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Prospective Study of Tacrolimus in Induction Therapy of Lupus Nephritis

XU An- ping, LU Jun, LIANG Yan-yi, WANG Zzhen, LI Jin- gao, WAN Xia, LAl De- yuan, HUANG Hu- hui
( Department of Nephrology, The Second Affiliated Hospital, SUN Yat- sen University, Guangzhou 510120,China )

Abstract: Objective To evaluate the efficacy of tacrolimus as the induction therapy in the patients with lupus
nephritis (LN). Methods A prospective study was conducted in 40 patients with urinary protein excretion = 1.5 g/
d, normal renal function and class , , of LN proven by renal biopsy. They are randomly assigned to either
tacrolimus 0.1 mg (/kg d) for 6 months or intravenous cyclophosphamide (CTX) 1 g monthly for 6 month in addition
to corticosteroids. The baseline characteristics between the two groups were no significant differences and the
efficacy were compared. Clinical efficacy was defined as comlplete remission (CR), partial remission (PR), and no-
response (NR). Results There were 3 patients in tacrolimus group and 4 patients in CTX group that withdraw from
the study for 3 month treatment. The remission rate after 3 months in tacrolimus group (76%, CR 5/17,PR 8/17) was
significantly higher than that of CTX group (37.5%, CR 2/16,PR 4/16). The remission occurred in 15 out of 17
patients (88.2%, CR 11/17,PR 4/17) in the tacrolimus group and 10 out of 16 patients (62.5%, CR 5/16, PR 5/16)
in the CTX group at 6 months. Tacrolimus as induction therapy was found to be more effective in improvement of
the edema, proteinuria, serum albumin and SLEDAI, and better tolerated with less adverse effects. Condlusions As
induction therapy of LN, tacrolimus combined with corticosteroids was more effective than CTX therapy.
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Table 1 The baseline characteristics of tacrolimus group and CTX group

Group  n Age(years) Sex (WF) Pathological type (Type / / )  Urine protein(24 h)  Hematuria(n) Serum albumin(gL) ~ SCr(umol/L) ~ A- dsDNA positive rate (%) SLEDAI
Tacrolimus 17 2910 215 311212 46432 13 2516 92445 n 1616
CTX 16 31£10 313 411012 44429 12 2616 85439 69 1616

SLEDAI: systemic lupus erythematousus disease active index; CTX: cyclophosphamide; SCr: serum creatinine
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Table 2 Clinical measurement data indicators between tacrolimus group and CTX group

Item Group 0 month 3 month 6 month F P

Urine protein (/24 h)  Tacrolimus 4.6+3.2 1.5+£1.3Y 0.8+0.9% 12.57 0.000
CTX 4.4+2.9 2.6£1.7Y 1.741.49 6.64 0.003

t 2.14 2.27

P 0.040 0.031
HB (g/L) Tacrolimus 93+16 115179 118+22Y 7.11 0.002
CTX 95+23 104+18 110+21Y 3.78 0.030

t 1.80 1.33

P 0.082 0.192
Serum ALB (g/L) Tacrolimus 2445 42+6Y 44+8Y 13.81 0.000
CTX 25+6 3679 38+8? 6.69 0.003

t 2.80 1.94

P 0.009 0.061
SCr (umol/L) Tacrolimus 92+45 85+32 88+27 111 0.338
CTX 89+40 9135 83+27 1.38 0.261

t 0.54 0.51

P 0.591 0.617
C3 (mg/L) Tacrolimus 4124230 820+290% 980+320Y 11.26 0.000
CTX 4364240 640+260" 860+310Y 8.10 0.001

t 1.87 1.10

P 0.072 0.282
C4 (mg/L) Tacrolimus 105+52 150+60% 170749 5.06 0.010
CTX 112+62 12670 150+80% 4.19 0.021

t 1.06 0.77

P 0.297 0.446
SLEDAI Tacrolimus 16.346.2 6.1+2.9Y 4.1+2.5Y 15.53 0.000
CTX 15.845.7 9.3+4.5Y 6.8+3.3Y 7.40 0.002

t 2.40 2.59

P 0.023 0.015

1) compared with 0 month in groups, P< 0.05. SLEDAI: systemic lupus erythematousus disease active index; CTX: cyclophosphamide; SCr:
serum creatinine
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Table 3 Clinical enumeration data indicators between tacrolimus group and CTX group %(n/N)
Item Group 0 month 3 month 6 month X P
Hematuria Tacrolimus 76(13/17) 35(6/17)Y 6(1/17)Y 17.93 0.000
CTX 75(12/16) 56(9/16) 37.5(6/16) 4.57 0.102
X 1.46 4.93
P 0.227 0.026
Edema Tacrolimus 47(8/17) 0 0
CTX 44(7/16) 19(3/16) 6(1/16)" 6.60 0.037
ANA positive rate Tacrolimus 88(15/17) 71(12/17) 35(6/17)Y 10.82 0.004
CTX 87.5(14/16) 81(13/16) 50(8/16)" 6.54 0.038
X 0.10 0.73
P 0.758 0.393
Anti- dsDNA positive Tacrolimus 71(12/17) 35(6/17)Y 12(2/17)Y 12.50 0.002
rate CTX 69(11/16) 56(9/16) 35(6/16) 3.19 0.203
X 1.46 2.97
P 0.227 0.085
1) compared with 0 month in groups, P< 0.05.
4
Table 4 Adverse effects between tacrolimus group and CTX group
Group n Alimentary symptom Elevating aminotransferase Elevating glucose  High blood pressure  Elevating SCr Infection ~ Leukocytopenia  Thrombocytopenia
Tacrolimus 20 3 2 2 1 1 2 0 1
CTX 20 5 4 0 1 2 5 2 0
CTX: cyclophosphamide; SCr: serum creatinine
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