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Clinical trial of daratumumab combined with lenalidomide and dexamethasone in

the treatment of multiple myeloma

HEE", BE5E" FEE:BH WA T 2 U SR A A TR 2 I I 9% et S K WA 1 VR T
IT 2 R BREE (MM) IR TR Z 2k, ik MM BRI G777 ik
53 ket HRZH R0 o N R A3 2 7 A S PRV A oK RT3 T i €
L W — R PE . a MRl sb. R KHAVESHR (VRA) J7 R IAIT R IALER 4 F 5 R ABTE TR TR e
BE, ILZR I3 252600) e S FEARHS (DRA) SR T 21697 . VR 5585 28 KWW, b r £
S TR TR K 1.3 mg + m ™% SRIRE R 25 mg - d 7' R SR A T S
W20 mg - d™' DR J7 5 FETS B e g 3 S ity ZE KA e SO A -, o 3k
CHEN Xiu - hui', HZSBPUE I 16 mg - kg™ (55 1 ~2 WA A1 K56 3 ~ 6 A4 2 7
SHENG Xiu — yun' VIR Z 554 8 1K) o 2 393677 3 N ARG IERTRG. Hos 2 4L Ry AL

2R B AR S L R E T BE L IV A0 T OK S, OF E AT R YR
R ALy 88 il MM B, Hohxt B4 45 ], iR 564 43 Bl JRITIE IR
FIN T8 40 1Y % W A% 2253 1R T7. T8 % (35 15il/45 £4]) Fi190. 70% (39 f4il/43 f4]) ,
FEGET2E E 22 RS2 (P >0.05) o JRY7 G , X B2 AU 41 i i 412K
FI43 32 (102. 85 +15.87) F1(109. 71 +16.24) g - L', B2 — 1Bk 4R 1143 5
(4.29 £1.12) F1(3.67 £1.03) mg - L', LR B S HE5 51 4 (167.29 +30.92)
Shandong Province , China) %n(152 32£29.67)U - L™, M ZE (148 5K (17.42 +£3.87) F1(15.39 +3.42)
IR A 53570 (10. 25 +2.13) % F1(8.92 2. 06) % , 4Lk 3 B
(CD3* )%7]@%?%']#9(62.45 +8.74) % F1(67.06 £9.12) % ,CD4* K F-43 31K
(34.26 £5.12) % F1(37.68 £5.33)% ,CD4*/CD8* B 4> ] 1. 16 0. 24 Fl
1.28 +0. 22 fEGi T2 F 2R B GI#E X(H P <0.05) . %t B AL 5 241
F S 2R AR B R AR R A B Rk 22.22% (10 {51745 f5)) A1 2.33%
(1 %743 Bi]) , B B ) 6 & 2R 2203 31 15.56% (7 41745 45]) F1 37.21%
(16 fil/43 Bi]) , J8& Y & 2B R 5 Bl 15.56% (7 11745 i) 1 34.88%
(15 Bil/43 Bi]) FEGi it 2% F 2R H G #E L (P<0.05,P<0.01),
2538 DR J7 EAE LR UE IR A7 A% A LRl -, oios8 e ik L 2 & 1k B 6 R A
WKV AR B A RO O B, L R B R AR Y S R R
LB R 00 o) 5 R XU B0
SEBAR : IR T Z U SRR SR SR 3 e e 5 b TR T S s 1 S A A
K 2R
DOI; 10. 13699/j. enki. 1001 —6821. 2026. 10. 001
FE 43S R733.3 XHEAFRETE: A
EHE 1001 -6821(2026)10 — 1351 —08

(1. a. Department of Hematology; b.
Department of Oncology, Second People’ s
Hospital of Liaocheng, Linging 252600,

PEBE B E (1988 - ), %, ZIRE, £

B2 DS AL Y T 980 99 2 AH S YA T 7 T Abstract: Objective  To compare the clinical efficacy of daratumumab
Ay R TAR B injection combined with lenalidomide capsules and dexamethasone

BIEEE RS, @ LALE
MP: 15063599858
E - mail : 15063599858 @ 163. com with MM were divided into control group and treatment group according

injection in the treatment of multiple myeloma (MM). Methods Patients




1352

v T R 25 PR gk R

a2 10 2026 45 H (KA 456 1)

to the treatment method. Patients in the control group received the bortezomib for injection, lenalidomide capsules and
dexamethasone injection ( VRd ) regimen; patients in the treatment group received the daratumumab injection,
lenalidomide capsules and dexamethasone injection ( DRd) regimen. The VRd regimen: Within each 28 — day cycle,
bortezomib for injection at 1.3 mg + m >, lenalidomide capsules at 25 mg - d™' and dexamethasone injection at
20 mg - d~' were administered according to the standard protocol. The DRd regimen: Based on lenalidomide capsules
and dexamethasone injection , daratumumab injection at 16 mg - kg ™' was added (once weekly in cycles 1 =2, once
every 2 weeks in cycles 3 =6, and once every 4 weeks thereafter). Efficacy was evaluated after 3 cycles of treatment in
both groups. Clinical efficacy, MM - related biomarkers and adverse reactions were compared between the two groups.
Results
— treatment evaluation revealed objective response rates ( ORR) of 77.78% (35 cases/45 cases) and 90.70%

The study enrolled 88 patients, with 45 cases in the control group and 43 cases in the treatment group. Post

(39 cases/43 cases) for the control and treatment groups, respectively, demonstrating no statistically significant
intergroup difference (P >0.05). After treatment, the levels of hemoglobin of control group and treatment group were
(102.85 £15.87) and (109.71 +16.24) g - L', respectivley; the levels of B2 — microglobulin ( 2 — MG) were
(4.29£1.12) and (3.67 £1.03) mg - L~
(167.29 £30.92) and (152.32 £29.67) U - L', respectivley; the levels of monoclonal protein (M protein) were
(17.42 £3.87) and (15.39 £3.42) g - L', respectivley; bone marrow plasma cells were (10.25 £2.13)% and
(8.92 £ 2.06)% , respectivley; cluster of differentiation 3 positive ( CD3* ) were (62.45 + 8.74)% and
(67.06 £9.12) % , respectivley; CD4 " levels were (34.26 £5.12)% and (37. 68 £5.33) % , respectivley; CD4 "/
CD8 ™ ratios were 1. 16 £0.24 and 1. 28 0. 22, respectivley. Compared the control group with treatment group, the

' respectivley; the levels of lactate dehydrogenase (LDH) were

differences of above indexes were all statistically significant (all P <0.05) . The total incidence of peripheral
neuropathy of control group and treatment group were 22.22% (10 cases/45 cases) and 2.33% (1 case/43 cases) ,
respectivley ; myelosuppression were 15. 56% (7 cases/45 cases) and 37.21% (16 cases/43 cases), respectivley;
infection werel5.56% (7 cases/45 cases) and 34.88% (15 cases/43 cases), respectivley, all with statistically
significant differences (P <0.05, P <0.01). Conclusion While ensuring clinical efficacy, the DRd regimen exerts
more significant effects in improving immune function, levels of MM — related biomarkers, and quality of life, and
significantly reduces the incidence of peripheral neuropathy. However, it is associated with increased risks of
myelosuppression and infection.
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multiple myeloma
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ANEB S ARTEFEEVRE 5. 0 bt ( National Cancer Insti-
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Table 1 Comparison of general data between two groups

Ttem Control(n =45) Treatment(n =43)
Sex(n,% )

Male 27(60.00) 28(65.12)

Female 18(40.00) 15(34.88)
Age(year,x £5) 51.47 £8.61 52.93 £9.12
M protein component

1eG 28(62.22) 29(67.44)

IgA 9(20.00) 8(18.60)

Others 8(17.78) 6(13.95)
DS stage(n,% )

I 2(4.44) 1(2.33)

| 18(40.00) 14(34.88)

I 25(55.56) 28(62.79)
R 1SS stage(n,% )

I 4(8.89) 2(4.65)

| 23(51.11) 21(48.84)

I 18(40.00) 20(46.51)
Complications(n, % )

Hypertension 13(28.89) 15(34.88)

Diabetesmellitus 9(20.00) 9(20.93)

Others 11(24.44) 10(23.26)

M protein ; Monoclonal protein ;1gG : Immunoglobulin G ;IgA : Immunoglobulin A
DS:Durie — Salmon staging system; R — ISS: Revised international staging
system; Control group: Received the bortezomib for injection, lenalidomide
capsules and dexamethasone injection ( VRd) regimen; Treatment group:
Received the daratumumab injection, lenalidomide capsules and dexametha-

sone injection ( DRd) regimen.
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Table 2 Comparison of immune function between two groups(x +s)

B R (X P <0.001) , Ha 50 4] & #% T X% B8
H(¥HP<0.05), 54,
5 2ABREETFRELR

YEITET,2 41 EORTC QLQ - €30 ,QLQ — MY20 4%
HEEEVFor R TE S i 7 L 22 R TGt (3
P >0.05) ;3897)5 ,2 41 EORTC QLQ — C30 4% 2 fiF i
53 % QLQ — MY20 P43 Hh i oA SR R B | SR IE S0 7
TR () P <0.001) ,QLQ — MY20 -3 i) 5
FER FIIG 9T 25 W A RN VE 43 3 8 R AR
(#) P <0.001) ;3697 ) , 15050 41 JR AR T RE | e M fid
T s T = W0 WG EAE N /S8 5D YN A v w4
(¥ P<0.05) H2 ZHMETIRE L DE AR TIEE |

Control (n =45)

Treatment(n =43)

frem Before treatment After treatment Before treatment After treatment

CD3* (% ) 58.46 £7.23 62.45 £8.74* 56.17 £7.31 67.06 £9, 12 *##

CD4* (%) 29.56 +4.87 34.26 +5. 12" 29.62 +£5.03 37.68 +5.33 * *###
CDh4*/CD8* 0.95 +£0. 25 1. 16 0. 24 0.93 £0.21 1.28 £, 22 = ##

CD: Cluster of differentiation ; Compared with control group at the same time, * P <0.05, ** P <0.01, ; Compared with before treatment in the same group,

#P<0.05, #P<0.001.

R3 2HUBEZRNEEBERIRED LR (2 £5)

Table 3 Comparison of multiple myeloma markers between two groups (x *s)

Control (n =45)

Treatment(n =43)

Ttem

Before treatment After treatment Before treatment After treatment
Hb(g - L") 84.23 £17.75 102. 85 +15. 87" 85.94 £19.36 109. 71 +16. 24 **#
B, -MG(mg - L") 7.54 +1.83 4.29 +1. 12" 7.46 +1.89 3.67 £1.03* ***#

LDH(U - L") 231.72 £45.24 167. 29 +30. 92##* 236. 85 £44. 67 152.32 £29. 67 *###
M pro[ein(g . L’l) 37.68 +7.26 17.42 +3, 87 38.12 +7.31 15.39 +3, 42 *###
Bone marrow plasma cells( % ) 26.29 +6. 65 10.25 +2. 13%# 27.31 +6.38 8.92 +2.06* *##

Hb ; Hemoglobin; 3, — MG Beta — 2 microglobulin; LDH ; Lactate dehydrogenase ; Compared with control group at the same time, *** P <0.001; Compared

with before treatment in the same group, *P <0.05, *P <0.01.

R4 24 BEMEEANE -253
LbH (x £5)

Table 4 Comparison of soluble interleukin -2 receptor (sIL -2R) ,
lar endothelial growth factor (VEGF )levels between two groups(x +s)

SR (SIL = 2R) (AT PGS A ARG BT 23T — 1 (sVCAM = 1) M4 A B2 A (KR (VEGE) K1Y

soluble vascular cell adhesion molecule —1( sVCAM —1) and vascu-

Control(n =45)

Treatment(n =43)

Ttem
Before treatment

After treatment

Before treatment After treatment

sIL-2R(pg - mL™") 128.45 £22.95

sVCAM - 1(ng - mL™1) 927. 64 +103. 97

VEGF(ng - mL™") 234.67 +45.18

84.12 +19. 38
614.96 +87. 63##
181. 62 +23, 04*

131.71 £23. 94 75.67 £18.96 * 1

946.85 +112.17 573.26 +82. 18 *##

237.84 £47.27 169. 46 +21. 59 *###

Compared with control group at the same time,

* P <0.05; Compared with before treatment in the same group, **P <0. 001.



1356

v [ IS

a2k H 10 2026 45 H (!

53 456 1))

RS 2HBHEAWR

R B (v +s)

Table 5 Comparison of quality of life between two groups (scores, x +s)

Ttem

Control (n =45)

Treatment(n =43)

Before treatment

After treatment

Before treatment

After treatment

EORTC QLQ - C30

Physical functioning 38.43 £8.92 76.95 +14. 65
Role functioning 39.42 +7. 64 81.97 +15. 72%#*
Emotional functioning 65.95 £13.44 78.23 £18. 35"
Cognitive functioning 57.26 +14.23 78.58 £15. 74"
Social functioning 34.26 +8.13 68.27 +13. 48"
Global health status 37.61 £9.27 65.13 £12. 51"
QLQ - MY20

Disease symptoms 34.82 +7.21 14.29 +3, 49"

Side effects of treatment 19.65 £5. 16 10. 87 +3. 26"

Future perspective 52.26 £13.69 72.86 = 18. 57%#
Body image 41.33 +10.85 76.75 = 15. 16™##

37.26 £8. 31
39.17 £7.34
64.49 £14.21
60. 08 £16. 57
34.51 £8.34
35.89 £10. 62

35.57 +£7.58
20.38 £5.47
50.83 +13.94
40.52 +10.48

84.23 +13. 47 **#
85.10 £ 12. 35"
81.16 +15. 47%*
81. 66 = 14. 83*##
69. 87 +13. 52##
72.24 +13.09 **##

12.58 +3, 12 *##
10.37 £3. 19"

79.43 £19. 48***
82.36 +15. 67"

EORTC QLQ — C30 : European Organization for Research and Treatment of Cancer quality of life questionnaire core 30;QLQ — MY20 : Quality of life multiple

myeloma questionnaire ; Compared with control group at the same time,

H2IIRE IRTT 25N BB R i BN B I 4

W BEAESEIT Y EERH LRI EX
(¥ P>0.05) W3S
6 2 HBEHIGKRT IO

7 a4 A RO T IR AL, (A AE St

¥ L ZEF IS E X (P P>0.05) , K6,

7 ZEMHTEH

TG R B 2 7 Al e A R A T 0
MR41(P <0.01) , Bamb] R B R AR BER T

XFHRLL (P P <0.05) ,2 4184 H il KO

KRR

PO, e Ge it o7 B2 S R A R (P >0.05) , L

*®7,

®T 2HBHFAYA RN (n,% )

Table 7 Comparison of adverse drug reactions between the two groups (n, %)

*P<0.05, ; Compared with before treatment in the same group, *#P <0. 001.

RO 2 HBHFIGKI TR (n, % )

Table 6 Comparison of clinical efficacy between two groups (n, % )

Ttem Control (n =45) Treatment(n =43)
sCR 0 1(2.33)
CR 4(8.89) 8(18.60)
VGPR 13(28.89) 19(44.19)
PR 18(40.00) 11(25.58)
MR 5(11.11) 2(4.65)
Sh 3(6.67) 1(2.33)
PD 2(4.44) 1(2.33)
ORR 35(77.78) 39(90.70)

sCR : Stringent complete response ; CR ; Complete response ; VGPR ; Very good

partial response; PR: Partial response; MR : Minimal response; SD: Stable

disease ; PD : Progressive disease ; ORR : Objective response rate.

Control(n =45)

Treatment(n =43)

Item
I -1 i} Overall incidence rate I -1 1 Overall incidence rate
Peripheral neuropathy 8(17.78) 2(4.44) 10(22.22) 1(2.33) 0(0.00) 1(2.33)**
Myelosuppression 5(11.11) 2(4.44) 7(15.56) 4(9.30) 12(27.91) 16(37.21) *
Gastrointestinal disturbances 10(22.22) 5(11.11) 15(33.33) 9(20.93) 4(9.30) 13(30.23)
Infection 6(13.33) 1(2.22) 7(15.56) 6(13.95) 9(20.93) 15(34.88) *
Compared with control group, * P <0.05, ** P <0.01.
% 14 :
REASARTAR 10 48 AR FERANL 179% 0 HAk AR
5] ® PEI 2595 M AR EE st A% 78 S S A T3 I S i S 2

MM 3677 B EL BE  (H 320000 S PR R,

L o B A K s A S A i 265 2K 1T Bl B
W NF — B 3@ B, T RGBT LN SR %L
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