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Efficacy and Safety Observation of Infliximab in the Treatment of Crohn’s Disease and Analysis of Influen-
tial Factors

CHEN Hefeng', YANG Wanhua', YAO Weiyan®( 1. Dept. of Pharmacy, Ruijin Hospital, Shanghai Jiaotong Uni-
versity School of Medicine, Shanghai 200025, China; 2. Dept. of Gastroenterology, Ruijin Hospital, Shanghai
Jiaotong University School of Medicine, Shanghai 200025, China)

ABSTRACT OBIJECTIVE: To observe therapeutic efficacy and safety of infliximab (IFX) in the treatment of Crohn’s disease
(CD), and to investigate its influential factors. METHODS: In retrospective study, a total of 120 CD patients received IFX treat-
ment in our hospital during Jan.-Dec. 2015 were selected as research objects. All patients were given IFX for injection 5 mg/kg intra-
venously at 0, 2nd, 6th week and later every 8 weeks continously. Therapeutic efficacy indexes (body weight, CRP, ESR, WBC,
mucosal healing under endoscope) , liver and renal indexes (ALT, AST, AKP, y-GT, TB, DB, Cr), the occurrence time of
ADR, organs/systems involved, clinical manifestations and outcomes were compared before and after treatment. Influential factors
were analyzed. RESULTS: Compared with before medication, body weight of patients were increased significantly, while ESR
were decreased significantly, with statistical significance (P<<0.05). There was positively correlation between above two indexes
(r=0.275, P=0.016). Mucosal healing was found in 78.57% of patients by colonoscopy. There was statistical significance in the
levels of AST, AKP and Cr before and after treatment (P<<0.05), but those indexes were increased slightly. AKP exceeded 2 times
the upper limit of normal value in only 1 case, but AST did not exceed 2 times the upper limit of normal limit, Cr did not exceed the
upper limit of normal value. There was no statistical significance in CRP, WBC or other liver and renal function indexes before and af-
ter treatment (P>>0.05). There were 24 cases of ADR with incidence of 20.00%. Respiratory system, digestive system, skin mucous
membrane, body defense and other organs/systems were involved, mainly manifestating as uper respiratory tract infetion, liver func-
tion indexes order etc. Ten patients (41.67% ) delayed the treatment, and 6 cases (25.00% ) discontinued. Standard rate of ESR in pa-
tients with regular/primary medication (78.21% ) was higher than those with intermittent medication history (57.14% ) , but without
statistical significance (P>0.05). Combined use of mesalazine had no significant effect on the increase of AST and/AKP (P=0.002).
CONCLUSIONS: IFX significantly increases body weight of CD patients, decreases ESR and improves mucosal healing. It shows def-
inite therapeutic efficacy. It is suggested that CD patients should use IFX regularly. The overall.safety of\lFX is good, but it may cause
transfusion reaction and transient increase of liver function index. So, the patient’s condition sHouldwbe closely monitored during the in-
fusion. [especially for liver function of those with drug combination (mesalazin€, etc.)]

KEYWORDS Infliximab; Crohn’s disease; Therapeutic efficacy ;/Safety’; Influential factor
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AN R R/ 3 ) 8 Excel 2007 #Fid 5k B
FPES] AERS 20T ik IFX 28 G912 L IFX
BB RFIR G 25 i A — Wk} R L C b 8
[1(CRP) LA TR (ESR) | A4 E(WBC) (N
B TR DU AT SR b, N R Al (ALT) |
KA TREE 2 (AST) FPEBEIRRAG (AKP) \y- 2 BEF:
KRG (p-GT) L BHZL R (TB)  H42AHZL % (DB) LR LET
(Cr)ZE 1 ThREFE 5 , LA S ADR & AR IS [] | Ilf6 R 22 B A
BRI o 2 TR AR R T OE R BRI BR R S
WL SEH R = 2 6 AR SR BB BB $ < 100% .
ADR # BUA T 1 24 A B SR 2 45 0 A D4 B T 2 )1
PEFFARDGE K ™ AR B VA . R R R 24, AR5
H 2 Ja e e A A N B 5 — I 2
1.5 FitEHE

K FH SPSS 19.0 5t Bt A T 581+ br o T %
BHLAX + 5 3R R R ERFA IEA SR A R 3 sk
SRBRAEI 5 THECRR A S 5 4 LR, R A
55 5%, Fisher fiff UJ A %46 35 5 AH 5 14 43 A % JH Pearson Fil
Spearman /3. P<0.05 AZEFAH G E L.
2 H£R
2.1 JTUEEHR

52y g, B 2GR R T B RN (P<
0.001),ESR i 3 F 4 (P=0.018) , 2 H G i+ &
s 25T )5 ) CRP FIWBC s, 2 F ¥ G240 X
(P>0.05) . FHIM: /3 Hrah L2, ESR AR 5 145
8L 5 B % EAH ¢ (5.=0.275, P=0.016) ., CRPY
ESR \WBC 19 53 % A FH 25 HiT 1) 25.00 % = 3881 % F [
2 251 3.26% ~23.53% . W44 & TROWCHI 2 )5

FRATIBEIEAE A 1L B (78.57% ) /nEEIEAA . B
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x1 BERAANNETIIERILER (x£s)
Tab 1 Comparison of therapeutic efficacy indexes be-
fore and after medication(x £ s)

i ] KFift kg CRP,mg/L ESR,mm/h WBC,Xx10'L"
TR 52.55+10.48 10.17£20.14 18.12+1581  5.92+1.66
fogs 119 104 101 111
SRR, % 25.00 38.61 18.02
M#ijE 55.66+10.55 9.11+1627 1501+1743  585+1.61
g 119 87 85 92
SHA, % 19.54 23.53 3.26
ETIEES -3.12+494 1.69+22.18 3.88+1390 0.16+1.77
t -6.891 -0.682 2417 0.840
P <0.001 0.497 0.018 0.403
g 119 80 75 90

T % "R DI AT IR SR 0 B G 4 Fos i D AE ]
T [ B0 2 SR ) R BB

Note: “ * 7 means the number of patients with this record in the
medical record; “#” means the number of patients with this record in the

medical record both before and after medication
2.2 BHBINEEsEHR

P25 HT, 88 IF S Zh BB A8 A5 1Y 5 5 [0~
3.96% ; 125 )5 , bk Cr 4T A JH B D) BEFEARIST %34
A T, R 3.03%~9.59% kg FIZi il AST (P=
0.029) #1 AKP(P=0,006 ) lEHN22 A Ge 75 s
2y E Leri R e R B A it B L (P=
0.0107% (HLIA S 3 1 {8 B BR (97 pmol/L) , 5 ¢
J9 0 HER B HRETEAR LA, 22 S ¥ e B L (P>
0.05), FEIL#E 2.
2.3 ADR

®2 BERANBMBERERILE (xS

Tab 2\ |Comparison of liver and renal function indexes before and after medication (X * s)

5] ALT,IU/L AST,IU/L AKP,IU/L 7-GT,IU/L TB, pmol/L DB, umol/L Cr,umol/L
2T 16.06 + 10.80 16.22+6.71 61.03+25.36 17.79 +15.39 10.86 +6.83 1.09+1.22 59.89 +14.30
iy 101 101 99 98 101 98 99
RHE 9 0 1.98 2.02 3.06 3.96 0 0
iR 21.01+18.74 21.24+18.76 72.03 £40.58 20.27+19.96 13.18+8.08 1.95+2.68 63.58 £15.22
folgc 81 79 71 67 73 66 73
SRR, % 4.94 5.06 8.45 448 9.59 3.03 0
t -1.639 -2.223 -2.828 ~0.875 -1.300 -0271 -2.641
P 0.106 0.029 0.006 0.385 0.198 0.788 0.010
g 73 73 64 60 66 60 67

T % IR I AT SR I R E I 47 2o P R TN T S ) B4 20T s ) S 1915

Note: “ * ” means the number of patients with this record in the medical record; “#” means the number of patients with this record in the medical re-

cord both before and after medication

2.3.1 JEAIENL 246 FE W A ADRIES® K
HE %k 20.00% (24/120) . o 7855 2 3 HZ 54 10
#1(41.67% ) o &= ADR,TESS 1.5 A2 5 &4 4 4
(16.67% ) i3 % ADR, HoAth ADR & A= i [0] 23 51 4 26
4R (3H,12.50% ) 55 6 IR (24511, 8.33% ) 55 9 ¥k (1 4],
417%)Z5)5 4 TH1(29.17% )ADREMZi )5 1 d N &
Ao ADRIGIRFILES KW Ak B2 RRZG RS HLAA B 1
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ADRGEARIBCHTA PTG , S AR bR HA R I TE 7 5 1
A VAR RS R B8N, B &1 2 BEVTG Y75
THERAE o
#*3 IFXHADREXRFE/RERIGKFTI
Tab 3 Organs/systems involved in IFX-induced ADR
and clinical manifestations

W/ RS B W, %
W R4 7 29.17
RS 6 25.00

I R B ()
LIPIE L (7)
JEhBEdE bR S (4) 5 0 MRk (2) 5 B9
(1); B2 () BT RE(D

R R AR 4 16.67 9% JEFE(4)

RN 4 16.67 YL (AT e L) (3) s e (1)
IR 2 8.33  HAUMWA(2) SR (1)

DI RS 1 417 IR L) 5 TFREEL (1) s D Hf X ANTE (1)

2.4 HIMEZRDHT

ESR RSt K 2 RE S i R 3R 23 Fr 485 512003l DL
Fa K5, HERATH, BAZF TG FE L (P>
0.05) , [ AL/ 7 Uk 24 F8. 4% 1Y ESR SE AR 28 78.21%
(61/78) , &5 T4 R BN 245 5 % (57.14% , 4/7) s A/ B IR
FH 24 5878 AR R J5T 55 8% o 8t A ) B 2 50 3 B s
[72.73% (80/110) vs. 44.44% (4/9)]. HFE 5T %1, 4
FUDRIERT B AST \AKP K75 EFHA 35 70
(P=0.002) , A [RZ0F - TFE DHRER I AN B35

F4 ESR KREXZMEARSTER

Tab 4 Analysis results of influential factors of ESR

and body weight
5iH PR ESR(n=85) M:)ﬁ;‘i(nfm)
EH R Hom, o
el L 43 42 " 56 © 22 0,690
'S 22 8y 0 28 13
A <16% 3 2 6 4
7~40% 57 15 0301° 69 30 0356
>40 % 5 3 9 1
s Iel A oy 29 5 32 15
417 7 4 0248 9 6 0450
[HESY 7 29 1 43 14
BIHEE H 17 5 0918 28 7 0562
x 48 15 66 18
IFXHZG M/ ERAZE 61 17 a7 030 e
fRBHZ S 4 3 4 50
& B A L T 5 oo
I 55 19 72 30
AHRFEDHE A7 21 5 0,535 27 9 0487
N 4 15 57 26

T BR® % 724 Fisher By DIMEAR A IR 1, A48 gy 1600
Note: others were chi square tests except that “ * ” is Fisher exact

probability method test
3 itig

ACCENT I \ACCENT Il .REACH % Z /1~ KRl R
TG K [ P9 A Z2 0 AR 5T 2L ESE TFX X CD B 28 iR
Al ik 36% ~88% """, CRP.ESR.WBC %5 % 5iF $8 b A
Al CD & B B BB S G IR 2 . A
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®6 AFEIIREHMERSINER(P)
Tab 5 Analysis result of influential factors for liver
and renal function (P)

JiH AST AKP Cr
51 0.845 0.360 0.806
A 0.658* 0.162* 1.000*
LI 1.000* 0.642* /

A TG RS 0.394* 0.691" 0.593
N IESUE N 0.002 0.002 0.104
HHE 0.221* 0.388* 1.000
A s 1.000" 1.000* 1.000

TE: B© % 7y Fisher B PIMER AT TGS , HA Iy R s /7 FR
SR ERXT Cr G , it A A A 53 B

Note: others were chi square tests except that “ * ” is Fisher exact
probability method test; “/” indicates that hepatitis B history has no in-

fluence on Cr, so no analysis has been made

FAER BN, )W IFX 5 , CRP .ESR . WBC Y 5%
M 2GR 25.00% ~38.61% | 42 24511 3.26 % ~
23.53% , SRR RO IR A -, BHREARECD
LAY 4 e R, ASHIFSE o AR N TFX 1R 5 i B
BN, H5 BESR TR & A, E—2E T
IFX M7, AN, PNBE T B 75 @A & CD JRJT AL
RPN FEFR", AT 78.57 % Ak B nlik B Zh
B AN A, FEAUESE T IFX Al i ik iz i 2 A 5 | i35 i

IFX & AU Bk & (1g) G 4 7, il 5| & e
925 S I PR R IFX B AR 023000 o TRl ARG
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T 38 AR ST 38 iR I A )k I 2 s B B sy o BRI
IFXAE A0, b B 5, 25 FE 3 B 4 b i i
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FEor75 SRATT R A B AR RS B BB T4 T K-
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