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[ Abstract] Objective  To observe the clinical efficacy and safety of low-dose tacrolimus ( TAC) combined with
tripterygium(TW) in treatment of steroid-resistant nephrotic syndrome (SRNS). Methods The patients, who were diagnosed
with mesangial proliferative glomerulonephritis (MesPGN) and focal segmental glomerulosclerosis (FSGS) by biopsy and failed
to respond to a 3 month treatment with prednisone (1 mg/[ kg * d], maximum 60 mg/d., were randomly divided into 2 groups
(TAC+TW group and TW group). Initially TAC+TW group took TAC 0. 05 mg/(kg *+ d) 2 h after meal at a 12 h interval;
the plasma TAC level was examined after 3 days and was kept at 1. 5-4 ng/ml; meanwhile, TW was given at 60 mg/d before
meal. TW group only took TW(60 mg/d before meal). The efficacy, adverse reactions and plasma TAC levels were observed in
each group. Results (1) Totally 20 patients met the recruitment criteria, including 11 in the TAC+TW group and 9 in the TW
group. The age, sex, time of onset. blood pressure, 24 h urine protein, serum albumin, creatinine, cholesterol, triglyceride,
fasting blood glucose, renal pathology types and period of prednisone use were similar between the two groups. (2) In TAC+

TW group the urine protein began to decrease one month later; 12 months later,8 cases had complete remission (72.7%), 2 had
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partial remission (18.2%) ,and 1 was ineffective (9.1%), with a total effective rate of 90. 9%. In TW group the urine protein

also began to decrease one month later; 12 months later only 2 cases had complete remission (22.2%), 4 had partial remission

(44.5%), and 3 were ineffective (33.3%) ,with a total effective rate of 66.7%. (3)In TAC + TW group the plasma protein

was significantly higher than that before treatment; the plasma protein recovered to normal level after 6 month treatment.

However, there was no significant increase in TW group. The pre- and post-treatment serum creatinine levels were similar

between the two groups. (4) The incidence rates of adverse reactions were not significantly different between the two groups.

Conclusion

Low dose TAC combined with TW can effectively decrease proteinuria in patients with SRNS, generating a higher

rate of clinical remission; meanwhile, the patients have a good tolerance and less adverse reactions.
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Tab 1 Comparison of clinical characteristics (baseline) between two groups when entering the groups
Index TW group TAC+TW group P

N 9 11
Age (year) 40.7+£11.9 42.8+13.5 0. 36
Gender(male/female) 6/3 7/4 0. 90
Duration since onset of the disease ¢/month 5.2+2.9 4.0£2.2 0.11
Blood pressure p/mmHg 126.0£15.3 125.3+£15.7 0.46
Diastolic pressure p/mmHg 75.1+11.8 77.7£9.7 0.29
Urine protein (g + 24 h™1) 5.64+1.9 6.0+1.4 0.28
Creatinine ¢g/(pmol * LY 87.849.9 89.149.6 0. 39
Albumin pp/(g * L™ H 24,.3%+2.6 23.0+£3.3 0.18
Cholesterol ¢g/(mmol « L™ 1) 8.9+1.4 8.4+1.6 0.23
Triglyceride cg/(mmol « L™1) 3.440.9 3.040.6 0.18
Histology n 0.88

Mesangial proliferative glomerulonephritis 3 4

Focal segmental glomerulosclerosis 6 7
Duration of 1 mg « kg~ ' « d~! prednisone ¢/week 8.340.8 9.242.0 0.11

TW . Tripterygium; TAC: Tacrolimus. 1 mmHg=0. 133 kPa



S5 12 AR LT HE, A /R Al v 5 R IS R

DT Z IR IT B ARG B 2 A B IRAE 5

» 1343

2.2 WRFK HE TACHTW HiBIrE 14
HJERE AT T W20 o 0,55k 3
(27.3%) BB RE R 27. 3% 097 3 M A G %4
i 2 (18, 2%, HAT g 7 H1(63.6%), ToRL
2 B(18.2%0) , A RCHE N 81. 8% 51RIT 6 M H 4
i 391 (27. 3%0) IR G 7 B (63.5%0) LR 1
(9. 1%) , BARE 90. 9% M &= 12 > H I 5¢
LR 8 (72, 7% JEBA AR 2 B (18, 2%) . LR
1HC9.1%) , BAKZE 90.9% ., TW A RIFEBIF 1
A A G RE AT AR TE— 6 5E % A 2 B
Wi IBIT 3 N H IR &% 0 B, H % 5
Bl (55. 6%, ToAK 4 Bl (44. 4%, B AR E R
55. 6% :3RYT 6 M H AWM 1 BI(11. 1%) . 585 %%
fift 5 B (55. 6%) . ToAK 3 1 (33. 3%) ., WA BR N
66. 7% ;BEVIE 12 A H B 292k 2 (22, 2%) .
OB 4 9 (44, 5%) , TERL 3 1 (33, 3%) , A K
66, 7Y Gt E M R BV 2L B TACH
TW H5E LR m T TW 4 (P<<0.05),

2.3 REGAMRAMIEAFG TR HE 1A A
UL N TACHTW PR F L AH LT B R
B, BT 1.3.6 & 12 DA BHRE AT BEE 58450
R 28.3%.69.5% .82. 3% J 86.2% ; TW 4L
AR R E VBRI A s b, BT 1.3.6 M 12
MHREB TR ZF5 08 20, 6%.44. 7%,
52.4% % 59.2%, /NflaE TAC+HTW AREH T
iR B 23 T TW 44 (P<<0. 05),

N TACHTW 3097 5 3% 8 A W 2 7,
BIT 2 6 A H B3R & [ A E 2 OE %K
TW 2% 18 AR A e . (E T o 1 T
BALTF TACHTW 41(P<<0. 05,8 1B), WA EH
i LB K P-4 97 B R 6 B ek AR (B 1C) ., M4 R
FVRYT e IE P e = e A BRI R R
R, ELF R30I B2 AAH AL, 25 S o e it 2 2 (A
1D1E), P48 &G I7 A e = 7 i i% /K- Jo B
AR (B 1F)

o 7 45 120
& A 40 B C
\E 6 O TW group (n=9) ~ 100
= W TAC+TW group (n=11) ~ 35 . =
3 3 230 T 80
& 4 < 25 2 e
£ 3 < 20 3
s, . 8 1s 5 40
5 < 10 7
2 1 H - 20
=) 5
20 0 - 0=
Baseline 0.5 1 3 6 12 Baseline 0.5 1 3 6 12 Baseline 0.5 1 3 6 12
Time after treatment #/month Time after treatment #/month Time after treatment #/month
121 D 51 E 71 F
6
_ 10 ~ 4 ~
ER §3 2
- =]
g 6 E g 4
g = g 3
S . i E
4 © s 2
S , 1 ©
0 0

0
Baseline 0.5 1 3 6 12 Baseline 0.5

1

3 6 12 Baseline 0.5 1 3 6 12

Time after treatment #/month

B 1

Time after treatment #/month

Time after treatment #/month

FAEBTAERES RMKELIERELE

Fig 1 Changes of urine protein and biochemical indicators of two groups before and after treatment

A': Urine protein; B: Albumin (ALB);

C: Serum creatinine (SCr); D: Cholesterol (Ch); E. Triglyceride (TG);

F. Blood glucose (Glu).

TW. Tripterygium; TAC: Tacrolimus. * P<C0.05, ** P<C0.01 vs TW group. x=*s
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Fig 2 Concentration changes of TAC in TAC+TW group

TW. Tripterygium; TAC: Tacrolimus. n=11, x=*s
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