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Lenalidomide 2 %% S A8 T ik &g 5 -

THAEP2 LG SERTHNG 2R 3%3‘(4} Cockeroft-
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JRE # 25 £ 5. ¢h Lenalidomide - CLer T " g » 4 ;—;wf Fa ¢
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3 35 (MATE)MATEL fvi7F $51% 45 @ i £ (OCTN)OCTNL £
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Lenalidomide # %% f 11 §[ i (BSEP) > BCRP > MRP2 > OAT1
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3 2% 3H2 Y ufpkE%Y NER & H T lenalidomide

£ dexamethasone (Rd ; MM-020)2 & 5 @ * lenalidomide £

melphalan 2 prednisone (MPR; MM-015)2_f #c% % >4 o

2 Lenalidomide # * dexamethasone g % i & # A ifup £

*#5% MM-20 5 g s 4 e - S0 s PR 2 TR RS
fefp 2 ZFF A G 1623 ot WATS U S F LT KR A &
X we B H 4 0 & B 1 Lenalidomide £ i H| £
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prednisone ¥ thalidomide (MPT) % i# 2. & #c 87 % > - 335 % —
29 % RGBT IHHEN R FFiR) - ¥ wd o
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Rd # 4 /5% ¥ Rd18 & mebgh A 282 EFHP oahk 1=
% % 21 =% pJR* - = 25mg Lenalidomide - Dexamethasone
FAa28x % EFHrP s 11X 582 -5 15 &5 22
JR*40mg - >75 f chp 4 0 dexamethasone shdsde @£ 5 & p
TR- = 20mg > 728 X * EixH P hE 1 X - % 8% % 15
B 22 AR - RBESE TR LA R #a‘v*ﬁwzvi
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M- 41%35 ISS NI # > 9% % 24 5 BE T2 4 7 2 (Cler <
30mL/min) » 23% = # F 5 ¢ A ¥ # 4 2 »(Cler > 30 1
50mL/min) » 44% ’éﬁ SR T H i3 2>(Cler >50 2
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iR focdigth £ B 3P (PFS) A LCTR AR LI A
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A R RRD SRS MPT @ 2 & dpih » % e

TA LR RAdFH IR R E OGS (PFS)P & MPT &
£ > &t (HR) 0.72 (95% 7% #f % & © 0.61-0.85 p<0.0001) - %
Rd # 435 % Jp ¢ g PFS kit MPT 275 (& %) 5 52%%:?

61%) - ERAFF B eha i 55° 2FFR MPT 2% 43
B2 oo FRBF BT R #FF0% e MPT 25 (& % 5 75.1%

# 62.3%) » Rd # 4 s s 4 2 % 2 F B(CR)* &) 5 15.5% -
& MPT &9 Bl % 9.3% & Rd #4552 d = NIMpocF i
ST opER L 1.8 B0 o A MPT 2@ pls 2.8 xﬁ: L

122014 &# 37 3 p i EEpPH2ZEMEEYOS) P A4 0 47
F oA L T B S 455 B0 0 2 A dich 697 4 o ik
Bt d 2 KM (0S)4 477 R T 22 78%(697/H K 75 it
% (] 896) - gL Rd # 5 is i wAp $13F MPT 22 fER 5 08 /o
%14 (OS HR) 5 0.75(95% #f % A =0.62 > 0.90) -

DR % M T—i2% MM-020 (R BlioR e )
Rd ‘:}t”‘ Rd18 MPT
i N=541 N=547
(N=535) ( ) ( )
2B ‘éfr -IRAC(? )9
AR GED % o8k 278 (52.0) 348 (64.3) 334 (61.1)
@ L S P o> a
:;‘: '(9;/“ Fi '; ¥ 255 20.7 21.2
) : I 3
ryib 0 (20.7,29.4) | (19.4,22.0) | (19.3,23.2)
o %1t [95% 13 iF E
e p-ia d
Rd # 4 i 4p ¢ ,
MPT 0.72 (0.61, 0.85) ; <0.0001
Rd 4 500 F p 40
Rd18 0.70 (0.60, 0.82)
Rd18 i #& MPT 1.03 (0.89, 1.20)
?;‘iﬂﬁiéi’}(" )"
= & bl 208 (38.9) 228 (42.1) 261 (47.7)
HEY papEE 58.9 56.7 485
(95% 45 % FF)° (56.0, NE)' | (50.1, NE) | (44.2,52.0)
fg xﬁ: i
[95% & %A
Rd 4% 575 4p ¥3°
MPT 0.75 (0.62, 0.90)
Rd # 35 4p 42
Rd18 0.91 (0.75, 1.09)
Rd18 4p >t MPT 0.83 (0.69, 0.99)
F B *-IRAC, n (%)°
% & F &(CR) 81 (15.1) 77 (14.2) 51 (9.3)
PRI e F
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2 £ s (PR) 169 (31.6) 166 (30.7) 187 (34.2)
FHF & CR,
VGPR & PR 402 (75.1) 397 (73.4) 341 (62.3)
CR=% > % Ju ; D=1# % DEXAMETHASONE ; HR=/ % ;

IRAC=fb> =% 4§ g ; M=MELPHALAN ; NE‘;’@‘ 2 e E  OS=##
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R=LENALIDOMIDE ; RD # 4§ 2%=2 RD js & I I ;' idk }Iia
it ; RD18=1 RD ;:#%<18 ¥ # ; T=THALIDOMIDE ; VGPR=2-%
2 3 F R, VS=4p ¥t
a 17 KAPLAN-MEIER 3+ & T 50 -
b oo i pFRF 95%1% i F Y o
© 11 COX v i /& " Bt vt 0 o I ot i e
dp-i & i Kaplan-Meier ¢ & & & $t#cs miplda s e LB -
Pé‘%/r%‘ﬁpfﬁmﬁ"] FOEiER e
B FHATE S TF BEZTE m},i;
¥ p # =24 May 2013.
FLR 5 p #=3 March 2014.




Rd # § 5% ~ Rd18 2 MPT g+ F Bi=ik 4 §
o352 (R Wie R %3¥)2 Kaplan-Meier ¢ s (%
p 12014 # 05" 24 p)
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'
) %\Nﬂ

158 HH1 (%)

Rd HBUEA

Kl
R — -+ —Ra
5L (95% (5 ) B EP(E(H) .
MPT 0.72(0.61, 0.85) 0.0001
o Rd18 0.70(0.60, 0.82)
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 60
MELAZE(A)
1| 535 400 319 265 218 168 105 55 19 2 0
2| 541 391 319 265 167 108 56 30 7 2 0
3| 547 380 304 244 170 116 58 28 6 1 0
BB B
(LRGP | ROFFEA#=278/535 (52.0%) Rd=348/541 (64.3%) MPT=334/547 (61.1%)

Cl=iz #f % & ; D=i<#| £ dexamethasone ; HR=4 "% \* ; IRAC=jp = »
B&3®% % R € 5 M=melphalan ; P=prednisone ; R=lenalidomide ; RD
FHH="1 RD 5% 2 A K& S RD18= RD s <18 &4 ;
T=thalidomide -

Rd #3ia% ~ Rd18 2 MPT £a% i (L MisR %#) 2
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R BE%
SRR | ROREE=208/535 (38.9%) Rd=228/541 (42.1%) MPT=261/547 (47.7%)
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B&3i=% 4 § € ; M=melphalan ; P=prednisone ; R=lenalidomide ;: RD
FHisp=1 RD /a5 e 3| )&},‘;‘3 it ; RD18=r2 RD ;#:<18 it# ;
T=thalidomide -
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#F% MM-015 2 % = ~ % AN S a oz Ny 65K
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3 v o AR5 & melphalan-prednisone-lenalidomide 51 ¥4
e f 3 F Lenalidomide &4 1475 % (MPR+R) » ¥ melphalan-
prednisone-lenalidomide(MPR+p) & AR ES 2 melphalan-
prednisone 4 ¥ % F#/(MPp+p)icft 9 B * #4110 1
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v JE Lenalidomide 10 & s./% )51 M 58 9 Bikd) o ¢ 2 & 7
FwEa AR 9 fﬁs:tﬁp iR A 12 H A Lenalidomide &
FHoRaden P £ R 28X Fir o F - BFY F4hE
132%21= FFRlO%’i CEIAREL -

A EFpoapRs R E mrﬁF(PFS) R o~ 459 W:}P‘;
A0 152 fogn AN A~ fe Xl MPR+R - 153 5 A S 4 fe 3
MPR+p > 154 i=p5 £ g 4 fe 2] MPp+p e = Jogp 4 chik # 4 o FF
HAe pAn B hA g # 2] B LR h 8 50%% 3 4
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MPR+R MPR+p MPp+p
(N=152) (N=153) (N=154)
AFAPEEEFEH(C)
EEFEY 2R, 27.4 14.3 13.1
? (95%7 #F ® &) (21.3,35.0) | (13.2,15.7) | (12.0,14.8)
J& v [95% G #f T
F]; p-ia
MPR+R 4p #** MPp+p 0.37(0.27,0.50) ; <0.001
MPR+R #p #* MPR+p 0.47 (0.35, 0.65) ; <0.001
MPR+p #p $f>> MPp+p 0.78 (0.60, 1.01) ; 0.059
PFES2° (%)
AR FREY CER, 39.7 27.8 28.8
? (95%7 #F ® &) (29.2,48.4) | (23.1,33.1) | (24.3,33.8)
Jo v [95% G #f T
] p-ie
MPR+R #p $4** MPp+p 0.70 (0.54,0.92) ; 0.009
MPR+R #p #* MPR+p 0.77 (0.59, 1.02) ; 0.065
MPR+p #p $f>> MPp+p 0.92 (0.71,1.19) ; 0.051
EHwE()
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% [95% Cl] 5 p-E
MPR+R #p #+* MPp+p 0.95(0.70,1.29) ; 0.736
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Lenalidomide/dexamethasone &€ - & » 223 =" # 4 fic 3
Lenalidomide/dexamethasone % & & & — 2o Ak 4 B *
= % B o F OH OF 28 X 0 R ¥ OA R 3
Lenalidomide/dexamethasone & & #| & — KL v & - ey
13 % 21 xPR* Lenalidomide 25 % fb/% A5 L1E R 4
%91 % 12 -~ % 17 1 % 20 % 4c + dexamethasone 40 % 5./

P
= -

% o'~ fe 1 Lenalidomide/dexamethasone M £ — e 4
& - ;%ﬂP % 1 1% 21 = JR* Lenalidomide 25 # s./x » 11 %
% 1-% 8% % 15 % % 22 % 4c + dexamethasone 40 % s./= -

& Lenalidomide/dexamethasone <& & - 2->3 20 o A (9.1%)
gF4 30~ sk ¢ ¥ Lenalidomide/dexamethasone % 2 )
£- 2RlF 65 o ¢ (29.3%) ¢

2 X ek § ?{F”)ﬁs A 3 13 ¥ 4 17 (post-hoc analysis) » 3£ Bi_
i E.i: B % 72.3 iF » jpf>t Lenalidomide/dexamethasone 1% #
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% 6.8% (15/220)# i o
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BAERAT § 4 HEX ASCT 4 372 87 5 3 1 F W5
(NDMM)J5 4 3=f i * Lenalidomide & {7 4% iy ey pc s % 2
4 2% CALGB 100104 ¥ IFM 2005-02 -

CALGB 100104

%3 CALGB 100104 i%fcéx 18-70 f& > B F Fink 2 F@iE
NDMM » = % fo B i f5 & IR G 1 T % e £ o

B4k % ASCT 1£:790-100 = p > o 4 ill&w&ﬁﬁﬁmé
&) % Lenalidomide £ % 38 (7 a3 /o o BIF SR HE
328 X p KWy 128 43 10 /p (3B (63 AN
FEWFIMABF o PIABI A5 FT /) T'f*’i/r@‘;».
795 & i+ (PD) *

BHAL DR LB ELEE FEY(PFS) (L& pAEHA
EEABATIARBREM ST [#Pw’?iﬁi’z? 2@ i]'rﬁﬂ &)
=gy R FA A S B iR o £ 460 1=
4 BEEHL 2 231 o A Lenalidomide 7y % %

229 o A AR o B WA v s E R BB s dp Faé#r
EALRLE A A

R GVARETTAL I PFS P Areh 2 B fER (F‘
WAL R §uEiR)c R L8 XA Eap 4 T b
BB R E W% 2w R E KL Lenalidomide #7535 o

22009 £ 12 * 17 p 5258 p Hif2p P PES g % (PR R P
Ptz (8)s M E 2016 # 2% 1p AREER(Y REBERF:
81.6 B " )i PFS &2 OS ehk #7478 % » 40T & #9751 ¢

e

ittt YA

# 1 77§ CALGB 100104 g »cip M 7145 &

2 84 [ Lenalidomide (N=231) | % @&l (N=229)
f33 PR AL(2000 & 125 17 §)
dl’t'la‘** T PFS (1)
§ i 4]95% CI] 339[NE,NE| | 19.0[16.2, 25.6]

HR [95% CI] ; p & 0.38[0.27, 0.54] ; p<0.001

B 374 45T FL(2016 £ 23 01 )
=2 H1PFS (1)
56.9 [41.9,71.7] |

0.61[0.48, 0.76] ;

R ER A Y
¢ i #[95% ClI]
HR[95% CI]: p &
e E5()
¢ i #[95% CI]
HR[95% CI] : p i
Cl=iZ 47 % B  HR=/5 %4 1

29.4[20.7, 35.5]
p<0.001

111.0 [101.8, NE] | 84.2 [80.0, 102.7]
0.61[0.46, 0.81] ; p<0.001
NE=#&* &% ; PFS=g &1 578 -
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Bfape s ASCT ok » f bn RERARRAPFL £33 5 adF
GRE R T S 0 SR R

BiE ASCT (5606 B 7 ) o g 4 ik Ll et BIAEH 2 il A 5
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oA L 28 X AR Y Y 121 A4 10 /p (3B
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AL L R E SR B G a0 (PFS) (L& G pEBA
EEAEALIARECA SR FAFEL A Yep W) 2T
FAginsitend W A BLUUEER ERY .;,rﬁp % g@;}%*g_ o X3 614 =
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307 A FHE o B Bt v R F AR WM@#—*
ERLR S A

EHAY ROTALE T AP X2 PRSI Y A B YR E2 SRR
(s E L | & oEiR) -
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Az t8) 0 M E 4 2016 &£ 2 1 PABED (P YRR
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4 1 #55 IFM 2005-02 g »edp B 54145 &
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137 FeFAL(2010% 70 7p)

dlz‘t AFARFERGPOPFES (2)

¢ = #[95% CI] 40.1[35.7,42.4] | 22.8[20.7,27.4]
HR[95% CI] ; p & 0.52 [0.41, 0.66] ; p<0.001
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IR A RFERBPPES (1)
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&Wﬁ FEF ()

¢ = #[95% Cl]
HR[95% CI] ; p &
Cl=: % B ; HR=/ % vt
TR e

23.8[21.2, 27.3]
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105.9 [88.8, NE] | 88.1[80.7, 108.4]
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s NE=& £ 5 & ;ns=% & & % ; PFS=& & i*

AP RL iR FFLE WHR L
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