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HREKE, A TR AFEREXERL, BARALRELZI T EHRRHHE ARG HIES,
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[HE] B ke s w5085 e —2RIG 97 # % PE 5 4 i 9% (metastatic renal cell carcinoma, mRCC ) (1 Il &
PR AR R o Tk BUE 2 B 2008 4E 5 H & 2018 4E 10 H & B R 2FHHE Hf 1l B2 Be iR 1Y 44 1) — LR 8L 71 25 )
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0.032) . K4k 55 =] 2H 5 A= A7 ) A] Coverall survival, OS) A 2.0~40.0 ™ H , i OS S~ 9.0 4~ H ; bl £ JE 24 OS N
2.0~11.0 N H , M OS K 5.6 H , 2R A G il L (P=0.029) . & MW (objective response rate, ORR) : fK
Y5 w41 12.0% (3/25) BT H & R 4 15.7% (3/19) , 2 R LG i 8 L (P=0.717) o %9 £ il % (disease control
rate, DCR) : {4 55 w] 41 88.0 % (22/25) , Bl H & JE 41 78.9% (15/19) , 22 55 TG4 5 L (P=0.416) . R 4E5 A 4%
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[ Abstract] Objective To compare the clinical efficacy and adverse reaction between Everolimus and

Axitinib as the second-line treatment of metastatic renal cell carcinoma (mRCC). Methods From May
2008 to Oct. 2018, 44 consecutive mRCC patients were retrospectively analyzed who had disease
progression (or drug intolerance) after the first-line targeted therapy (Sunitinib) in Zhongshan Hospital,
Fudan University. All patients’ diagnoses were confirmed by pathology, including 34 cases of clear cell
carcinoma and 10 cases of non-clear cell carcinoma. According to the different second-line treatment, the
patients were divided into Everolimus group (Everolimus 10 mg, qd,7n=25) and Axitinib group (Axitinib 5
mg, bid, n=19). The clinical efficacy and adverse reaction were compared. Results There was no
statistical difference in general data between the two groups. The longest follow-up time was 40.0 months,
the median follow-up time was 7.5 months. The progression-free survival (PFS) was 2.0 — 40.0 months in
Everolimus group with the median PFS of 7.0 months. The PFS was 2.0-11.0 months in Axitinib group
with the median PFS of 4.4 months (P=0.032). The overall survival (OS) was 2.0 - 40.0 months in
Everolimus group with the median OS of 9.0 months. The OS was 2.0 — 11.0 months in Axitinib group with
the median OS of 5.6 months (P=0.029). The objective response rate (ORR) was 12.0% (3/25) in
Everolimus group, while 15.7% (3/19) in Axitinib group (P=0.717). The disease control rate (DCR) in
Everolimus group was 88.0% (22/25) , while 78.9% (15/19) in Axitinib group (P=0.416).The infrequent
adverse reactions of Everolimus were stomatitis and fatigue, and there were 3 cases of 3/4 adverse
reactions (1 case of pneumonia, 1 case of anemia and 1 case of fulminant hepatic failure). The infrequent
adverse reactions of Axitinib were diarrhea and liver function damage , and there was 1 case of 3/4 adverse
reactions (chronic renal insufficiency) (P=0.721). Conclusions The clinical efficacy of Everolimus was
better than Axitinib. The adverse reactions of Axitinib was similar with Everolimus. Everolimus may be a
better option in the second line treatment of mRCC.

Axitinib
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W PR ANBHIRCIA 1Y 44 1l mRCC HBE B Ik R RL, B 1
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— MR ER HEHC20084F 5 H & 2018 4F 10 H &
FHECB B mRCC R 44 0 BT A7 583 X947 9 2]
12 Wi, o 3 BT A0 g 34 11, Al 37 W) 44 M R 10
Bl FrEREHELE DI LM 2
(&7 & Je IR YT T H BB A ik g 50 A BB i 52 iR
7 (95 g ik Jig 39 9, SRR 52 5401 ) o AN A BT < Il
PR B2 58 8% 5 A AT S A iR [ 228 SR i R 9T AL
P f #1 #E ( Response Evaluation Criteria in Solid
Tumors version 1.1, RECIST v1.1) ] ; 3& [& 4 3 /b
988 P VE 41 1R BE IR & (Eastern Cooperative Oncology
Group, ECOG) ¥4 <<2; A & W U5 75kt . HEBR A7
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WMRFTE W ZLIBIT AW, KR
WAt 5 w41 S Bl R e AL . R4k v w4 (n=25) &
H I MRAK4E 52w 10 mg(qd) ; BT & & Je 4 (n=19) &
TR B E R JE 5 mg(bid) o MR TS w4, AL AR
HAEIRIT R AR T 45 T 50 40 RHIE SRR T L T A R
RN s AT R AT v A
PASI7FEE A CT/MRIFFM YT 8. P41 # IR YT
2 B R B A O RE T A2 B9 25 AN RO
B4 1E3697 o

FEP AR bR e o e AL AA I E] (progression-free
survival, PFS) . H il WL 82 45 45 42 38 &4 A A7 B 1)
(overall survival, OS) (25 ¥R R KN % U 2 i 25
(objective response rate, ORR) . % Hi #& i %
(disease control rate, DCR) . J7 % ¥ #h & %
RECIST vi.1. 25948 K K2R PP Al b vl K2 4k 22 DL
5 1] [ ZE A e A 5 i i g B9 A R B R TR A
(Common Terminology Criteria for Adverse Events
version 4.0, CTCAE v4.0) K 2019 4F o [#] IIfs PK il 92
2¢ 2> (Chinese Society of Clinical Oncology, CSCO)
i riem .

FGit=ZEAHE W SPSS 17.0 Go i 80k 4k B AL
i o 18 %R B %t R A Kolmogorov-Smirnov ¥ K
B EGESDAM, ESDMTER L 538w,
i 785 3 A T2 BB R F o 7 8RR TR RER
BB A 43 Bk /R o I Kaplan-meier 35 Fb 48 5 21
PFS J& OS 22 5, 51 73 B AT Ko 3, P<<0.05H
ERAGITEE L,

45 2

[ENGERS N R § e SN R
SRS E (R,

T B B K BT ] R 40.0 AN H, i L B U5
B IE 2 7.5 o KR 4E 25 E] 41 PES R 2.0~40.0 4
AL PES 5 7.0 A 5 Bl H 8 JE 4 PFS 8 2.0~
1.0 H AL PFS A 4.4 4> A 4 4k 55w 20 41 T B
TR A (P=0.032, 1), K45 E 24 OS N 2.0~
40.0 1 H AL OS R 9.0 4> H s Bl 8 2 41 OS N
2.0~11.0 1 H , A2 OS Ky 5.6 41 A, 4 4k 5 7] 41l
F Rl E e 4 (P=0.029, K 2).

x1 BE-—MAH
Tab 1 The general data of patients [n(%)]

Age (y)* 55 (14-74) 58 (33-84)
Sex

Men 16 (84) 17 (68)

Women 3(16) 8 (32)
Pathology

Clear cell carcinoma 14 (74) 20 (80)

Non-—clear cell carcinoma 5(26) 5(20)
Disease sites

1 8 (42) 13 (52)

>1 11 (58) 12 (48)
Sites of metastasis

Lung 11 (58) 16 (64)

Extrapulmonary 14 (74) 16 (64)

*Median (range).
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Fig2 The comparison of OS between Everolimus
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(progressive disease, PD) 4 4] , DCR & 78.9% (15/
19) ,ORR 4 15.7% (3/19) . #4552 5] 241 PR 3 4] ,
SD 19 ,PD 3 5l ,DCR } 88.0% (22/25) ,ORR 2}
12.0%(3/25) , 5 & e 4l b8 22 8 LG i 2%
B X (P=0.416,P=0.717) .

WYL ZE R A 1 ~2 B RN B R 417
i (68.0%) F1 = 1 14 191 (56.0%) , 3~4 F A K I
Bl A R AR R PR AR A5 191 (4.0%) 5 BT R
R 1I~2 A RN EZRETE 661 (31.5%) F
I 18 37 04 B MK i 45 2 5 (10.5 %), 3~4 A KL
MR VE I REAR 4 1) (5.2% ) , B IA] 3~4 25
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o I R AR BRI, B R e A1 ) AR B
e wEM
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A 295 000 i B 12 Wr 09 & 9, JF T 8134 000 A BB
1o B X R R L B TR AR SE, 2R Ay T
o AR AR TN . 5
1% 555 11 440 ML TR G 98 R 97 A B 43 S 1l 2 ) R
H W PES Je OS#AG 2] TR KA & o a0 KRB
WG R IE L R R TR ERK T 5 AW
PFS(P<C0.01) ,3F HZEK T OS(P=0.03)", i fr
) Meta 73 B Hh B 45 T 47 Je 8 8 7 — 23R 97 PFS
H93ANH,0S K23 AT, RATWIES T 47 ) &
Je 7E R i B R R R (R IR i
I PR 52 8 % 30— S e 300 5 9 A ] — ko T
1 254 (B Je & Je ) 1697 Ja e sk #F g, mRCC 3%
X — 23R 9T (AT 2 38 E AR VR T R I e~11 4>
AU R 24 B R AR RIS
= R CAXTS ) 2 B 7E 23R 97 25 49 v ]
HEREBERP A S E T H 0 PFS(6.7 41 H vs.4.7
A~ A, P<<0.000 1), 3 H A # @& 1 ORR (19%
vs.9% , P=0.000 1" W FL s ¥ 0w K R
(mammalian target of rapamycin, mTOR) {55 5 i@ %
6 4+ I F 0 40 A A5 FE 0 B AN R & A R B A
AR R BRI EENC EFRT . BN A
e kB R TR AETE B mTOR 15 558 B{ i JL 5 L
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Record-1 i 57 AR 4k 52 5] ) ORR [RIAE &K , 78 4358
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