+ 1128 « AR HwE kA  Drugs & Clinic F30E Lo 201549 A

HEANZMERERTFZ - A SERRTIEESENFRHREX
TI R AY I R A 52

XK, FAME, FRA, PR, TR 5 £
WAL S 2524 B b i A R Bg, 916 T4 442000

B E:. BM SHTEAN T RMRIRIERE T2 0 - PURml & 8 i y7 64 8 AR R I RINIBIRT . A& wH
2010 4F 9 A—2013 4 9 Ik 25 2= e I A U B S0 ia 1R I 4 5 4N AR e R PR DG R A8 L 100 9, BEAIL S A ) 4 NG
ITAL, WAL 50 Fl. WAL T HAZIWIETT o JRIT AIAERT RN R T i S A A 1T B MR RS8R 732 4 - $iL
WREEH A, 0.4 mgkg, 2 K. WGIT 3 A H G SO LSBT R R, 58 DRCREE, W2 1124 gg IR 2 A
T4k - Pk EE AN 1K/ WAIESEIT 6 A BB ARG 2, [FII LB AL I6 97 7T G RERAE IR T o
(INF-o)\ C RMNEF (CRP). AEAFE-1p (IL-1B). HJAEJEE AE-3 (MMP-3). B IRIE/ME) I (B-CTx). MRk
B (ALP). H40HTH40 (WBC). 1yt (ESR) Ff/MRIHEL (PLT) ARk, BRIPEARTR . L2~4 JEAE E AR
Ward’s =B SR DL. &R JAITE, NEBARBTANBEES NN 68.0%. 88.0%, WUlILEXERAH ¥
BEX (P<0.05). 1J7)G, PiglEJL TNF-a. CRP. IL-18. MMP-3, WBC. ESR. PLT /K V¥ E3E Fi, ALP W3 Thm,
FALEIT TG 2 R A G =R X (P<0.05); BB AMSGEREL T A, WAL ZER AR RN (P<0.05). i
S0, WL UEMEIEAL . EMEMAL 1 %5 B B35 BT, SRITaTAILL 22 A Gorh 2% X (P<0.05): HAYr 4Lidyy o MEMEIE
P BEEMEONAT B2 B 3 s T L, PR ZE R A G4 (P<0.05). 518 AL [T AUMRIRFE N 1524k - Pkl
G AT AR 5 RGN ERE R SG R BRI MG IRIT 3L, W ot LB BB AR, LA FALHI T g 55 PR E ) LI 28
SERFIK T K.

XHRIA: EALN IR RIRGE N 1520 - PURRG B SRR RIS 98 IRIRAEIR - s C ROMEE T AR 5-1B:
e R EON-3; BRI W T i iy

HESES: RI8S5 MHERERD: A XEHS: 1674 - 5515(2015)09 - 1128 - 05
DOI:10.7501/j.issn.1674-5515.2015.09.019

Clinical study on Recombinant Human Tumor Necrosis Factor-a Receptor I : IgG
Fc Fusion Protein for injection in treatment of non systemic juvenile idiopathic
arthritis

LIU Ya-dong, LU Xiao-wei, LI Han-xiang, HU Lan-xiang, HUANG Cheng-xiao, Gao Chao
Dongfeng Hospital, Hubei University of Medicine, Shiyan 442008, China

Abstract: Objective To investigate the clinical effect of Recombinant Human Tumor Necrosis Factor-a Receptor II : IgG Fc Fusion
Protein for injection in treatment of non systemic juvenile idiopathic arthritis. Methods Patients (100 cases) with non systemic
juvenile idiopathic arthritis in Dongfeng Hospital, Hubei University of Medicine from September 2010 to September 2013 were
randomly divided into control and treatment groups, and each group had 50 cases. The patients in the control group were given routine
drug. The patients in the treatment group were sc administered with Recombinant Human Tumor Necrosis Factor-o, Receptor I : IgG
Fc Fusion Protein for injection, 0.4 mg/kg, twice weekly. After three months, the dosage was adjusted according to the state of illness.
If clinical effect was better, the dosage was adjusted once weekly. The patients in two groups were treated for 6 months. After
treatment, the efficacy was evaluated, and the changes of TNF-a, CRP, IL-1B, MMP-3, B-CTx, ALP, WBC, ESR, and PLT in two

groups before and after treatment were compared. The changes of bone mineral density about forearm, L2 — L4 lumbar normotopia
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and side position and the femoral Ward’s triangle in two groups were monitored. Results After treatment, the efficacies in the
control and treatment groups were 68.0% and 88.0%, respectively, and there was difference between two groups (P < 0.05). After
treatment, the levels of TNF-a, CRP, IL-13, MMP-3, WBC, ESR, and PLT in two groups were significantly reduced, and ALP was
significantly increased, and the difference was statistically significant in the same group (P < 0.05). And these indicators in treatment
group improved better than those in the control group, with significant difference between two groups (P < 0.05). After treatment,
bone mineral density about lumbar spine normotopia and side position were significant increase, and the difference was statistically
significant in the same group (P < 0.05). After treatment, bone mineral density about lumbar spine normotopia and side position in
treatment group were significant higher than those in the control group, with significant differences between two groups (P < 0.05).
Conclusion Recombinant Human Tumor Necrosis Factor-a ReceptorIl: IgG Fc Fusion Protein for injection has good clinical
efficacy in treatment of non systemic juvenile idiopathic arthritis, and can improve osteoporosis, whose mechanism may be associated
with lower levels of serum inflammatory factors.
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"P <0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment
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Table 4 Comparison on changes of bone mineral density between two groups ( X£5,n=50)
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