5ty ES] i

1754 EGFR-TKI A B 2 b #5540 b
W AETEAN BT ERERLEE, Lk B5 261000, M LRAERGEE, %
%5 26100053 5 NESRMEER BAFELLE, Lk BN 256603)

FESES R969.3 XERER A XEHE  1001-0408(2021)24-3019-06
DOI  10.6039/j.issn.1001-0408.2021.24.13

W OE AW oA A K AT 2 ARES R A 37 4] 7] (EGFR-TKI) 3 R B RS (ADR) # W6 R A LA 4% 5., H e R G4 A 2537
MR, Frik L& 201841 A —20204F 12 A L & 5 ADR Bl .8 & 2 4R & 40l 4 2] 49 EGFR-TKI £t ADR 4R 259 48 % 2 4%
XA A R B R At ADR 5% A ADRA AN R R AR E/RAA E BN RAIL HAEUF AT
Yeit oM, R 546 3 4h N EGFR-TKI 3 ADR # 2 120 4%, F & & % 12041, 1204 & & F , %1 (60.83% ) % T H
(39.17% ) , SF#5vA 50~T79 % (79.16% ) A £ . 2 F A FEHRR RARR TERR ZALRRFUESRFLFHM, 57 H 12,
11.15.6. 16414 A Lk 25 5o B4 X £ T ADR; ADR A — %89 (70.83% )k F , ok A = F 69 (22.50% ) . #769 — % 49 (5.00% ) F=
BH T (1.67%), TR EHHADIRLE A 26ME AR AFROEFEERLLARASFL, ALY FEHRLARANY
F R, H614(50.83% ) EH4 ADR A ARG 1A M ,3440(28.33% ) R AL M )E 1~34 A ,2541(20.83% ) & A2 £ A 25
BEA~12AR A 12MANE RA ADRE A, ADREZR ZB/ZRAARBRLMERE B AAR SR ZRAAME S £,
ERWGREIA RS LB F TR o, A B IR R K R R h) E AT IR A iR S R e R AT R
ADR. 102 % % 247 25 S0 s AL 20 )5 o AT 45, 1261 4 )2 By DUR 3%, 6 68 R AT 4%, s B0IE R Bamig st & M 255 LANA R ah
WA B Ry E a9 ADR WA & RIE B IERA s,

KR AR A KR T ARG R BRI R A R R RS AT A A AN

Analysis of the Reports of Adverse Dug Reaction Induced by EGFR-TKI in Shandong Province

LIU Baosheng', ZHOU Xiuli*, GONG Kaikai’ (1. Dept. of Clinical Pharmacy, Weifang Hospital of TCM,
Shandong Weifang 261000, China; 2. Dept. of Pharmacy, Sunshine Union Hospital, Shandong Weifang
261000, China; 3. Cancer Research Laboratory, Binzhou Medical University Hospital, Shandong Binzhou
256603, China)

ABSTRACT OBIJECTIVE: To analyze the clinical manifestations and characteristics of adverse drug reactions (ADR) induced by
EGFR-TKI, and to provide reference for safe use of drugs in clinic. METHODS: The relevant data of EGFR-TKI-induced ADR
reports which were reported to Shandong ADR Monitoring Center from January 2018 to December 2020 were summarized, and
analyzed statistically in respects of age, gender, drug variety, ADR classification, usage and dosage, occurrence time, involved
organs/systems, clinical manifestations and prognosis of patients. RESULTS & CONCLUSIONS: A total of 120 ADR reports
induced by EGFR-TKI were included, involving 120 patients. Among 120 patients, the female (60.83% ) was more than the male
(39.17% ) , and the age was mainly 50-79 years old (79.16% ). A total of 5 drugs including gefitinib, ositinib, afatinib, ektinib
and erlotinib were involved. ADR occurred in 72, 11, 15, 6 and 16 patients using the above drugs respectively; the main ADR
was general ADR (70.83% ), followed by severe ADR (22.50% ), new general ADR (5.00% ) and new severe ADR (1.67% ). All
patients were given drugs orally, off-label use was found in 2 patients who used ektinib, and the rest met the medication
requirements of the drug instructions. ADR occurred in 61 patients (50.83% ) within 1 month after medication, 34 patients
(28.33% ) within 1-3 months after medication, 25 patients (20.83% ) within 4-12 months after medication, and no ADR occurred
after 12 months. ADR of organs/systems involved were mainly the lesion of skin and its appendant injury, gastrointestinal system
injury and hepatobiliary system injury. The main clinical manifestations were rash, diarrhea and abnormal liver function; in
addition, some patients developed severe or new severe ADR such as interstitial pneumonia, bone marrow suppression, tongue
swelling and cerebral infarction. Totally 102 patients recovered or improved after drug withdrawal or symptomatic treatment, 12
patients had unknown outcome, and 6 patients did not improve. It is suggested that pharmaceutical care should be strengthened

A SE4 T H - 5 ORI 34 Ve BT F (No.81903537) within 1 month after EGFR-TKI administration, so as to guard
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Tab 1 Age and gender distribution of patients

L Gk, i Aotk A, Bil(%)
<50 5 9 14(11.67)
50~59 15 15 30
60~69 15 Wi )
70~79 8 15 b3
>80 4 7 11(9.17)
At 47 i 120(100)

2.2 EGFR-TKI @75 ADR 42

120 {3 ADR 45, 365 1% 5 Fl EGFR-TKI, 4351 4
HAERE (BB Bk R e g e,
KA 72.11.15.6. 16 I HZ# k4= T ADR. ADR4ZELL
— BBy h 3 (85/120, 70.83% ) , Hyk hy ™ 14 (27/120,
22.50% ) BT i) — i 1 (6/120, 5.00 % ) F1 397 4 7™ 5 (1)
(2/120,1.67% )., EGFR-TKIZ{ ADR /3253 2,

*&2 EGFR-TKIZ ADR %3
Tab 2 Classification of EGFR-TKI induced ADR

ADRAM, fl X
S O
FHEE 53 13 5 | 72(60.00)
WEER 5 6 0 0 1109.17)
Pk JE 13 2 0 0 15(12.50)
Brikle 2 3 1 0 6(5.00)
JEkER 12 3 0 | 16(13.33)
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T 52 W08t 22 IR 30 mg, AT G 24 i W] T 25
Ko A 16 BB TS e R 1R, B
150 mg, 7S 25 dh W B ZY 2K . A 6 Bl A
By Je o A BT N 338 3 R, B 125 mg, BI4F
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AE IS TE) 3 A LR 3

%3 EGFR-TKIZ ADR K% & E 9%
Tab 3 Distribution of occurrence time of EGFR-TKI
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25 ADRERBE/RGRIEIRKRI

TR BN R G R R IR S LR R
ENZE- % AN ki AN A e Ao = g i
FEE MK ELERIA K e R 8T Bt
7 U JHDIRE S H 07 L BTG A K | o
FEFH s /MR TR AR . B B/ RGN
MR RGP E B IR S LR % IR R 0 3 5%, I
PRAEZEFRI A B FEME] 95 IR A 5
IRe . PR e R LA E/REF LN E W R G d0
TR L E I RS E R S E
S IR FELRBIUCNIETE O B IR S AR
PEI A A 055 . Ry e B AARVE/ RE LN
AR R G40 5 B ik S LR 4013 R R et % B
ARG ES, IGR FERI N AT L% BE
o RPN OB AE, JEIREE RV E/REFE N
R R S FLRHAE L I RSB E IR RSP S I
IR BRI R RS M s JETS 0
%%, EGFR-TKIZ({ ADR i) £ 225 R R B2 4 (24 [R]—
590 M Z A PRFE BT H g8 i1 H G RE ) .
2.6 FHAER

120 {51 #. Hh L 102 151] (85.00 % ) 25 45 24 1 Xof it 42 3
Ja e A 5 12461 (10.00% ) R H e i B R BBk, JLAA
BRI BN 6 491 (5.00% ) [F ADR [ 504k ™5, 8%
i b P S R WL . BGFR-TKI 3 ADR B 3 1 1917
LIS,
3 Tt
3.1 BEEXERIW

120 6] £ 3% [ 4F 5 Sl 25~92 %, #9454 EGFR-TKI
25 i B X 2 AR (=18 % )y 2isk . Hirpr,

HEZED; 202145 32 85 24 1

%4 EGFR-TKIHADR EEMEEIGKRN
Tab 4 Main clinical manifestations of patients of
EGFR-TKI induced ADR
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%5 EGFR-TKIZ ADR £EMFHIFER
Tab 5 Outcome of patients of EGFR-TKI induced ADR
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it 52 2 B A5 FH 20 . 2 RE R G2 AR ) 5 1o sk 5 2
i, H2h Ul B 450 20, MR AR 25 1 1T I IR 2
L, BB ADR [ & A S5 RN ™ E AR AT I 7R (4 3 i
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RGeS, 25 5 P ADR 7 Kz if 35, [] IF s 17 i o e
HIBETT T A

3.3.3 WFAHZRSHE  EGFR-TKISEUH L RS HE W
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