; pl& 0.52[0.41, 0.66] ; p<0.001
B TEVE R (2016F2H01H)

R EEFAETHMEAIPFS (B)

PA1#1[95% CI] 44.4[39.6, 52.0] 23.8[21.2,27.3]
HR [95% CI] ; pf& 0.57 [0.47, 0.68] ; p<0.001

SR TEE ()

P ATEI[95% Cl] 105.9 [88.8, NE] 88.1[80.7, 108.4]
HR [95% CI] ; pf& 0.90[0.72,1.13] ; ns

CI=E#&M ; HR=1BRLE ; NE=#XEE ; ns=FABE% ; PFS=&E(t7=
EH

P.73



12.1.3 SERIER

BARZZRUEBRERREA

SET2EREH 7 5l 5 (MM-009 ~ MM-010) - ¥ fhLenalidomide Ay
Bzt EMERZRBBEROSENZREEHRESRKRABHEGR
NEEREMERENZELSIEERA - L& LenalidomidetFt BO RS

M| £ dexamethasone’a & - HHE A B FHdexamethasone’8 BN MR - 5
MBIE A - EIE DA I EK 4B ¥ 5 81 (ANC)=1,000/mm?3 ~ [ /)\iR 5t &

>75,000/mm?3 ~ MEPLEEET<2.5mg/dL - M55 E L W R i/ K L IR RG 1 A%
e sl A S N AL $2 R s/ IR IR B B8 AR BB <3.0E IE R B L FR(ULN) ~ B EH #0E
41%<2.0mg/dL -

matEE =D - Lenalidomide/dexamethasoneBRITE A - 28 HAY A 228 A
b FI21TREHAOAMRTR 25mg Lenalidomide - 5522-28 XRIRRASNR TS

HENZEL B E -
B 2REESHRATBRZENRE
Er4EAZEBHNSE1E4K 9;.:1235 :

7= dexamethasone °
eSS AL AIAE R ELE HR 1 -

402 dexamethasone ° K&

BRI -

EE2EA D - 9ol kiR ARFRERASR -

M—IR 58 -

17220K K -

KEFERESREEZEEH15 2% - 8H102% - §H5 B% -

HE]

TRER A MARBNREAZEEMADBSEHERMEESE -
H) /dexamethasone i 48 5% A FY

£ . Lenalidomide/dexamethasone 1% &7

BEEMANBREREREBREE -

*® BERAOSBHEE

BEmRMEREE -

BAEHEE

MM-009E21MM-010

ZEFJ"*‘J/dexamethasone BRI A - BITE28HAY %A
EEARNREA - DI28H A FZER
EHOMR1EI40=

RECSEREBPNFE1E4 X -  SHORTH
B—ERERZ

BERRIER

ARHERE - BREESE - O

-\.El—\
=

SRMER

45 i 18 Al BR

MM-009 MM-010
Lenalidomid | Z&El/Dex | Lenalidomid | Z&H/Dex
e/Dex N=176 e/Dex N=175
N=177 N=176
WARE
T2 (%)
hATE] 64 62 63 64
%'J\%’%g 36,86 37,85 33,84 40,82
Al
S| 106 (60%) 104 (59%) 104 (59%) 103 (59%)
pogicd 71(40%) 72 (41%) 72 (41%) 72 (41%)

P.74




fEik
141 175
HiEA 148 (84% 172 (98%
(80%) (84%) (587%) (100%)
Hih 36 (20%) 28 (16%) 4 (2%) 0(0%)
=Bl BRI e iE
ERRRAR S TE
48 4 (ECOG)
83K - BBEEik
RSN
AREE1S 2 0-1 157 (89%) 168 (95%) 150 (85%) 144 (82%)
RS E
FEERR)% 8
e =P RNt
(Durie-
Salmon)
| 3% 3% 6% 5%
[l 32% 31% 28% 33%
[l 64% 66% 65% 63%
B2-
microglobuli
n(mg/L)
<2.5mg/L 52 (29%) 51(29%) 51(29%) 48 (27%)
>2.5mg/L| 125 (71%) 125 (71%) 125 (71%) 127 (73%)
SCHIIERIRABENE
1 38% 38% 32% 33%
>2 62% 62% 68% 67%
BIEZABEMNER
srMRiRE 62% 61% 55% 54%
Thalidomide 42% 46% 30% 38%
Dexamethas 81% 71% 66% 69%
one
Bortezomib 11% 11% 5% 4%

P.75




Melphalan 33% 31% 56% 52%

Doxorubicin 55% 51% 56% 57%

ﬁlﬁﬁ%ﬁﬂ’]i%ﬁ?ﬂ%ﬂﬁ%’fﬁ F& 8 "2 {E R BB (time to progression - TTP) -
TTPHEERS - BEESHES - EFE—RFBEBLCHERE -

MaEBEd  BEREAGFWHBLMA&REEL - Lenalidomide /
dexamethasoneftF - TETTPAERIMR - BEE IR EHdexamethasone -
MBI EBE - % & E /dexamethasone HWE A - BLlES
Lenalidomide / dexamethasone Sff HZZ)58% - M BB E B ZEHA
BZEEERDN - S EBMM-009 - #5XLenalidomide / dexamethasone
HANEEFTPUREBER394@ 8 (% EEER : 329, 474)75'2?"’22’=j
Tl /dexamethasone #HMB31.61E B (5% E B &EE: 24.1,40.9) - BELtE&A
0.7995% 8 & : 0.61-1.03) - i@ EEMM-010 - #ES Lenalldomlde /
dexamethasonef AR E P UMFE S 37.5E@ B (5% EEERE : 29.9, 46.6)
RS Z R /dexamethasone #1745 30.8 {E B (95%E B & fE: 23.5, 40.3)
EkstE%430.86 (95% 5 &EME : 0.65-1.14) -

% : MM-0095MM-0102 B (BEERBIERE - TTP)&R

MM-009 MM-010
Lenalidomid | Z&EI/Dex | Lenalidomid | Z&%l/Dex

e/Dex N=176 e/Dex N=175
N=177 N=176

NEZ 2 ERSRE(TTP)

ZfIn (%) 73(41) 120(68) 68(39) 130(74)

M fe Se B R S

g - UH 13.9 4.7 12.1 4.7

T E[95% 15| [9.5,18.5] [3.7,4.9] [9.5, NE] [3.8,4.8]

#8 [ 5]

15 1 th [95%
EHRER]
SHET ]
o 183

0.285 [0.210, 0.386] 0.324 [0.240, 0.438]

<0.001 <0.001

B &

T xR IE(CR)
n (%)

B K &
(RR/PR) n 84 (48) 33(19) 77(44) 34 (19)
(%)

23 (13) 1(1) 27 (15) 7 (4)

P.76



RN EN
(%)

107 (61) 34 (19) 104 (59) 41(23)

p &

<0.001 <0.001

& EE(Odds
Ratio)
[95% 5% &
=

6.38 [3.95, 10.32] 4.72 [2.98, 7.49]

fETZ B {ERFR (Time to Progression, TTP)R9Kaplan-Meierft &t {E-MM-

009
100

79+

504

THAELLS

25+

falR b (95%5F8RAA) = 0.285 (0.210 — 0.386)
HE=ED p < 0.001

Lenalidomide/Dex.

Placebo/Dex

10 20 30
=EHERE (7)

fEE = {EIRF R (Time to Progression, TTP)#9Kaplan-Meierfti 5t {E-MM-

010

1004

504

XIAELEH

F“i

-

alR L (95%{5FRAA) = 0.324 (0.240 - 0.433)
$IPHLR p < 0.001

Lenalidomide/Dex.

Placebo/Dex

I

T
10 15

=iEmYE ()

L -

P.77




12.2

BABILE A RAERE

—IEZh0 > B 285 HEERE - B -#HERSAR  DEBHE0OR
Lenalidomide GEx K102 5%)E L B MELEE (MDS-004) ; —IBZH .0 - EE - A
M - Lenalidomide B 8AB& R 58 (MDS-003) - DL _EMIEE A ERET Y IPSS DA AE
g P E (Intermediate -1)E g 2 B HEIEE A REEEF(MDS)SHFFREEE 5q R H
FIFHFEEMARERERER 7 MEEM 2 RERA - &Y LenalidomidefdERL
Bt .

PURT52 MDS-003 £2 MDS-004 st 5 & 2 B EAE R Ef (intent-to-treat) W& R ; 5
ML 2IREF D HDel(5q) REBEEHI D TLER -

FEMDS-004:t 88 - 2052 M AFIFERE# DK - X Lenalidomide 1025 - 52
ERULHE  FEBEYEEIINMERLEBRLZREBEARIOEXRMIZER
Lenalidomide i - HBMBRH I RER (EE5HR16E521E - BEEH
156 ) - MABEIGERBIBLIREVD —RRELAMKNERENINSR - H=F1EAE
B - FERIRED—RRBAMIKNEREOFESEINAMIKER - BEHEREE
SHEM - —FRBESLZREISSZE5% Lenalidomide BB A « £ 16 BEEZAHIRE
D—RRBAMKAIESRENIR - et < REE%E 52 5% Lenalidomide BYEE
F LB EIE4%E L enalidomide’8BE(GERHN10E7%) °

EMDS-00373t e - 1482 m AEREE4R 1025 WLenalidomide - EEBENIER S
e iE RSP E (Intermediate-1) & bz 7 & 8518 A RAEE R (MDS) A iZE 23 [ 4
A= -

xR BUERVEE-HE MDS-004(£5FEER)E MDS-003 - BEEGEIERFIVEIIE

MDS-004 MDS-003
N=205 N=148
10 mgt 5 mgtt Z FE 10 mg
N=69 N=69 N=67 N=148
AR MR
e 38 24 4 86
[0) [0) (o) [0)
(2182%)# (55.1%) (34.8%) (6.0%) (58.1%)
AR MR
Bt 42 33 5 97
/ (o) O, (o) o,
. 5695)# (60.9%) (47.8%) (7.5%) (65.5%)
EAREMKEE M
& B OE B9 ORI 4.6 4.1 0.3 4.1
R (E)
SEAAKRE
[0 & & F B9 o NReo NR NR 114.4
I 2R RE (3B)

P.78



12.3

Hgb 18 10 §9 &
72(g/dL)

t 28 KRB PRI21K « #ES 1025 Lenalidomidef =it &

M8 RFEIZP 28K - 5= Lenalidomide =&
*ZHFERLZREIRNREA  EEARMIERR - BARZBEYMEEHAESRENEA
BloBE%FE

#££BEHgb > 1g/dLAYIE N

coRIZEFIZHE (i.e. P BIKIZIZAE)

6.4 5.3 2.6 5.6

EMDS-0047 52 - EEEIFIRAR - Lenalidomide 102 =ALHELZRBEE S
EEBIZZE R AR R RE R 8T B3B8 182K (55.1%vs6.0%) © fE4A7 I BB EEE5qiR KA
mA - EEH102 % Lenalidomidet® + B27I7m A (57.4%)Z R AR A M 3K
x

Lenalidomide 1025 AZER AR KB MR B IR PUEEEZ 468 - EEa%EAD
REFFEABKENRBEOPUREE - (B Lenalidomide JAFEMNRHEH
WERBIFEBBE2F - [MATR(Hgb) e EMREIZMIBENPUES 6.4 g/dL -
ZMANEREMENER - S2ARERERE(ER10=25=H 0 RIEE2) 30.0%4H
240%EBMREZNMABERE) - AREIZUEREAMRBERFRE - HRRZE
Bl AAREEERENERREZRIERENER —BI B FLenalidomideryia
EMDS-0037 584 - 1025 Lenalidomide 4/ MDS mABRSLLAIERI AR
KRR MR ETHBIE 182K (58.1%) - ERARMBEMREEPUMSEZ4.18 - 58
AARBMREGENPUHFBER11448 - MAZEHgb)EEREZMNEEZR P
#75.6 g/dL - 7 RITE40.9%F130.7% R 6 E PHREINETEZMRENARER SR
REEMDS-003 (72.9%) MDS-004 (52.7%)BE M= & TR El B 2@ AL MK
RN ER

AUGMENT?%E2(CC-5013-NHL-007 - NCT01938001)

AUGMENTE BB Z—IEZ D0 ~ B DA - 85 - AERAZE =M (n = 358) -
tHEE R A M ER M EIFAUARE LMERE(indolent Non-Hodgkin lymphoma) &
A - #FfELenalidomideff Rrituximab A& I 2 B E  ArituximabMBEWN R L2 14 -
AUGMENTzR B I Aea e M EEME G RN EREIEA - WAL B RES
Lenalidomide& fffrituximab - St LR S fFrituximabRaEE - PTUIARNRY RS M E
BRE1 - 283k - BERANAEENEVEZBIRESWEAE - NWAEERERS
faEmY (refractory) ~ BIZ R E rituximab R (not rituximab-refractory) ; Ib4h -
BAZDBE—ETMUACTSMRIEZEZFHAEMMBEEIMELEINEE  TEATEH
HBEE - FFABIEE - BRI NIIEFRSE | MEREE(R N BErEs
EMER) - RS ESBrituximabiaE « MBS EMNERaEZMALR
RIS - 28R A—ERZEEY - REERZEBHNEI1E21XAEHOR—R20Z%
HLenalidomide - FEBEZERBIEHLIRBEMZNEERLE - HZAE12EE

P.79



BR e Rituximab®m &= &375

mg/m? - RE

MERZB I EAGET -

~ 15~ 22K)U

RE2E5EREBHNEEMETRE - thuxmabE’J’”“JEi’]zgizzﬁ\?r)\ﬁ/\]ﬂ%%‘%@%

(body surface area)’R&t& -

B S o] IR AT ERENE4E R RHE
TR ENlenalidomidetBiaTE - HEHI10=x - BERERIEFAE
Yy EJTHTLGI’B'IdOmIde"mUEi%ﬂj]D:l:

PPN

H102mFE2EREBIRE -

I AR ARERES

—
L

e UGN}

BH152% - REBE28SKAEBIMVFETIE21RRA -

4z Beh

EEFENIEIRD

(progression-free survival -
Committee - IRC)IKIER

EE=

PFS) - BBUEZEESR

EP
P EBINEEARZ(230F <60 mL/min)

2007 FMRAVIZZE SR - BT E1REI R E11E ([EFEnfE 1R
Al B A0 A 358MifE A (intention-to-treat population) -
BettERN R RANYREBHONERADSSHMNERBBEMY -

4z Bl

e B IRE (B R A MBI E & &M E ) Bt IFE EPTH%U%ZS @A -
~LenalidomideffArituximabB¥ iR %

=5 Ees
>+ A=

ZXHE*E ° Lenalidomide

ZigulRkH (2R EENEBMEZEMNTR) ZERETEH
(Independent Review

&AL IR TAF4H (International Worklng Group -

IWCQ)

RS MERBA2951 -

L5 FHrituximab -

#ERER
RICEH Z BRRtE

\\\\\\\

(hazard ratio - HR)%0.46 (95%E%&EM[ - 0.34, 0.62) (p 18 < 0.0001) - BE#ztEEZE

REEMEREABREFNEIERIIN L -

* L EEMHEERNERNEE - 5iRCC-5013-NHL-007

FL
(N = 295)
Lenalidomidef# Z R 3 A Rituximab
F Rituximab (N=148)
(N=147)

mE(E7FiEHA(Progression-free survival) (5%BRA R k= EIFDARA)
mE(CEEPATAIHa 394 13.9
(95% CI) (B &) (23.1, NE) (11.2,16.0)
HR [95% Cl] 0.40 (0.29, 0.56)P
plE < 0.0001¢
EEHAEKE (Complete 118 (80.3) 82 (55.4)
response + Partial (72.9, 86.4) (47.0,63.6)
response) -
n (%) (IRC, 2007
IWGRC) 95 % ClIf
5tZ2 &R E(Complete 51 (34.7) 29 (19.6)
response)d N (%) (270, 430) (1 35, 269)
(IRC, 2007 IWGRCQ)
95 % ClIf

P.80




RIS @R 36.6 155
(B H) (24.9, NE) (1.2, 25.0)

95% Cl@

Bi2TEHde (Overall survival)

2ERNFEE (%) 94.8 85.8
(89.5,97.5) (78.5,90.7)

15 it

BB U (&/VE - 29.2 27.9

BEAXE) (&) (0.5,50.9) (0.6, 50.9)

A i g FAKaplan-Meier 7 5t

bz gLt B EEBERIRAR D BCoxth Az Rt -

UG EPE

IR ERFRUETLIEERB Bk B E

B ISR P2 528.6/EF - RABEAB1TALT - HWIRAEB24ATLT -
T EShrRREEER -

MAGNIFY - CC-5013-NHL-008 (NCT01996865)

MAGNIFYZ2—IERM Y ~ Z0atig(n=232) - sHhE M E e RaEMERE
ZzEMEEwEARMNERZIEAESZLenalidomide & ffrituximabM BN A &
=M WANET - 2 3a - 3bARANEEMHERE(CBIEABRSREE RS HREEET
oJ#A) ~ BEEMNEE - SSBIZIVEREAMRMNDERREA - ELmANRITAHISE
ZIBMEBIEE - RAIKAERERSEAEENBAMA - B NHL-007: 8 A E
B2 - NHL-008TJ 44 A ¥frituximab B EEMAE A - rituximab’aEE W (refractory)
ERmErituximab’8BERKRIE - SiEEZ Nrituximab’aEHN6EBRNE S - SAER
rituximabFEEI R EAERRA -

BAZVA—EC L ACTEMRIZE&GFHISENMHELEIMELEINE - TEBES
NEEE - BB INEE - I2BRB—ERZEBY  ReEREESRNE1E221XE8HO
i —x20Z5EMlenalidomide - FEAFEEERRCHLIRBEAMZNSZURL - &
2B 12884 -

RituximabBIEI £5375 mg/m? - REVERZBHRNEEET -8 15 2R) MRS
Pr—EAZERREE3 579 TTHEB)NEEZET1XER - Rituximabl B £19 2%
Bm AN FRETE(body surface area)?RETE - MFEABWANERIEERFTERETHE
18 - LenalidomideWEI ST DIRBERANERZEMEARKFAE - AI12EEEEIAR
REFEEH  THI2EBHARREINZVEREENSHE  BESIBEOICENSE
S -

FEREWEE AR RIER 2 BEaE KR E(objective response rate - ORR) - il
BERFAATE - KEBELEFTEEIER T4 (International Working Group - IWC)1999
TF IR RO AR ZE 2R 1) -

P.81



NRBTRIMAGNIFYEERRI A O et A AR H AR B R -
Tz MAGNIFYE R PRANERA O AR HER S

S8 MAGNIFY&i 52
Lenalidomide + Rituximab (N=222)

FiR(F)

P8 (&KX, &/ 65 (35, 91)

F#2 M, n (%)

<653 103 (46)

>657% 119 (54)

451, n (%)

S 122 (55)

g3 100 (45)

&k

AA 206 (93)

HithiE ik 14 (6)

RNWEH RIS 2 (1)

RERETR (BSA, m2)

AR (&KX, &) 2 (1.3, 2.6)

iR RIFLEXMZL

TROEIE M (FL) 177 (80)

EzERMERBMZL) 45 (20)

FLEZERISRYR LR ES R, n (%)

F1-2#RFL 149 (84)

F3a#kFL 28 (16)

ECOGREREEREHRT A, n (%)

0 102 (46)

1 113 (51)

2 7 (3)
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ERFEEBERE (%)

= 148 (67)

& 74 (33)

RAESESUNMNEREEAENRE

1 94 (42)P

>1 128 (58)
3Kk IBGELF criteria

bes A\ 4RI IEZ0 (n=2)F1 R 5 ML

oS A1 2EB IR EN 2 B H1874I - BB MNEER148{U - BI12{EB AV

WAERWE -

*  BRBEVERREGGELREE) - 58CC-5013-NHL-008

REEMEBRHE

E % (5%EEE
FEﬁ) C

4BEt Rituximab ;5 Rituximab &8

N=1482 % EN=60 . BEN=88
EEAEKRE n 104 (70.3) 35 (58.3) 69 (79.3)
(%) (CR+CRu+PR)
SEKRE N 62 (41.9) 20 (33.3) 42 (48.3)
(%) (CR+Cru)
ERENAE N=104 N=35 N=69
2 & +5 48 5 94.3 96.0 935
bs 6 E=:N S (85.5, 97.9) (74.8,99.4) (81.0,97.9)
Z% (5% E
FEﬁ)C
2 FES E RS 79.5 73.9 81.7
by 12 B AR (65.5, 88.3) (43.0, 89.8) (64.8,91.0)

XA BN EED WG ABEH O BN G (induction efficacy evaluable

population) - FEHARIAAT 2ME )8 EEE -

b7 R EERENES B R RV RESEABERIE (FE/) Bpartial response) i -
—EIARRBEERBEHLTLBNRE(BE) - DUEREERE -
“E*FiKaplan-Meier£Z#T#t 5T - kiBGreenwood ATETE9I5% Cl -
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i EHEFEREE—HEMBR R EHEFAER A - DURSFERBREM
BEMMEREAE R - BiEElpartial response B ER BN HEETON - B
BRI R EE AR ANEETE -
BEERE
13.1 8%
2-1000#PTPinSEE % -
13.2
FEREMIIEERESFENR -
133 REEHG
fE7FR25°C -
134 REIESIR
AR —REBIB2BKR -
HAth
[(ZEREEEENFRIEIESIR]
BEAGHHSER - ElenalidomidefIin REARZ E#AE - EUEIREENKREBELEE -
Elenalidomide AR IE 145 - FE RKBIR P HERIE -
BESX ABNRBRECEERENHIRERNEREMNELTFE - RAER/NOITFERIEREE
ZE BENEYZNWEBPERT  WREBEMEKREE - BFERALEFKBELEF - B2
FOREREN L UARRERENHIEE [2REEZRIEFIE] -
FAIRERNERNEEYRBEMEREKREE -

R B
0800-086288

SERFERTIERNHBRATF

HEM IR P ER — 8385k

EBRFERTIXRNHBRAT AlthmEEeEEH3Z19E31E
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