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Clinical Outcome of Treatment with Infliximab in Crohn’s Disease: A Single-Center

Experience

Yeon-Ju Kim, Jung-Wook Kim, Chang Kyun Lee, Hyun Jin Park, Jae-Jun Shim, Jae Young Jang, Suk Ho Dong, Hyo Jong Kim, Byung-Ho

Kim and Young Woon Chang

Department of Internal Medicine, Kyung Hee University School of Medicine, Seoul, Korea

Background/Aims: Our aim was to assess the long-term data regarding efficacy and safety of infliximab (IFX) treatment for
refractory Crohn’s disease (CD) patients in our tertiary teaching hospital.

Methods: We have retrospectively analyzed the medical records of 89 CD patients who underwent IFX treatment between
March 2003 and February 2011 at Kyung Hee University Hospital (Seoul, Korea). The primary outcome measurements were
the rates of initial clinical response (CR) at 10 weeks after the 1st IFX infusion and sustained CR at the end of the follow-up.
Overall adverse events related to IFX treatment were also evaluated.

Results: The mean (SD) follow-up period of eligible 80 patients was 33.7 (21.9) months. A total of 77 patients (96%) showed
initial clinical response, but 8 patients showed loss of response to IFX during the follow-up. Finally, 59 patients (59/77, 76.6%)
showed sustained CR at the end of the study. Logistic regression analyses showed that an initial CR at 10 weeks was the
independent predictor associated with sustained CR (OR 22.286, 95% ClI 2.742-132.717, p=0.001). Overall adverse events
reported in 18 patients (18/80, 23.3%), including 3 serious infection (pulmonary tuberculosis and herpes zoster).
Conclusions: Treatment with IFX was efficacious and relatively safe for refractory CD patients in Korea. An initial CR at 10
weeks was significantly associated with sustained CR. (Korean J Gastroenterol 2013;61:270-278)
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At} Infliximab X =25 A|ZFSIHA] 7|20 Fofsld 5-ami-
nosalicylic acid (5-ASA)A|A|Q} HA

6-mercaptopurine, methotrexate

Z A (azathioprine,
| W} glo] HE
Folslglal, AE|RO|E AAl= T4 T Al ko] S
Skt ol Al infliximab®] HHAgo] o]Folx|7] A
Arol Ak A] ] SEUHS 93] wr)7F infliximabs o
b SEekdAY, EF2A o= infliximabs F
7} o] Zof ;XA f2] Am2 M3t A= HE —Er
(episodic treatment)©. & & 2|5} 0, =
0, 2, 654 infliximabs Foldtyl 85 7HA 0= F2ZF §X4
N2g AW PSS FHA Fof
ment) 0.2 A O|&}q]rt.

Ao YA E3#9l infliximab Fo] & X5 Hhg ¥
CDAT 448 olgelgion] A 47 thy B4} % % =
o] A|HogHE 1054 THdojRel 7] JAF vFS-E(initial
clinical response rate)@} A £7 Ao 7] YA WS
o] §A] ofFel 2&HH YA H-5-E(sustained clinical re-
sponse rate)= ‘%—r"i dolH oIty 27 A e E5
AU W Be 1054 23] SA4o] 2 E o] CDAI
A7) 150 o]3tR 2AE HSE P4 "S- (complete re-
sponse), CDAI A7} 7078 oA} ZHAs}
B SHEA] grot SA4fo] ofAe] doldls AE
partial response), 42 T Ao glo] 105 oY Fol&E &
g3t S FUS(primary non-response) O E il

g o] YA rRo R Wl g wE

2
o
:

M
0
a
=g
@
Q.
=
@
Q.
t
=
@
Q
ot

ool 9l A9 o vk, o] dopleu L e
A7) & i AwTt FAT HE BE Uk, 1 o]9f9
A0S pukgog Aoslgrt w3k Hx Fo] T 10574
CRPE ZA3lo] 50% oA 7Hah Te AAPZRel A9
(normal <0.3 mg/dL), A=9+4] HE-g(biologic response)©]
A= AR Hosigict. A&AQ A w2 27] A Rt
09 Kol B 7hed AT AR 24T A
E7h R vAE dHE fAE AR Fostelrt

3. Infliximab X|2 g G| Z2IX}
=]

o 01‘:‘ A EO@ > 102 A x7] &A A §hS, white
blood cell (WBC), CRP, CDAI £& #elslo] X7 6
AqET & Qe AAE AP

Vol. 61 No. 5, May 2013



N
\‘
N
oy
re
-
oin
ro
ne

710 Zedot I2HOM Infliximabll x|z =it

4. AHY HIt

o] 1] 2X = %2l infliximab X 89| QHAAJL A
B7] 9J5te], 1717k % infliximab Fojo} Fsle] HHAY
St BE FAE-S FUEoRGiT: FAkgo] Aujskal 5ot A
& glol B=AL AN Aol BEH (B2 LAY 498
7% H2-(minor adverse event) & 2Jslal, A H ¢
7|7k 94_7%0]1/} A1 Z18E Aofj(disability) 31 Arge] o]2 7
oL == H
= 5o T

Z+8-0 F (serious adverse event) “J2|s}3ch
A ol g wE Rl 3

N

Infliximab ¢ & dJ
F9 ¥h&(infusion reaction)©.&, o]¥of WAYSE o=
Auj

= s
Z]?ﬂ =N} l H]—OOE ;H_/]*].Oﬂouq :Lo 31,1.;@% T:H—OE:I

W ol Uehtt 492 At

T1o

ﬂ-{

2

&4 Student ttest, WFEY W4 chi-square
test U Fisher's exact testE A|§slo] EA3} T, HE4=
v &%) FHEZHHOE A ABF T Kaplan-Meier &
AL AYsle] AF 27 A|AQ X&H QA b ES FU}
SFLE. o]& A AE 3] EA(logistic regression analy-
sis)2 A|Yo}o] infliximab X & & X|<&2& A} HES-of o3k
= A= 584 AE5AAE ot sttt §A4 T8
J3ES PASW Statistics for Window 18.0 (IBM Co.,
Armonk, NY, USA)E AR89 BAH 494e plol
0.06 Wgtd g 3}t

92 HHAe 2477 AR BEEote] ATl

AT Z 8030 IRE HE BABA(Fig. 1). YA}

554(68.8%)°] 3 Mz ek A9} infliximab % £ A] B4
Z

(Table 1).
F % infliximab £¢] A] ¥+ CDAI AL 2844, H+t
CRPZE 3.37 mg/dLE R5F %A 329 o]qlth Inflixi-
mab F0{9] A5 5§ Ay Heko] 36%5(43.8%), +5
o] 467 (66.2%)0] % om Fof o g = 1M o7t
14(17.5%), 7214 Fol7} 6678 (82.6%)01 et A= Utk
% infliximab Fo7A] -1 7]7ke] HatgkS 55.6+52.6714
o] AF infliximab —roq T A WA Bt
33.7+21.97190]¢tkTable 1).

Infliximab o] TA] 27} B8543 QI OFAll= 637
(78.8%)°] 5-ASA A|A], 15678(18.8%)°] AH Zo|= AA| AL,
6774(83.8%)2 azathiopurine®|4 6-mercaptopurine (6-MP)
5-9] thiopurine AAIE E-83}1 A om 13(1.3%)2 me-
thorexateS #8331 9J 3 tHTable 1).
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| 89 CD patients with IFX

v

v

Insufficient data (9 patients) |

| 80 CD patients with IFX

v

v

Primary non-responder (3/80, 3.8%) |

| 77 CD patients with initial response to IFX (96.0%) |

IFX treatment stopped in
2 patients: pulmonary TB (2.6%)

v

v

8 patients: loss of response (10.4%)
8 patients: other reasons (10.4%)

Sustained clinical response of IFX
in 59 CD patients (76.6%)

v

v

11 CD patients could stop IFX in remission
(14.3%)

48 CD patients were still on treatment with
IFX with sustained clinical response at the end

of follow-up (62.3%)

Fig. 1. Flow chart of the study population.
CD, Crohn’s disease; IFX, infliximab; TB, tuberculosis.
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Table 1. Patients’ Baseline Characteristics 3%(4%)01 9»4&‘:]'(1:19- 1) OEVB]' U= Lﬁ—?l ‘_7\} = %;ﬁ ‘i}ﬁ
© Ho] 3z A A&lo] Ao ™ 0, L3 g2
Characteristic Data (n=80) = Wl WA A A A 278(77.1%), 8 A
H oA 33 (73.3%) 22 9u|glE Aol ¢ldl
Male/female 55/25 (68.8/31.2) g AfellA = o(L ) ouglE Aol Utk
Age 1 (p=0637). E3 ABIA e Bl ALE 42 267
At diagnosis 27.0+8.9 (85.0%), 37™8(82.2%) 0.2 T - Afo]of 9u]gli= Xjol=
At the first infusion of IFX 28.5+10.3 qu’ —0.801) (Fiq. 2
Smoker 14 (17.5) AEr(p=0.801) (Fig. 2).
BMI (kg/m?) 19.8+3.4
Previous abdominal surgery 17 (21.3) 3. X|&=Ql QUAF HEZ(Sustained clinical response)
CDAI 284+79 o o N N
CRP (mg/dL) 3.37+3.67 Z7] A BHE Kol 7799 2t F 24 FR AHA
Montreal classification 20114¢ 8Y7FA] A&A ol A &4 AHHE S8 dx=
A t di i 16/58/6 (20.0/72.5/7.5
eyt /98/6 (20.0/72:5/1:9) 50%(76.6%)019I}. %7] H3-S 1ol $3 ZolA] infliximab
Location (L1/L2/L3/L4) 12/18/49/1 (15.0/22.5/61.3/1.2) L U3t AR B 189 (23.4%)0]90, Yelog =
Behavior (B1/82/83) 63/13/4 (78.8/16.2/5.0) A W 7|7t 2 2A4ke] o= Kol A9 (loss of response)
Indication for IFX treatment I
Luminal CD 35 (43.8) 875(10.4%), HZAY 29(2.6%), 71El 875(10.4%)°]ict. 7€}
Fistulsing CD 45 (56.2) of Yolo i 2AWY Asl6), JAET), FAH FAQ
Treatment schedule
ju=hYes] ;
Episodic treatment 14 (17.5) A Fig. 1),
Scheduled treatment 66 (82.5) Ay W Tl =3 S 7R 3xpE] fiE) 24 oA
D e por 10 °5.6+526 I BT e ATHgkS v SO ST £UE W
st inftusion (Mo
Sl +
Follow up period after 1st IFX 33.7£21.9 ?l %}X]—t 7—']—"1 21%](87 5%)1} 29%](82-9%)3—% T = Zl'oﬂ
infusion (o) L EAHoR ofnjgle Aolk §19ip=0749), AEHA
Number of infusion of IFX 13.8+8.4 (3-37) W ool T Z17) - - o= = 2}
Concomitant medication at 1st IFX SOl M= Z12F 197(79.2%)3 33%(94.2)2.8 + = 1t
Aminosalicylates 3 (78.8) Apol= ¢1%thp=0.161) (Fig. 3). A|&A Q] YA} B8-S HQl
i;ir/oflidlf/lP 13 E;i:i ?’_]'Z]' 59‘:5 = Ozl:rl =g A]X40ﬂ infliximab _r’:'_o%% %—Z]‘(’)’}—j_
MTX 1(13) E $RH= 487 (62.3%)°] 913134 U] 117 (14.3%)2] &
QuantiFERON-TB Gold test 48/7/25 (60.0/8.8/31.2) A= o TS Hol B0 st o] 11139] 3RS
egahe/posTve/ho =0 of el el FAH0R RolE 497} ooR 1EA
Values are presented as n (%), meantSD, or meantSD (range). om E o™ Lﬂ_ l— }57_ 1:]- Tol|t wE Fxls} HE
CDAI, Crohn’s disease activity index; CD, Crohn’s disease; IFX, o _’;041‘ ;:L ZM B o= Tiﬂ = - t L o
infliximab; AZA, azathioprine; 6-MP, 6-mercaptopurine; MTX, me- 36.4714 Fet W FASHATE T2t 1175 9] T4} 5 8T
’giitreialtg._ o 170 A3 — a0 L infliximab £o] ¢ & HAZAAE A5t 79
i - ’ y - ’ y = - o ) o o = 2
PL1, ileitis; L2, colitis; L3, ileocolitis; L4, upper gastrointestinal. < azathiopurine<, 17> methotrexates H-83F3tt
°B1, inflammatory or nonstricturing; B2, stricturing; B3, pene-
trating. 4. XIBHO! A HISO| TS ISQIXE A
27] WS mel 77 A & X% 2H7HA 2|44
¥ &-7tn} Bu] 7 AKinterferon-gamma release assay)& o] oA Hhe-o WOl A} 59T} 27 AT = ZAH)
QuantiFERON-TB Gold (QFT-G; Cellestis, Carnegy, Aus- oI3lE Hof infliximabs S4Hol T4} 8o = 07 U
tralia) test= 7] AWSHATE. o F A AL F HA G o] Z2ke] QAP BASC] o) S Bl e B4
7HA HANA A AdE BEQl 79(8.8%)2 FAol A in- < AESEITE A& A whgoll Hieh thHER 240l A
fliximab ¢} A isoniazid 300 mg< 357 £oJ38l9 11, o] A Bo] T 1054 7] & JAF HRS-(OR 22.286, 95% CI
> o7t Al 8 Al 2.742-132.717, p=0.001)< 223l ASqlo] EA A0 on]
9 A7E HtHTable 2, Fig. 4)
2. &7| AN BEE(Initial clinical response)
Infliximab X =o] & 1034 F7loA] QA UL Kol 5. 0|4 Bt
789 778 (96%)01 o S THo] glo] 105 o[ F o4} Whg F 187(23.3%)014 Hi1E <t} o] & 137
o2 ZTHt 499l TS (primary non-responder) 7L (169%)9] TR AR O] Z&BON} fAF 7] F4F 5L A
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1 Complete response
[ Partial response
Il Non-response

p=0.637
100 A 5.7 (n=2) 2.2 (n=1)
17.1 (n=6) 24.4 (n=11)
80 A
g
@
€ 60
a
0
1
g 40 1 771 (n=27) 73.3 (n=33)
c
[}
20 A
O T 1
Luminal CD Fistulizing CD

[ Biologic response
Il Non-biologic response

Fig. 2. Clinical response at 10 weeks after the initiation of the infliximab treatment.

CD, Crohn’s disease.

1 Complete response
Il Partial response
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Fig. 3. The sustained clinical and biologic response in patients with Crohn’s disease (CD) at the end of follow-up.

Table 2. Factors Predicting Sustained Clinical Response to Infli-
ximab Therapy by Multiple Regression Analysis

OR 95% ClI p-value
Presence of fistula 6.275 0.603-65.361 0.124
Smoking 0.644 0.032-12.913 0.774
Age at diagnosis (>20 yr) 0.525 0.018-14.965 0.707

Age at the 1st infusion (>25 yr) 1.313 0.144-12.008 0.809
Duration prior to 1st IFX (<48 mo) 0.646 0.090-4.623  0.646
Concomitant medication
Aminosalicylates 0.544 0.071-4.199 0.559
Steroid 0.501 0.057-4.413 0.534
Clinical CR at 10 weeks 22.286 2.742-132.717 0.001

IFX, infliximab; AZA, azathioprine; 6-MP, 6-mercaptopurine; CR, com-
plete response.

HoPaL YA 5%(6.4%)°] AJH =2 oulgle o4 vt
0.6 s
)

o= BHor3th(Table 3). °] 67 ¥ 27(2.6%)°] ¥Ah= in-
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A o %ok FRY & sloich 181.3%)2]) B o
A Ro] wpBiglon] Gulolels Xg % ST, 2
(2.5%)9] WA Aol WABT AAs] WA T
% R infiximab o] 2 EH2E SS7AE S40l3)
O QuantiFERON-TB Gold test= A|¥}A] &kt o] &
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S e efldzt BEWA 28 A E A
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227
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53 06-
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Fig. 4. The sustained clinical response in patients with Crohn’s disease at the end of follow-up stratified by of the disease prior to the infliximab
(IFX) treatment (A) and clinical complete response at 10 weeks (B) via Kaplan Meier survival plots.

CR, complete response; PR, partial response.

Table 3. Adverse Events after Infliximab Treatment

Types of adverse events Data
Minor and transient side effects® 13 (16.9)
Acute infusion reaction 2 (2.6)
Serious adverse events 3 (3.9)

Herpes zoster 1 (1.3)
Pulmonary tuberculosis 2 (2.6)
Total 18 (23.3)

Values are presented as n (%).
“Myalgia, flu-like symptom or arthralgia.
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