* 500 - AR HwE kA  Drugs & Clinic FEBE FIW 201743 A

AEE Bt S FOLFOX4 5 X8t KIAE R R R

WEP, LEFR, FAEN, & T
RS )\ TLEERE, ¥ 200030

# OFE: BB BT Z I RPN IS FOLFOX4 J7 ¥ T Bt R E eI T 2. A 1$ 2014 4F 6 H—2015
12 FARIBCE S /\Eil:ﬁfntlﬂzmD’JHﬁzﬁﬂﬂF@Eﬂ%751911’57'\34)%&#% B4 B H BN X TR AL (37 41D FIvGyr 4l (38
#). XHEA145T FOLFOX4 J7 Ri7: 5 1 RFIKREE 4 A SR, 85 meg/m® I F 5% AP 250 mL s {Eif
ITH 1y 2 RN SRS, 300 mg/m? I B A HK 250 mL sy FEER 1. 2 JSH KR v I - ERASVE SV 400
mg/m® JINFIAFEERIK 250 mL o 3T ALAE N HRAL LR T kv v 2 TR S 500 mg/m?®, 1 UK KRR I R > 2 b,
HEE KR >1h, 1RE. 2 FR 1 ATRE, WALEEIRIT 4 AT R SR AR IRTT 2, LA B4 i) i b s
W7KERIA R NSO 855 B9 5, 0T R FNEYT 400 S A B3R 7300 h 40.5%. 52.6%, B HIZ 537020 70.3%. 89.5%,
WAL ZE R A G X (P<0.05). V697 JE, PALMERMEPUR (CEA). BEZEHUR 199 (CA199) /K TF¥BEFFT, [
ﬂmeFwﬁﬁ HAUFEE X (P<0.05); HIRTFAIXSEEIRFRIN N AR A0 AL T 0 i, widlibiez m BRI
N (P<0.05). X Zﬂ%ﬂ‘/ﬁréﬂﬁﬁzujﬁ\iiﬁﬂj} 8.11%. 34.2%, WARZERFII¥E X (P<0.05); HHAL
AN RN R IEE M, S PER PR IR S FOLFOX4 7 RIGTT H M K is BT B MR IR T 3L, AT B&
TCMREAR S KT, 2 rElf, BA— @GR M AHAME .
EBRIA: VU E PRSI T SRR SR RSN HB I PR BEEPR 199
RESES: RI79.1 NEFRERE: A XERS: 1674 - 5515(2017)03 - 0500 - 05
DOI:10.7501/j.issn.1674-5515.2017.03.034

Clinical study on cetuximab combined with FOLFOX4 chemotherapy in treatment
of metastatic colorectal cancer

HU Jian-ping, MAO An-rong, XIN Hai-bei, HUANG He
85 Hospital of People’s Liberation Army, Shanghai 200030, China

Abstract: Objective To investigate the clinical effect of Cetuximab Solution for infusion combined with FOLFOX4 chemotherapy in
treatment of metastatic colorectal cancer. Methods Patients (75 cases) with metastatic colorectal cancer in 85 Hospital of People’s
Liberation Army from June 2014 to December 2015 were randomly divided into the control group (37 cases) and the treatment group
(38 cases). Patients in the control group were treated with FOLFOX4 chemotherapy and iv administered with Oxaliplatin for
injection in the first day treatment, 85 mg/m’ added into normal saline 250 mL. And they were also iv administered with Fluorouracil
Injection in the first and second day treatment, 300 mg/m* added into normal saline 250 mL. In the same time, patients in the control
group were iv administered with Calcium Folinate Injection in the first and second day treatment, 400 mg/m” added into normal
saline 250 mL. Patients in the treatment group were iv administered with Cetuximab Solution for infusion on the basis of the control
group, 500 mg/m?, intravenous infusion of 2 h at the first time, followed by intravenous infusion of 1 h, once weekly. Patients in two
groups were treated for 4 courses, 2 weeks as one course. After treatment, the clinical efficacies were evaluated, and tumor marker
levels and adverse reactions in two groups were compared. Results After treatment, the clinical efficacies in the control and
treatment groups were 40.5% and 52.6%, respectively, the disease control rates in two groups were 70.3% and 89.5%, respectively,
and there was difference between two groups (P < 0.05). After treatment, the levels of CEA and CA199 in two groups were

significantly decreased, and the difference was statistically significant in the same group (P < 0.05). And the observational indexes in
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the treatment group were significantly lower than those in the control group, with significant difference between two groups (P < 0.05).

The total incidence of skin rash in the control and treatment groups were 8.11% and 34.2%, respectively, and there was difference

between two groups (P < 0.05). But the other adverse reactions had no significant difference between two groups. Conclusion

Cetuximab Solution for infusion combined with FOLFOX4 chemotherapy has clinical curative effect in treatment of metastatic

colorectal cancer, can decrease tumor marker levels with good safety, which has a certain clinical application value.

Key words: Cetuximab Solution for infusion; Oxaliplatin for injection; Fluorouracil Injection; Calcium Folinate Injection; metastatic

colorectal cancer; CEA; CA199
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42 ML H:
215 n/ — — — —— — —
I ~ 11 /41 I~ 1V /41 REEZ% I ~ II /45 M~ 1V /41 MEEZ%
papie 37 3 0 8.1 16 4 54.1
R 38 9 4 34.2" 16 5 55.3
JilzRE PRGN i s b
415 il —_ =
[ ~T M II~NEMW  SELERY% [ ~T M T~IVEMW BEERY%
Xt 37 3 1 10.8 4 0 10.8
etid 38 4 1 13.2 3 1 10.5
SE oy oA 15 M
415 /Bl : %@/ : : il % :
I ~ 11 /41 I~ 1V /41 REEZ% I ~ II /45 M~ 1V /41 REAEZ%
X i 37 7 1 21.6 5 2 18.9
NEtid 38 6 0 15.8 6 2 21.1
T ohdn = WS T
415 it Lkl : o —
I~ M~IVEW  BREAEERY% [~ B M~IVEW  BEEERY%
X B 37 8 0 21.6 5 1 16.2
1RIT 38 4 2 15.8 6 1 18.4

SR LB TP<0.05
P < 0.05 vs control group

HYLRE S TAIAT A, AR et 4 S AR
T HE % (DNA), TR N I TR AS 1E
M FIH] DNA B  SZH,  ATi ies 40 1
st SRR mERE AR S IR0 4N i 3012y
V), (EA M N FE AR R 5S-G R e e i AR R IR, 5
DNA [f& ik,

AR ) YR TT 29 0 IS K e v o7 A7
THEE R, VEZA PR T A H
FEIIRYT, BERE 5 R 40 i ) EGFR K AgE Stk
gity, RAEKHNFHEERETMREWRLT, 5
BENARMGHHEAHEVILR. HEZEEGS
EGFR 456 )5, BHWTI R 40 OB 58 (5 5 14k 5, FH
MM A, MR AR TR . A
B R R 1 H ot

CEA 2R ZWEAEEWINETE, Pk
AL T I gee S i BA BRI, S AR CEA 7K1
W, CA199 &P i 1 IR br &4, 2 Fl
Jigeg AL 2R B B AN [RIRR BE IR A Ty, HLAE 4G
T R RGP e . AR R CEA
CA199 1EA4MINFER, LAWK i () 52 Fl e
.

AW CATE 2 & U FOLFOX4 J7 EiGT7

M K i, R T o e bk, 458
STRIBIT AR A R 45 i R 5 2 v T R
H (P<0.05), AT 4 NITFEIGIRTT AR A1
M3 CEA. CA199 7KFAEHATT A B & K (P<
0.05), HIAITHMIMTE CEA. CA199 /K W (KT
XHHR4L (P<<0.05). $&/R"7E FOLFOX4 J5 % [5EAl;
A NP Z B R, B e R R
G 2, SR B . HEN LN T 75 238
AP E AR R 40 B IR 251, FHIET DNA 1118
SRR, AT S BYDFETRD 5= 550 bR W e K 4445 21
PRI T VR UL

S RN RSN BER DAL W A SN 95
PR BRI REAN R VESE, 5 N AP ORI E —
ST s N D 2 IR T R R R B R
AN RN, 2R B Y R I A A1 ] i Ao
AR . HAWAS R N EFEIEVS . Xk, R IR
DRt 2w e b R, EEA R RNV,
LM ANIE A BRI AT, R IR RIAS B SN T 5%
WYEIT o EAR KRN, R R A%
PSR T Eh BT, ALY T /A
HALIE RN B, st fE fEpn s tE . g
15 B DIRe A RN IR A A2 2235 0 W 5



* 504 - R H ¥ E %A Drugs & Clinic

EnE H3W

201753 A

ZE S

gi bpmik, VO
Ut g
WREVIKF,
UINIER

S 3k

[1]  Yamada Y, Takahari D, Matsumoto H, et al. Leucovorin,

$hﬂ#~ FOLFOX4 ﬁﬁ(n

)
s:m
(A

g NI

Hﬁ*%ﬁ‘]llﬁﬁk?&fp@ﬁﬁ

fluorouracil, and oxaliplatin plus bevacizumab versus S-1
and oxaliplatin plus bevacizumab in patients with metastatic
colorectal cancer (SOFT): an open-label, non-inferiority,
randomised phase 3 trial [J]. Lancet Oncol, 2013, 14(13):
1278-1286.

[2] Bendell J C, Bekaii-Saab T S, Cohn A L, et al. Treatment
patterns and clinical outcomes in patients with metastatic
colorectal cancer initially treated with FOLFOX- bevacizumab
or FOLFIRI-bevacizumab: from ARIES, a
bevacizumab observational cohort study [J]. Oncologist,
2012, 17(12): 1486-1495.

Bl 1 T, B 5k, BENL S TR RS T
EaéA FOLFOX4 5 S&3R 77 WY1 T et ;82 (10 i AROUL ¢

1. R 25, 2016, 27(8): 1078-1081.
[4] Van Cutsem E, Lenz H J, Kéhne C H, et al. Fluorouracil,

leucovorin, and irinotecan plus cetuximab treatment and

results

RAS mutations in colorectal cancer [J]. J Clin Oncol,
2015, 33(7): 692-700.

[5] World Health Organization. Handbook for Reporting
Results of Cancer Treatment [M]. Geneva: World Health
Organization, 1979.

[6] Basch E, lasonos A, McDonough T, et al. Patient versus
clinician symptom reporting using the National Cancer
Institute Common Terminology Criteria for Adverse
Events: results of a questionnaire-based study [J]. Lancet
Oncol, 2006, 7(11): 903-909.

[7] Franklin H R, Simonetti G P, Dubbelman A C, et al.
Toxicity grading systems A comparison between the

WHO scoring system and the Common Toxicity Criteria

[10]

[11]

[12]

[14]

[15]

[16]

[17]

when used for nausea and vomiting [J]. Ann Oncol, 1994,
5(2): 113-117.

Nishihara R, Wu K, Lochhead P, et al. Long-term
colorectal-cancer incidence and mortality after lower
endoscopy [J]. N Engl J Med, 2013, 369(12): 1095-1105.
Siegel R, DeSantis C, Jemal A. Colorectal cancer statistics,
2014 [J]. CA Cancer J Clin, 2014, 64(2): 104-117.
LRAER, K& JH, =fh#, & wIH KRR SOX 5
FOLFOX4 J7 %€ — 2 Ay b A A7 5T i 5% Wi B L oS LA
9% [J]. AR R A, 2014, 21(18): 1445-1450.
A=A BB R BRI AT 0T 18 e 4 0 T L G G A
FIFIATFT [D]. P42 PP, 2008.

FERRIE, EHORL, BR WG, A5, S5-9R MENE S R 40
MOV TR ST (3], KHE RS Bt 4, 2008, 10(3):
207-210.
Montagut A, Bellosillo B, et al

Identification of a mutation in the extracellular domain of

C, Dalmases

the Epidermal Growth Factor Receptor conferring cetuximab
resistance in colorectal cancer [J]. Nat Med, 2012, 18(2):
221-223.

Uehara M, Kinoshita T, Hojo T, et al. Long-term
prognostic study of carcinoembryonic antigen (CEA) and
carbohydrate antigen 15-3 (CA15-3) in breast cancer [J].
Int J Clin Oncol, 2008, 13(5): 447-451.

Zhong W, Yu Z, Zhan J, et al. Association of serum levels
of CEA, CA199, CA125, CYFRA21-1 and CA72-4 and
disease characteristics in colorectal cancer. [J]. Pathol
Oncol Res, 2015, 21(1): 83-95.

TRAmE, BEAK, T F PR RS FOLFOX4
T3 AT R M 2l 1 W v8 9T vP IR I DR I AN 18 43 A
(1. PEBARZYIR L, 2016, 10(4): 135-136.

DHRE, & OB, R, S5 R RHIRS S R
FVBAM T 7 508 e A% vk 45 L W /E HT I R 8 VR AR A
Meta 7387 [J]. T HEIGKREE S, 2014, 21(1): 68-74.
e, o FR A R, g R RHIRG TR
IR LG B A AT ROWEE 0], 8 bRt
Jkik, 2015(6): 584-588.



