41

mycophenolate sodium 12
1845 ( 2718 resistant case 6 (
50) relapse case 6 50) 4

8 66) 4 5 (class IV + V mixed membranous and diffuse
proliferative lupus nephritis) 4 34)

mycophenolate sodium
41131 ~ 4 3)
nephrotic range serum creatinine 1.0£ 03
creatinine clearance 69.91 245
cyclophosphamide 15
2147 ( 18 ) resistant case 4 (
21) relapse case 11 ( 73)

4 (class IV diffuse proliferative lupus
nephritis) 10 66) 45 (class IV + V mixed membranous and
diffuse proliferative lupus nephritis) ga— 34)

cyclophosphamide
38122 4 ( 27)
nephrotic range serum creatinine 14 +09
serum  creatinine creatinine clearance

41



(8.3%)

41

()

Resistant Case
Relapse Case

WHO Classification
Class IV
Class IV+V

Activity index
Chronicity index
Nephrotic proteinuria
24 hour urine protein
Serum creatinine
CCr

Serum albumin

ANA titer

Anti dSDNA ftiter
Serum C3

Serum C4

Mycophenolate
sodium

8 (66%)
4 (34%)
10£5.6
3042.5
4 (33%)
41431
1040.3
60.9424.5
2,66 0.76
500 £775
121.74 365.1
66.4£21.7
135475

Cyclophosphamide

15(0:15)
31 48

4/15
11/15

10(66%)
5 (34%)
12.316.7
37141
4 (26.6%)
3812.2
14109
64.4430.5
2.1910.77
NA
NA
54.7+285
NA

- NS = not significant, NA = not available

3

(efficacy)

mycophenolate sodium

complete remission 4

(33.3%)

p value

NS

NS
NS

NS
NS

NS
NS
NS
NS
NS
NS
NS

NS

1

partial remission

43



complete remission

cyclophosphamide
8 57.1

remission  partial remission

complete remission

cyclophosphamide
33.3 4.2)
partial remission

partial remission 5

complete remission

6

(

partial remission
complete remission

(p=0.182)

44

41.7

partial remission

complete

mycophenolate sodium
58.3
partial remission
complete remission

freatment

Cyclophosphamide  p value

0.586
0.519
0.348

0.414
0.340
0.182

0.299

plasmapheresis

42 complete remission, partial remission
failure 3 6
Mycophenolate
sodium
Complete remission at 3 mo. 1(8.3%) 2(13.3%)
Partial remission at 3 mo. 4 (33.3%) 6 (40%)
Complete + Partial remission 5 (41.7%) 8 (57.1%)
at 3 mo.
Complete remission at 6 mo. 2 (16.7%) 1(6.7%)
Partial remission at 6 mo. 5(41.7%) 4 (26.7%)
Complete + Partial remission 7 (58.3%) 5 (33.3%)
at 6 mo.
| Treatment Failure 0 (0%) 2(13.3%)
cyclophosphamide , 2 (13.3%)
1
1 (end stage renal disease)
(hemodialysis) ( 4.2)



45

43 complete remission, partial remission  treatment
failure 6
Class IV Class IV+V Al
Mycophenolate sodium =8 =4 =12
Complete remission 2 (25%) 0 2 (16.7%)
Partial remission 5 (62.5%) 0 5(41.7%)
Complete + Partial 7(87.5%) 0 7 (58.3%)
Treatment failure 0 0 0
Cyclophosphamide =10 =5 =15
Complete remission 0 1 (20%) 1 (6.7%)
Partial remission 3 (30%) 1(20%) 4 (26.7%)
Complete + Partial 3 (30%) 2 (40%) 5 (33.3%)
Treatment failure 2 (20%) 0 2(13.3%)
mycophenolate sodium 6
41+ 31 171 13
(p=0.033) cyclophosphamide 38t
2.2 1.5£2.0 (p=0.010)
( 4.4, 4.1)

mycophenolate  sodium
cyclophosphamide (ANCOVA,p=0.025)
mycophenolate sodium

serum creatinine 10+ 01 09+ 0.1 (p=0.136)
cyclophosphamide serum creatinine 12+ 01
1.3+ 0.4 (p=0.650) mycophenolate sodium

creatinine clearance 69.9 + 245



829 + 21 (p=0.113)
cyclophosphamide (ANCOVA,p=0.004) (  4.2)
corticosteroid
sodium prednisolone
cyclophosphamide (43
44
I Variable Baseline 6 month
24 hr urine protein
excretion
MF 41131 17113
CYC 3812.2 2.3t1.8
Urine RBC
MF 239155 41124
CYC 23.714.1 9.6£2.7
Serum Creatinine
MF 1.0+01 0.9£0.1
CYC 12101 1.310.4
Creatinine Clearance
MF 69.9+245 829121
CYC 64.4 + 305 61.2£20.4
Serum C3
MF 69.9+245  829+209
CYC 547+ 28.5 76.7 +20.9

- NS = not significant

Mean
Difference

2.4£3 .4
1.5£ 2.0

19.8+22
143+ 139

01+0.2
01+ 12

13.0£26.2
3.1+ 120

13.0 + 26.2
22.0+16.7

Pvalue

0.033
0.010

0.010
0.002

0.136
0.650

0.113
0.797

0.113
0.451

46

mycophenolate

Pvalue
hetween
groups

0.025

0.004

NS



4.1+ 31

4
3.8 +2.2

3 | == MF
cye \\.2,3 +1.8 [ ==CYC
2
\ |
1.7+1.3 |
1 |
ANCOVA : P=0.025
0 1 |
baseline 6 mo
41
mycophenolate sodium  cyclophosphamide
- MF= mycophenolate sodium, CYC= cyclophosphamide
creatinine clearance (cc/min)
100 Sy ————————
90 829 + 21 {
MF
80 69.9 %245 e
i —a
28 64.4 + 305 cve 81,2420 1\ |
—a—
40 CXC
30
20 ANCOVA : P=0.004
10
O 1
baseline 6 no
4.2 creatinine clearance

mycophenolate sodium  cyclophosphamide
- MF= mycophenolate sodium, CYC= cyclophosphamide

47



48

prednisolone ( 1)

45

—4—CYC
| | =l=MF
5 = —
0
baseline 1 mo 2 mo 3 mo 4 mo 5 mo 6 mo au
43 prednisolone ( ) e

CYC=cyclophosphamide, MF=mycophenolate sodium

43 ( 4.5)
9 2
mycophenolate sodium 7 cyclophosphamide
mycophenolate sodium (minor
infection) (herpes zoster) 1

(upper respiratory tract infection) 1
mycophenolate sodium

cyclophosphamide (major infection)
5 (pneumonia) 2 disseminated varizella
infection 1 salmonella septicemia 1 salmonella gastroenteritis 1
mycophenolate sodium (p=0.037)

cyclophosphamide 11 ( 13)



49

mycophenolate sodium 1 ( 8) (p=0.001)
(

(hemoglobin) 1% 10 gram%) 8

mycophenolate sodium 73 cyclophosphamide (p=0.001)

( 4,000 ) 17
mycophenolate sodium 33 cyclophosphamide (p=0.298)
cyclophosphamide
2 13)
mycophenolate sodium mycophenolate sodium
3
4 4.6)
cyclophosphamide

40 8 mycophenolate sodium (p=0.075)



45

Adverse Events

Infection
Total
Major infection
Pneumonia
Disseminate Vav
Salmonella enteritis
Salmonella septicemia
Minor infection
Herpes zoster
Upper respiratory tract
Urinary tract infection

Hematologic
Anemia
Leukopenia

Gastrointestinal
NauseaA/omiting
Diarrhea
Abdominal pain

Alopecia

Mycophenolate
sodium

2(17%)

(17%)
(8%)
(8%)

O ), NN O O O o o

1 (8%)
2 (17%)

1 (8%)
2(17%)
2(17%)
1 (8%)

Cyclophosphamide

7 (47%)
5 (33%)
2(13%)
1 (7%)
1 (7%)
1 (7%)
2(13%)
1(7%)
0

1 (%)

11 (73%)
5 (33%)

11 (73%)
1 (7%)

1 (7%)

6 (40%)

50

p value

0.226
0.037
0.30
0.56
0.56
0.56
0.61
0.70
0.44
0.56

0.001
0.298

0.001
0414
0414

0.075



4.6

Adverse Events

Pre-existing Amenorrhea
New Amenorrhea

* Return of menstruation

Mycophenolate
sodium

4 (33%)
0 (0%
414(100%)

Cyclophosphamide

2(13%)
2(13%)
012 (0%)

ol

p value

0.357
0.30
0.067
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