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Long-term adverse reaction of sorafenib in the treatment of advanced renal

cell carcinoma in 25 cases
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(Department of Urinary Surgery,The First Affiliated Hospital of Chongqing Medical University)
[ Abstract]Objective : To investigate the long—term adverse effects of sorafenib on patients suffering from renal cell carcinoma(RCC)
and to evaluate its predictive effects on survival time of patients with RCC. Methods : The occurrence , grading and prognosis of adverse
effects of 25 advanced RCC patients treated by sorafenib were recorded and their predictive effects on survival time of patients were
evaluated by Kaplan—Meier estimator. Results : According to 6—59 months’ follow—up ; median follow—up of 23.8 months with 25
advanced RCC patients, the adverse effects appeared in 1-8 weeks ; medium follow—up of 3 weeks. The common adverse reactions
were hypertension(48% ) ,anemia(36%) ,fatigue (44%) ,diarrhea(40%) ,skin rash(40%) ,and PPE(56%). The relatively rare adverse
reactions were mostly between level I and level II ,including weight loss,nausea, anorexia,pain,and hair loss,etc. After the symp-
tomatic treatment,the symptoms of 76% patients were partly relieved or disappeared, median relieving period of 20 weeks,20% pa—
tients got relatively mild adverse reaction while 4% patients got relatively severe adverse reaction. The adverse effects were relieved
after reducing medicine dose. The overall survival and progression—free survival of patients with hypertension were significantly shorter
than those without hypertension (P=0.005; PFS:P=0.049). Conclusion : The adverse effect appears at early period of patients with
advanced RCC when taking sorafenib and most adverse effects are acceptable in long—term medicating for patients. Hypertension might
have a predictive effect on survival period of patients.
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Tab.1 Incidence of adverse events and its distribution in different doses
KR JIT A B3 (n=25) 400 mg 2 R/d 4 (n=14) 600 mg 2 ¥X/d 4 (n=8) 800 mg 2 ¥k/d 4 (n=3)
EEE =71 5% 3/4 T 2% 2544 3/4 I % 4 304 I S5 5 3/4
— IO
W= 11(44%) 0 6(43%) 0 4(50%) 0 1(33%)
WM 3(12%) 0 2(14%) 0 1(12.5%) 0 0
MR
e Il 12(48%) 1(4%) 5(36%) 0 5(63%) 1/(7%) 2(67%) 0
ZIML 9(36%) 0 4(28%) 0 3(37.5%) 0 2(67%) 0
W U
fEvs 10(40%) 1(4%) 5(36%) 0 3(38%) 1/(7%) 2(67%) 0
R 4(16%) 0 1(7%) 0 2(25%) 0 1(33%) 0
R 3(12%) 0 1(7%) 0 2(25%) 0 0 0
- 3(12%) 0 2(14%) 0 1(12.5%) 0 0 0
(XA 2(8%) 0 1(7%) 0 1(12.5%) 0 0 0
Bk
27 10(40%) 1(4%) 5(35%) 0 3(37.5%) 0 2(67%) 1(33%)
FREAME  14(56%) 2(8%) 7(50%) 1/7% 5(63%) 0 2(67%) 1(33%)
Y3 6/(24%) 0 3(21%) 0 3(38%) 0 0 0
S 3(12%) 0 1(7%) 0 1(12.5%) 0 1(33%) 0
PEIR
M 2(8%) 0 1(7%) 0 1(12.5%) 0 0 0
SN il 2(8%) 0 0 0 2(25%) 0 0 0
KT 3(12%) 0 3(21%) 0 0 0 0 0
Lot 1(4%) 0 0 0 1(12.5%) 0 0 0
J¥ g9 1(4%) 0 0 0 0 0 1(33%) 0
I
K 2(8%) 0 1(7%) 0 1(12.5%) 0 0 0
WP IR R X 1(4%) 0 0 0 1(7%) 0 0 0
B
HHR 4(16%) 0 2(14%) 0 1(12.5%) 0 1(33%) 0
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#3 BERHARREXEH OS K PFS #y
Tab.3 Effects of adverse reactions on OS and PFS

T g— s
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1ML 0.537 0.865
A((n=9) 3500 5.88 33.00 5.1
J(n=16)  63.00  12.05 2400 1083
L 0.005 0.049
A(n=12) 1600 533 1400 151
T(n=13) 53.00  7.95 3500  7.54
4 0.896 0.396
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A (n=10) 3300 943 21.00 576
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