R R RS -
& e e A KON R SCHR A

B B ERERAGREBEELREAHAG %R, e 1000732 ARG BEEHER A
ERBEERERTO, LE 100061)

FE4SZES  RI79.1;R969.3 TEERERE A
DOI  10.6039/j.issn.1001-0408.2017.35.10

XEHS 1001-0408(2017)35-4932-04

 E R ARRBRBARZTAMARBELAST , Fik A HRER R BRI F A& 4% 200651 A —20173 A
PubMed , % | ¥ & 4n ) Fo 75 75 246 T % T4 A R BCR B R (ADR) SUik 69 AN E 08 Ao ym ) 2 20 4REE , 3 2 )5 SR A @ VAT 22
097 ik, 2 B H R ER1Z 8 ADR R R B E/ R ARG K AIL ADR X IRMIFN BRI ATRIT 54T, SR AN
57 %, 5 B 66 NJmtl , 3 e R BOREL 154605 B P Bk 344 (51.52% ) Jo 324) (48.48% ) , B S sbdsl 4 1.06: 1, -F 3
(63.4+105)% , AFRHBRIEZA FT57 BERN MR, &65.15% ; LKL F WA KA, &21.21%, A2 8~14dF22~28 dat
ADR A A 5% (2727% .22.73% ), ADR R R BB/ RGN ik R4 £(25.76% ) , £F- 16 kA I A F IR AL MR ; LR A
R B E A (21.21% ) Fodn iz R R 40(16.67% ) , £-Z05 R A I A F R4z A Fo s D FIR V9 (A4 LB REIPH A £) ., AR X
RARM A F R 9 ) AR TTHE ST 4 . 4T B B3 ADR 525 )5 B RAF409 4 1461 (21.21% ) ;4% 25 FF 2 25 434 97 )5 37 45 69 R 27 )
(4091% ) ;2 F K57, P ERRBAERE T EMA G REGH 1TH(25.76% ) ; =t A 861 (12.12% ), 45 AF R RAT 5
HRRBR G ALY SANBTIRG, RE P EH LR 2l RIA A2 T B A ia LR WS ), B AT 4022 ADR, BRI & % %4,
KEIR ARBRR BRI KT

Literature Analysis of Sunitinib-induced ADR

LIAO Binchi', DU Jingz( 1. Institute of Executive Development, China Food and-Drug Administration, Beijing
100073, China; 2. Center for Food and Drug Inspection, China Food and Drug /Administration, Beijing
100061, China)

ABSTRACT OBJECTIVE: To provide reference for safe use of sunitinib in clinic. METHODS: Using “sunitinib” “ADR” as re-
trieval words, retrieved from PubMed, VIP, €NKLand "Wanfang database during Jan. 2006-Mar. 2017, case reports and case series
reports about sunitinib-induced ADR were' collected*and screened. In retrospective study, general information of patients, disease in-
formation, involved organs or Systems, ‘clinical manifestations, ADR association evaluation and outcomes were analyzed statistical-
ly. RESULTS: A total of 57 literatures were included, involving 66 cases, among which there were 15 new ADR. There were 34
male (51.52% ) and 32 female (48.48% ), with ratio of 1.06: 1. Average age of patients was(63.4 + 10.5) years old. Sunitinib was
mainly| used for suprarenal epithelioma, accounting for 65.15% ; followed by gastrointestinal stromal tumors, accounting for
21.21%. The incidence of ADR was the highest during 8-14 d (27.27% ) and 22-28 d (22.73% ) of medication. Organs/systems in-
volved in ADR mostly were endocrine system (accounting for 25.76% ). Main clinical manifestation was hypothyroidism, followed
by diseases of skin and subcutaneous tissue (21.21% ), diseases of the blood lymphatic system (16.67% ) which mainly manifested
as hand foot syndrome and thrombocytopenia (mainly being 4 degree bone marrow suppression). There were 9 cases of definite
causal relationship and 57 cases of probable causal relationship. Fourteen cases of sunitinib-induced ADR were recovered after drug
withdrawal (21.21% ); 27 cases were recovered after drug withdrawal and drug therapy (40.91% ); 17 cases had sequel after sur-
gery, prolonging disease course and therapy (25.76% ) ; there were 8 death cases (12.12% ). CONCLUSIONS: Sunitinib-induced
ADR involve various organs/systems, and there are fatal cases. In the process of clinical medication, we should strengthen the ob-
servation and monitoring, timely ADR disposal to guarantee the safety of patients.
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Tab 1 Distribution of patient’s gender and age

. ADR filf .

Y T T pn Hmit, %
21~30 0 | | 152
31~40 1 2 3 455
41~50 1 3 4 6.06
51~60 1l 5 16 U
61~70 12 15 b 4091
71~80 9 6 15 nmn
Ait 34 EJ) 66 100
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Tab 2 Distribution of primary diseases treated by su-

nitinib

el ik Hamit, %
B AN Iy 65.15
GIST 14 221
LAl 2 303
i 2 3.03
FRIRHIZ 1 A 2 303
il 2 3.03
SR ! 132
At 66 100
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Tab 3 The occurrence time of ADR induced by suni-

tinib
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Tab 4 Organ or system involved in ADR and clinical
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Tab 5 Outcome and treatment of ADR induced by su-
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