2.7.3

2.7.3
2.7.3.1
2731 1
ASSERT C0168T51 P01522
P01522 TA-650-18
2731 1
ASSERT P01522
C0168T51 P01522 TA-650-18
NSAIDs NSAIDs NSAIDs
5mglkg 0 2 6 5mg/kg O 2 |5mglkg 0 2 6
6 6 12 6 6
18 24 5mg/kg
6 5mg/kg
5mg/kg
36 7.5mg/kg
NSAIDs NSAIDs NSAIDs MTX
96 102 42+
102 102 58
ASAS 20% BASDAI 50% ASAS 20%
24 12 24
AS major clinical response BASDAI 20% 70% | AS major clinical response
BASDAI 20% 50% BASMI BASDAI 20% 50%
70% BASMI BASFI CRP SF-36 | 70% BASMI
BASFI SF-36 BASFI
CRP MRI CRP SF-36
275 75 70 35 30
5mg/kg 200 5mg/kg 35
78 *2 35 33
5mg/kg 201 5mg/kg 35
*1 50 5mgkg 6
*2 78 2
NSAIDs MTX
2731 2
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2.7.3

2731 2
ASAS 20% | ASAS 20% ASsessment in Ankylosing Spondylitis (ASAS)
Working Group
1 ASAS 4
VAS 10cm - BASDAI
BASFI
BASDAI
3 20% 10mm
20% 10mm
ASAS 20%
AS major clinical | ASAS Working Group “partial remission” 1
response AS major clinical response partial
remission ASAS 4 0-10
2
BASDAI BASDAI
2 A B) C) D) E)
F) 6 VAS 10cm -
0-10
BASDAI =0.2(A+ B + C + D + 0.5(E+F))
BASMI BASMI
3 A) E) 3 0,1,2
0-10
A
B
C
D
E
Chest expansion | Chest expansion
4
BASFI BASFI 5
8 2 VAS 10cm -
0 10
SF-36 SF-36 QOL 6
8 36
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2.7.3

1 ASSERT
Modified New York Criteria 1984 7
5mg/kg
NSAIDs
BASDAI 4 VAS 4
0 2 6 12 18 5mg/kg
24 26 30 5mg/kg 6
96 5mg/kg 24 6 96 5mg/kg
26 5mg/kg 36 2
BASDAI 3 7.5mg/kg
24 ASAS 20% AS major clinical response
BASDAI 20% 50% 70% BASDAI 3 BASMI
Chest expansion BASFI SF-36
CRP MRI  Activity
Chronicity
533.2.1 102
275 75 5mg/kg 200
2 P01522
Modified New York Criteria 1984
5mg/kg
NSAIDs BASDAI 4 NRS
4 0 2 6 5mg/kg
12 14 18 6 48
5mg/kg 5mg/kg 12 6 48 5mg/kg 14
54 Year 2
6 102 5mg/kg 12
BASDAI 50% BASDAI 20%
70% BASMI BASFI SF-36
CRP
53541 102 70 35
5mg/kg 35
3
Modified New York Criteria 1984
5mg/kg
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2.7.3

NSAIDs
BASDAI 4 VAS 4
5mg/kg 0 2 6 6
24 ASAS 20%
AS major clinical response BASDAI 20% 50% 70% BASDAI
BASMI BASFI SF-36
CRP
Full analysis set FAS
5.3.3.2.2 50 30
50 6
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2.7.3

2.7.3.2
1 ASSERT
78 5mg/kg 201
24 ASAS 20% 19.2% 15/78
5mg/kg 61.2% 123/201 5mg/kg
Cochran-Mantel-Haenszel 5 p<0.001 102
24 AS major clinical response 1.3% 1/78 5mg/kg
22.4% 45/201 5mg/kg Cochran-Mantel-
Haenszel »? p<0.001 24 BASDAI 50% 10.7%
8/75  5mg/kg 51.0% 101/198 5mg/kg
e p<0.001
24 BASMI 0.0 5mg/kg -1.0
5mg/kg van der Waerden normal score
p=0.019
24 BASFI 0.0 5mglkg -1.7
5mg/kg van der Waerden normal score
p<0.001
24 SF-36 0.8 5mg/kg
10.2 5mg/kg van der Waerden normal
score p<0.001
24 CRP 0.0% 5mg/kg —68.7%
5mg/kg ¥ p<0.001
2 P01522
35 5mg/kg 35
12 BASDAI 50% 8.6%
3/35  5mg/kg 57.1% 20/35 5mg/kg
Fisher p<0.01 102
12 BASMI +SE 0.20+£0.21 5mg/kg
—0.69+0.21 5mg/kg
p<0.01
12 BASFI +SE —0.13+0.30 5mg/kg
—2.09+0.30 5mg/kg
p<0.01
12 SF-36 +SE
—0.34+1.41 5mg/kg 10.26+1.45 5mg/kg
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p<0.01
12 CRP 0.52mg/L  5mg/kg —16.0mg/L
5mg/kg Wilcoxon p<0.01
3
33
24 ASAS 20% 97.0% 32/33
48 96.9% 31/32
24 AS major clinical response 45.5% 15/33 48 50.0% 16/32
24 BASDAI 50% 78.8% 26/33 48 81.3% 26/32
24 BASMI -1.0 48 -1.0
48
24 BASFI —2.3 48 -2.5
48
24 SF-36 16.0 48 18.9
48
24 CRP -98.4% 48 —96.3%
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2.7.3

2.7.3.3
2.7.3.3.1
ASSERT P01522 2733 1
2733 2
1 ASSERT
279 78  5mg/kg
2 1 2
24
53321
24 3 5mg/kg
3 5mg/kg
1
225 54 4 1
77.0kg 175.0cm
HLA-B27 87.1% 242/278 NSAIDs
255/277 BASDAI
4.0 BASFI 5.8 SF-36
28.9 47.3 CRP
5mg/kg
2 P01522
70 35 5mg/kg 35
5mg/kg 5 3
1 12 54
5mg/lkg 6 54 54
5mg/kg 1 53 Year 2 53
23 Year2 102 4
3 1
46 24 21
75.0kg 174.0cm
HLA-B27 88.6% 62/70 NSAIDs
66/70 BASDAI
3.0 BASFI 52 SF-36
28.9 42.2 CRP

25

201
5mg/kg

40.0
8.8
92.1%
6.6 BASMI

1.5mg/dL

12

30 5mg/kg

39.0
15.0
94.3%
6.4 BASMI

2.00mg/dL



2.7.3

5mg/kg
3
33 5mg/kg
33 24 50
2 6.1% 1 50
50 1 50
30 3 10 1 36.0
63.0kg 168.0cm 10.0
HLA-B27 72.7% 24/33 NSAIDs 97.0% 32/33
33.3% 11/33
MTX  39.4% 13/33 30.3% 10/33
3 63.6% 21/33
BASDAI 6.7 BASMI 3.0 BASFI
42 SF-36 28.6
439 CRP 1.7mg/dL
4
ASSERT P01522
ASSERT 77.0kg P01522 75.0kg 63.0kg
HLA-B27 ASSERT 87.1% P01522 88.6%
72.7% NSAIDs ASSERT
P01522 90%
MTX
BASFI ASSERT
5.8 P01522 5.2 4.2
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2733 1 ASSERT P01522
ASSERT P01522
279 70 33
279 70 33
225 (80.6%) 46 (65.7%) 30 (90.9%)
54 (19.4%) 24 (34.3%) 3(9.1%)
279 70 33
+SD 39.8£10.2 395+8.6 356+114
40.0 39.0 36.0
(33.0,47.0) (27.0,41.0)
(18.0, 74.0) (21.0, 61.0) (17.0, 73.0)
279 70 33
+SD 78.1+14.2 73.6+£12.3 65.6 £14.1
kg 77.0 75.0 63.0
(68.0, 86.0) (54.0, 74.0)
(43.0, 133.4) (43.5, 99.0) (50.0, 106.0)
279 70 33
+SD 174.1+9.3 172.7+£9.7 167.7x£5.0
cm 175.0 174.0 168.0
(167.0, 181.0) (163.6, 171.0)
(142.0, 196.0) (151.0, 192.0) (156.1, 180.0)
277 70 33
+SD 10.6 £ 8.5 15.6 +8.8 10.8 +6.8
8.8 15.0 10.0
(3.3,16.1) (4.5, 14.8)
(0.3,41.1) (2.0, 34.0) (0.4, 27.7)
278 70 33
242 (87.1%) 62 (88.6%) 24 (72.7%)
HLA-B27 36 (12.9%) 7 (10.0%) 9 (27.3%)
1 (1.4%)
277 70 33
NSAIDs * 255 (92.1%) 66 (94.3%) 32 (97.0%)
22 (7.9%) 4 (5.7%) 1 (3.0%)
33
11 (33.3%)
22 (66.7%)
33
MTX 13 (39.4%)
20 (60.6%)
33
10 (30.3%)
23 (69.7%)
33
*2 21 (63.6%)
12 (36.4%)
*2 MTX ( ) 1
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2733 2 ASSERT P01522
ASSERT P01522
279 70 33
279 70 33
+SD 6.4+1.6 6.4+1.3 6.6 +1.6
BASDAI 0-10 6.6 6.4 6.7
(5.3,7.4) (5.3,8.1)
(2.0, 10.0) (4.0,9.0) (3.7,9.8)
278 70 33
+SD 40+21 3.7+21 35+20
BASMI 0-10 4.0 3.0 3.0
(2.0,5.0) (2.0,5.0)
(0.0, 10.0) (0.0,9.0) (0.0,7.0)
278
+SD 34+23
Chest expansion cm 3.0
(2.0, 4.0)
(0.3, 19.0)
278 70 33
+SD 5.8+2.0 5.3+2.0 44+£23
BASFI 0-10 5.8 5.2 4.2
(4.4,7.2) (2.2,5.8)
(0.9, 10.0) (0.9,9.3) (1.0,8.3)
277 69 33
+SD 295+7.2 295+7.8 28.6 +13.1
SF-36 28.9 28.9 28.6
(24.1,34.2) (16.9, 35.0)
(10.5, 50.1) (14.5, 48.6) (4.0, 60.6)
277 69 33
SE-36 +SD 456 +11.2 419+117 426 +£9.8
47.3 42.2 43.9
(36.7, 55.0) (36.5, 50.4)
(19.0, 66.9) (19.0, 66.1) (22.5, 58.8)
279 70 33
CRP mg/dL * +SD 24 %27 2.69 +2.57 22+20
*P01522 mg/L 15 2.00 1.7
mg/dL (0.7,3.2) (0.7, 3.2)
(0.4,19.3) (0.09, 13.10) (0.1, 8.8)
278 70 33
+SD 6.8+1.8 6.9+1.8 6.9+1.7
cm 6.8 7.0 7.0
(5.7, 8.0) (5.3, 8.0)
(0.7, 10.0) (3.0, 10.0) (4.1,10.0)
279 33
+SD 75+1.6 73+1.6
cm 7.7 7.3
(6.5, 8.7) (6.4,8.1)
(1.9,10.0) (4.2,10.0)
70
+SD 73+1.6
NRS 0-10 8.0
(4.0,10.0)
279 33
cm +SD 6.9+22 6.2+24
7.3 6.7
VAS (5.5, 8.5) (4.7,7.9)
(0.2, 10.0) (0.6, 9.7)
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2.7.3

2.7.3.3.2
2.7.3.3.2.1
1
ASSERT P01522
Modified New York Criteria 1984 7
ASSERT
BASDAI 4 VAS 4 P01522
4 NRS 4 2.7.33.1
BASFI ASSERT P01522
ASSERT 24 ASAS 20%
P01522 12 BASDAI 50%
ASSERT P01522 MTX
4
MTX 3
BASDAI 50%
2.7.3.3.3
2
ASSERT 5mg/kg 0 2 6
18 5mg/kg 24 24 26
5mg/kg 5mg/kg 24 30 5mg/kg 26
6 5mg/kg 36 2
3 7.5mg/kg
P01522 5mg/kg 026
12 12 14 18 6 5mg/kg
12 6 5mg/kg 14
0 2 6 6 5mg/kg
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2.7.3

2.7.3.3.2.2
1 ASAS 20%
ASAS 20% VAS 4
3 20%
1 ASSERT
24 ASAS 20% 2.7.33
3 ASSERT ASAS 20% 2.7.33
4 2733 1 2733 2
ASSERT 24 ASAS 20% 19.2% 15/78 5mg/kg
61.2% 123/201 5mg/kg Cochran-Mantel-
Haenszel y? p<0.001 ASSERT ASAS 20%
2 11.8% 9/76 5mg/kg 49.8% 100/201 5mg/kg
5mg/kg 6 24 60%
24 5mg/kg —b5mg/kg 5mg/kg 5
7.5mg/kg 5mg/kg—5 or 7.5mg/kg —5mg/kg 36 62.5%
45/72 102 60% —bmg/kg
102 72.1% 44/61 5 mg/kg—5 or 7.5mg/kg 102 73.9% 122/165
ASSERT 5mg/kg 36 2 BASDAI 3
7.5mg/kg 5 mg/kg—>5 or 7.5mg/kg ASAS 20%
2733 5 7.5mg/kg 5mg/kg
ASAS 20% 12 102 80%
7.5mg/kg 7.5mg/kg ASAS 20% 6 36
45% 5mg/kg 36
102 7.5mg/kg 40% 5 mg/kg—5 or 7.5mg/kg
60% 102
24 ASAS 20% 97.0% 32/33 ASAS 20%
2 69.7% 23/33 6 48 90%
2733 3 24 ASAS 20% ASSERT
ASSERT
5mg/kg 5mg/kg
78 201 33
24 19.2% (15/78) 61.2% (123/201) 97.0% (32/33)
p * - <0.001
*1 ASSERT 24 5.3.3.2.1

*2 Cochran-Mantel-Haenszel x>
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2.7.3.3 4 ASAS 20% ASSERT
ASSERT
- 5mg/kg 5mg/kg - 5 or 7.5mg/kg 5mg/kg
78 201 33
2 11.8% (9/76) 49.8% (100/201) 69.7% (23/33)
6 18.4% (14/76) 61.0% (122/200) 90.9% (30/33)
12 20.0% (15/75) 61.8% (123/199) 97.0% (32/33)
18 24.0% (18/75) 65.3% (130/199) 93.8% (30/32)
24 18.7% (14/75) 61.1% (121/198) 97.0% (32/33)
36 62.5% (45/72) 62.4% (123/197) 93.8% (30/32)
48 96.9% (31/32)
50 87.5% (28/32)
54 65.7% (44/67) 69.3% (122/176)
78 64.1% (41/64) 71.0% (120/169)
102 72.1% (44/61) 73.9% (122/165)
*1 8
2.7.3.3 5 ASAS 20% 5mg/kg—>5 or 7.5mg/kg ASSERT
5mg/kg
-5 or7.5mg/kg 5mg/kg 7.5mg/kg
201 95 106

2 49.8% (100/201) 67.4% (64/95) 34.0% (36/106)

6 61.0% (122/200) 77.9% (74/95) 45.7% (48/105)

12 61.8% (123/199) 81.9% (77/94) 43.8% (46/105)

18 65.3% (130/199) 86.0% (80/93) 47.2% (50/106)

24 61.1% (121/198) 81.5% (75/92) 43.4% (46/106)

36 62.4% (123/197) 83.5% (76/91) 44.3% (47/106)

54 69.3% (122/176) 90.5% (76/84) 50.0% (46/92)

78 71.0% (122/169) 90.2% (74/82) 52.9% (46/87)

102 73.9% (122/165) 88.8% (71/80) 60.0% (51/85)
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2.7.3

80

Proportion of Subjects (%)

D T T T T
o 2 6 i2 18 24
Week
—— Placebo —— Infliximab 5 mg/kg
2733 1 ASAS 20% ASSERT
* Cochran-Mantel-Haenszel
100 1
901
801
70
S
501
401
301
201
101
0
0o 2 6 12 18 24 30 36 42 48 50
2.7.3.3 2 ASAS 20%
ASSERT 24 ASAS 20%
5mg/kg 61.2% 19.2% Cochran-Mantel-
Haenszel »? p<0.001 24 ASAS 20%
97.0% ASSERT ASSERT
ASAS 20% 2 6
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2 AS major clinical response

ASsessment in Ankylosing Spondylitis (ASAS) Working Group

“partial remission”

1 AS major clinical response partial
remission ASAS 4 0-10 2
ASSERT
AS major clinical response 2733 6
ASSERT 24 AS major clinical response 1.3% 1/78 5mg/kg
22.4% 45/201 5mg/kg Cochran-Mantel-
Haenszel ¥* p<0.001
AS major clinical response 2 24 45.5% 15/33
40% 48 50.0% 16/32
2733 6 AS maijor clinical response
ASSERT
5mg/kg 5mg/kg
78 201 33
2 - - 12.1% (4/33)
6 - - 27.3% (9/33)
12 - - 24.2% (8/33)
18 - — 34.4% (11/32)
24+ 1.3% (1/78) 22.4% (45/201) 45.5% (15/33)
p * - <0.001
36 - —~ 43.8% (14/32)
48 - — 50.0% (16/32)
*! ASSERT 24 53321
*2 Cochran-Mantel-Haenszel 5
3 BASDAI 50%
BASDAI 5
VAS 0-10
2  ASSERT P01522
BASDAI 50% 2733 7
ASSERT 24 BASDAI 50% 10.7% 8/75 5mg/kg
51.0% 101/198 5mg/kg ¥ p<0.001
P01522 12 BASDAI 50%
P01522 BASDAI 50% 2 29% 1/35 5mg/kg
40.0% 14/35 5mg/kg Fisher
p<0.01 12 BASDAI 50% 8.6% 3/35 5mg/kg 57.1% 20/35
5mg/kg Fisher p<0.01 12
5mg/kg —5mg/kg 5mg/kg 6
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5mg/kg 54 BASDAI 50%
—bmg/kg 51.4% 18/35 5mg/kg 53.3% 16/30 12
Year2 53 BASDAI 50% Year2
54 62.3% 33/53 102 56.6% 30/53
BASDAI 50% 2 39.4% 13/33
24 78.8% 26/33 75%
48 81.3% 26/32
2.7.3.3 7 BASDAI 50% ASSERT P01522
ASSERT P01522
5mg/kg—
5 or 7.5mg/kg —5mg/kg Smg/kg Smo/kg
78 201 35 35 33
2 B a 2.9% (1/35) | 40.0% (14/35) | 39.4% (13/33)
p *1 — <0.01
6 _ 3 5.7% (2/35) | 54.3% (19/35) | 48.5% (16/33)
p * - <0.01
12 * B 3 8.6% (3/35) | 57.1% (20/35) | 57.6% (19/33)
p *1 - <0.01
18 - - 48.6% (17/35) | 66.7% (20/30) | 66.7% (22/33)
24 10.7% (8/75) 51.0% (101/198) | 45.7% (16/35) | 60.0% (18/30) | 78.8% (26/33)
p * - <0.001
36 - - 51.4% (18/35) | 56.7% (17/30) | 75.0% (24/32)
48 - - 54.3% (19/35) | 50.0% (15/30) | 81.3% (26/32)
54  *2 - - 51.4% (18/35) | 53.3% (16/30) -
54 Year2 - - 62.3% (33/53) -
78 - - 56.6% (30/53) -
102 *2 - - 56.6% (30/53) -
* Fisher
*2 p01522 12 54 102 5.3.5.4.1
*3.,2
X
2.7.3.3.2.3
2.7.3.3.2.3.1 BASMI
BASMI
5
01112 0'10
3 0
ASSERT P01522 BASMI 2733 8
0
ASSERT 24 BASMI 0.0 5mg/kg -1.0
5mg/kg van der Waerden normal score
p=0.019 24 —5mg/kg 54 BASMI
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-1.0 102 -1.0
-1.0
P01522 12 BASMI
—0.6940.21
p<0.01

5mg/kg

-1
+SD Year2 54
BASMI

-1.0 -0.9+1.1

5mg/kg—5 or 7.5mg/kg 102 24
+SE 0.20£0.21 5mg/kg
5mg/kg

—bmg/kg 12 24 —0.74+0.28
5mg/kg 24 —0.861+0.30 54 -1.3040.29
Year2 53 BASMI
-1.34+1.56 102 -1.06+1.43
24 -1.0 —0.8+0.9 +SD 48
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2.7.3.3 8 BASMI ASSERT P01522
ASSERT P01522
5mg/kg—
—bmg/kg 5 or 7.5mg/kg —bmg/kg Sma/kg Sma/kg
78 201 35 35 33
12 =t
35 35 33
+SD*? 0.20+0.21 -0.69+0.21 -0.6+1.0
0.0
-1.0,0.0
-3.0,1.0
*3 <0.01
24
75 199 34 29 33
+SD*? -0.2+0.9 —-0.7+1.4 —0.74+0.28 -0.86+0.30 -0.8+0.9
0.0 -1.0 -1.0
-1.0,0.0 -1.0,0.0 -1.0,0.0
-3.0,2.0 -5.0,3.0 -3.0,1.0
p * - 0.019
48
30 32
+SD*? —1.03+0.26 —1.25+0.30 —-0.9+1.1
-1.0
-1.5,0.0
-4.0,2.0
54 1
67 176 35
+SD*? —0.8+1.2 —-0.9+1.3 —1.000.27 —1.30+0.29
-1.0 -1.0
-1.5,0.0 -2.0,0.0
-4.0,2.0 -4.0,2.0
54 Year2
53
+SD —1.34+1.56
-1.00
78
64 168 49
+SD —0.8+1.2 —~1.1+1.4 —1.31+1.47
-1.0 -1.0 -1.00
-1.0,0.0 -2.0,0.0
-4.0,2.0 -5.0,3.0
102 *
61 166 53
+SD —0.9+1.4 —-1.2+¢15 -1.06+1.43
-1.0 -1.0 -1.00
-2.0,0.0 -2.0,0.0
-5.0,3.0 -5.0,2.0
*1 p01522 12 54 102 5.3.5.4.1
*2 p1522 +SE

*3

*4 van der Waerden normal score
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ASSERT P01522 BASMI 1
2733 9
ASSERT 24 BASMI 1
30.7% 23/75 5mg/kg  50.8% 101/199 5mg/kg
xz p=0.003 5mg/kg—5 or 7.5mg/kg 102 63.3% 105/166 24
P01522 12 BASMI 1 20.0%
7/35 5mg/kg  60.6% 20/35 5mg/kg
¥ p<0.01
BASMI 1 12 455% 15/33
24 54.5% 18/33 48 65.6% 21/32 12 BASMI 1
24 48 10%
2733 9 BASMI 1
ASSERT P01522
ASSERT P01522
- smo/kg— 5mglk 5mglk
5mg/kg 5 or 7.5mg/kg —5mg/kg g g’
78 201 35 35 33
12 20.0% (7/35) | 60.6% (20/35) | 45.5% (15/33)
p *? <0.01
24 30.7% (23/75) 50.8% (101/199) 54.5% (18/33)
p *? - 0.003
48 65.6% (21/32)
102 63.9% (39/61) 63.3% (105/166)
*1 P01522 12 5.3.5.4.1
*zxz
2.7.3.3.2.3.2 Chest expansion
ASSERT Chest expansion % 2.7.3.3 10 Chest
expansion
4
ASSERT 24 Chest expansion 0.0% 5mg/kg
16.7% 5mg/kg e p=0.037 24
—5mg/kg Chest expansion 54 33.3%
102 5mg/kg—>5 or 7.5mg/kg 54 33.3% 102 34.8% 54

30%
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38

2.7.3.3 10 Chest expansion % ASSERT
- 5mg/kg 5mg/kg - 5 or 7.5mg/kg
78 201
24
75 199
+SD 18.7£79.5 43.6t£114.7
0.0 16.7
-25.0 429 -16.7 66.7
—86.7 400.0 —70.0 966.7
p — 0.037
54
67 175
+SD 47.7£78.7 69.6+£136.0
33.3 33.3
0.0 833 0.0 100.0
—50.0 400.0 —66.7 1275.0
78
64 168
+SD 53.0+£93.8 69.0+£133.5
33.3 27.3
0.0 80.6 0.0 100.0
—66.7 400.0 —100.0 900.0
102
61 166
+SD 57.8+£111.6 74.4+155.0
33.3 34.8
—16.7 100.0 0.0 100.0
—75.0 500.0 —66.7 1233.3
*XZ
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2.7.3.3.2.4
BASFI 10
8 2 VAS 0-10
5 ASSERT P01522
BASFI 2733 11
0
ASSERT 2 BASFI -0.1 5mg/kg -1.0
5mg/kg 24 BASFI
0.0 5mg/kg -1.7 5mg/kg
van der Waerden normal score p<0.001 24
—b5mg/kg 54 -15 102 -1.9 5mg/kg—5 or
7.5mg/kg 54  -21 102 -25 102 -2
P01522 2 BASFI +SE 0.19+0.27 5mg/kg
—1.74+0.27 5mg/kg
p<0.01 12 BASFI —-0.13+0.30 5mg/kg
—2.09+0.30 5mg/kg
p<0.01 —b5mg/kg 12 24 —1.57+0.30
54 -1.30+0.33 5mg/kg 24 54 —-2.54+0.31
—2.64+0.36 12 Year2 53 BASFI
+SD Year2 54 -2.19+1.96 102 —2.13+2.20
2 BASFI -1.6 12 -2.0
24 -2.3 48 -2.5
BASFI 07 15 8 9 ASSERT
P01522 5mg/kg BASFI 15
2.7.3.3 11 BASFI ASSERT P01522
ASSERT P01522
—5mglkg Sor ;"L?équg/ki, —5mglkg Smo/kg Smo/kg
78 201 35 35 33
? 76 201 35 35 33
+SD*! -0.2+1.0 -1.3+1.7 0.19+0.27 —1.74+0.27 -1.8+15
-0.1 -1.0 -1.6
-0.8,0.5 -2.3,-0.2 -2.5,-0.6
24,21 -8.0,2.4 -5.1,0.1
p ** <0.01
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2.7.3

ASSERT P01522
5mg/kg—
—5mg/kg 5 or 7.gm3/kg —5mg/kg Sma/kg Sma/kg
78 201 35 35 33
6
76 201 35 34 33
+SD*! 0.0+1.4 -2.0+1.9 0.11+0.27 -2.15+0.28 ~2.642.0
0.1 -1.7 -1.8
-0.5,0.7 -3.1,-05 -3.3,-1.2
41,35 -8.0,2.0 ~7.4,-0.4
p *2 <0.01
12 =
75 199 35 35 33
+SD*! —-0.3+1.8 -2.0+2.1 -0.13+0.30 | —2.09+0.30 -2.6+1.8
0.0 -1.7 -2.0
-1.1,0.8 -3.4,-05 -3.7,-15
-6.2,4.8 -8.7,2.3 -8.0,-0.5
p * <0.01
24
75 198 33 30 33
+SD*! —-0.2+1.7 -2.1+2.2 -1.57+0.30 | —2.54+0.31 -3.0+2.0
0.0 -1.7 -2.3
-1.0,1.0 -3.6,-0.6 -3.7,-1.8
-5.9,3.0 -8.7,1.8 -75,0.2
p * - <0.001
48
30 23 32
+SD*! -1.69+0.32 | —3.07+0.37 -3.3+2.0
-25
-4.7,-1.8
-7.6,-0.7
54 *3
67 176 35 30
+SD*? ~1.842.2 —2.4+2.2 -1.30+0.33 | —2.64+0.36
-15 -2.1
-3.2,0.0 -4.1,-0.8
-7.3,2.3 -8.3,2.7
54 Year2
53
+SD -2.19+1.96
-2.30
78
64 169 48
+SD -1.8+2.1 -2.6+2.1 -2.33+2.03
-14 24 -2.35
-3.0,-0.1 -4.0,-1.1
74,21 -8.6,3.0
102 *3
61 166 53
+SD -2.0+2.2 —2.742.2 -2.13+2.20
-1.9 -2.5 -2.40
-35,-0.1 -4.2,-1.1
-76,1.9 -8.7,3.4
*1 p01522 +SE
*2
*3 p01522 12 54 102 5.3.5.4.1

*4 van der Waerden normal score
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2.7.3

ASSERT BASFI 2 2.7.3.3
12
ASSERT 24 BASFI 2
13.3% 10/75 5mg/kg 47.5% 94/198 5mg/kg
e p<0.001
24 BASFI 2 63.6% 21/33 48

68.8% 22/32 6

2.7.3.3 12 BASFI 2
ASSERT
5mg/kg 5mg/kg
78 201 33
24 13.3% (10/75) | 47.5% (94/198) | 63.6% (21/33)
p * - <0.001
48 68.8% (22/32)
*XZ
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2.7.3

273325 QOL

ASSERT P01522 SF-36
2733 13 2733 14
ASSERT 12 SF-36
1.4 5mg/kg 8.7 5mg/kg
24 0.8 5mg/kg 10.2
5mg/kg van der Waerden normal score p<0.001 24
5mg/kg—5 or 7.5mg/kg 102 24 10
—5mg/kg 54 8.0 102
24 20 5mglkg 2.7
van der Waerden normal score
p=0.547
P01522 12 SF-36 +SE
—0.34+1.41 5mg/kg 10.26+1.45 5mg/kg
p<0.01 —5mg/kg
12 24 9.44+1.39 54 9.40+1.56
5mg/kg 24 54 11.29+1.56 11.29+1.75 12
Year2 53 +SD Year2
54 11.12+9.74 102 11.00£10.43 12
+SE 520+1.40 5mg/kg 6.01+1.44
p=0.69
SF-36 12 16.6
24 16.0 12 SF-36 5 10
48 18.9 48 SF-36
12 7.1 24 6.3
48 6.7 48
SF-36
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2.7.3

2.7.3.3 13 SF-36

ASSERT P01522
ASSERT P01522
5mg/kg—
—bmg/kg 5 or 7.5mg/kg —b5mg/kg Smg/kg Smg/kg
78 201 35 35 33
12 =+
75 196 35 33 33
+SD*? 1.0+8.0 10.2+9.6 —0.34+1.41 10.26+1.45 15.7+#12.3
1.4 8.7 16.6
-45,6.5 3.2,16.2 6.7, 24.3
-16.3, 24.4 —11.4, 38.6 -7.1,38.6
p ** - <0.01
24
74 193 34 27 33
+SD*? 1.5+7.0 10.8+9.5 9.44+1.39 11.29+1.56 17.0+14.2
0.8 10.2 16.0
-1.9,6.0 39,171 6.4, 26.8
-14.1,21.8 -8.5,37.7 -6.2,42.0
p * - <0.001
48
29 23 32
+SD*? 10.92+1.78 12.06+1.99 16.6+14.5
18.9
9.6, 25.2
-14.9, 40.3
54 *
66 175 35 28
+SD*2 9.0+10.1 11.4+10.2 9.40+1.56 11.29+1.75 B
8.0 10.7
2.0,16.8 4.2,19.0
-11.3,30.0 -14.7,38.8
54 Year2
53
+SD - B 11.12+9.74 -
10.95
78
64 165 49
+SD 9.5+10.1 11.849.5 10.95+9.55 B
8.5 12.1 10.00
1.1,16.2 4.6,18.0
-8.2,30.2 -9.5,38.9
102 *
59 164 53
+SD 9.8+10.1 12.5+9.8 11.00+10.43 B
8.3 12.4 11.83
2.5,17.7 4.8,19.5
-8.3,33.1 -11.9, 36.7
*1 pp1522 12 54 102 5.3.5.4.1
*2p01522 +SE

*3

*4 yan der Waerden normal score
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2.7.3

2733 14 SF-36

ASSERT P01522
ASSERT P01522
5mg/kg—
—bmg/kg 5 or 7.5mg/kg —5mg/kg Smg/kg Sma/kg
78 201 35 35 33
12
75 196 35 33 33
+SD*?2 3.2+£10.2 3.249.7 5.20+1.40 6.01+1.44 6.8+8.9
2.2 1.9 7.1
-23,95 -1.9,9.0 0.5,13.2
-21.4,30.4 -25.3,33.4 -11.6,22.7
p * — 0.69
24
74 193 34 27 33
+SD*? 2.5+10.3 3.3+10.7 6.37+1.63 6.86+1.84 6.6+11.2
2.0 2.7 6.3
—-2.6,75 -2.9,88 -15,12.4
-21.8,28.4 -27.5,29.0 -16.1, 33.9
p * - 0.547
48
29 23 32
+SD*? 9.79+1.65 8.74+1.87 6.6+8.7
6.7
1.8,13.1
-11.7,23.6
54 =l
66 175 35 28
+SD*? 5.2+10.9 3.1#11.5 7.96+1.43 8.67+1.61 -
3.8 2.7
-1.0,12.1 -3.7,10.1
-21.9,27.5 —27.1,28.8
54 Year2
+SD 8.45+10.96
6.82
78
64 165 49
+SD 5.1+9.8 3.8+10.2 9.01+10.67 B
3.8 2.4 6.94
-13 126 -30 9.1
-13.9 282 -18.8 32.1
102 !
59 164 53
+SD 4.3+10.6 3.6+11.6 7.31+12.78 -
2.3 2.4 5.60
-3.6,11.9 -2.8,10.4
-21.0,28.1 —35.8,35.1
*1 p01522 12 54 102 5.35.4.1
*2 P01522 +SE

*3

*4 van der Waerden normal score
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2.7.3

273326 CRP

ASSERT CRP 2733 15 P01522
CRP 2733 16 0 %
ASSERT CRP 2 0.0% 5mg/kg —69.2%
5mg/kg 24 CRP
0.0% 5mg/kg —68.7% 5mg/kg
e p<0.001 24 —5mg/kg
54 -51.5% 102 —58.8% 5mg/kg—5 or 7.5mg/kg 54 —68.5% 102
—64.5% 24
P01522 2 CRP 0.0mg/L 5mg/kg —16.3mg/L
5mg/kg Wilcoxon p<0.01
12 CRP 0.52mg/L  5mg/kg —16.0mg/L
5mg/kg Wilcoxon p<0.01 12
24 —10.8mg/L 54 —6.50mg/L 5mg/kg 24 —16.2mg/L
54 -16.7mg/L 12 Year2 53 CRP
Year2 54 -16.0 102 —-15.0
CRP 2 —96.9% 12
-97.9% 24 -98.4 48 —96.3%
2733 15 CRP ASSERT
ASSERT
5mg/kg
—5mg/kg —b5 or 7.5mg/kg Smo/kg
78 201 33
2
76 200 33
+SD 14.7£125.7 —53.6+44.6 —91.5+17.9
0.0 —69.2 -96.9
-200 17.0 -84.9 —204 -100.0 -88.2
—90.0 1050.0 -97.4 250.0 -100.0 0.0
6
76 199 33
+SD 20.1+152.3 —47.0+£62.7 —31.1+223.6
0.0 —66.7 -96.0
—-23.0 216 —-84.6 —-20.0 -100.0 -85.7
-92.0 1157.1 —97.9 466.7 —100.0 1100.0
12
74 196 33
+SD 9.1+58.2 —47.0£63.3 —79.3+57.0
0.0 —69.2 -97.9
—23.5 30.2 —-84.6 —-20.0 -100.0 -87.5
—-92.0 228.6 —97.9 4750 —100.0 205.6
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2.7.3

46

ASSERT
5mg/kg
—5mg/kg —5 or 7.5mg/kg Smg/kg
78 201 33
24
75 198 33
+SD 21.3+104.6 —32.7£135.5 —63.8+£100.1
0.0 —68.7 -98.4
=317 25.0 -85.2 -16.7 -100.0 -88.9
-92.0 525.0 -97.9 12222 -100.0 400.0
p - <0.001
48
32
+SD —84.6+35.1
—-96.3
-100.0 -87.9
-100.0 75.0
54
67 176
+SD —39.2467.1 -31.3+£161.5
-51.5 —68.5 -
-82.8 —20.0 -84.9 -18.6
—05.7 3429 -97.9 1850.0
78
63 166
+SD —-18.9+212.2 —41.7481.5 B
—-60.0 —66.1
-79.3 0.0 —-83.3 -14.6
-96.4 1600.0 -97.9 720.0
102
61 164
+SD -18.3+131.7 —41.8£75.3 B
-58.8 —64.5
-78.9 0.0 -84.9 -20.0
-96.4 850.0 -97.9 575.0
*XZ




2.7.3

2733 16 CRP mg/lL 102 P01522
—5mg/kg 5mg/kg p *
35 18.00 35 23.90 0.15
2 34 15.55 34 4.30 <0.01
34 0.00 34 -16.3 <0.01
% 34 0.00 34 —79.0 -
6 35 13.00 34 6.00 <0.01
35 0.00 34 -18.4 <0.01
% 35 0.00 34 —78.7 -
12 35 15.00 35 6.00 <0.01
35 0.52 35 -16.0 <0.01
% 35 1.49 35 —79.3 -
24 34 6.00 30 5.50 -
34 -10.8 30 —-16.2 -
% 34 —70.8 30 —79.3 -
54 ! 35 5.20 30 5.80 -
35 —6.50 30 -16.7 -
% 35 —71.8 30 —79.7 —
Year2
53 21.00
54 51 4.00
51 -16.0
% 51 —81.1
78 48 6.00
48 -15.3
% 48 —71.6
102 53 4.20
53 —-15.0
% 53 —75.6
*112 54 102 5.3.5.4.1
*2 \Wilcoxon
2.7.3.3.2.7 MRI
ASSERT MRI 2 reader
23
Activity
Chronicity 0-6 11 Activity Chronicity
0 ASSERT
MRI 2733 17 0
ASSERT 0 MRI  Activity 4.00 5mg/kg 3.57
Chronicity 13.50 5mg/kg 9.53 24
MRI  Activity 0.25 5mg/kg —2.00
5mg/kg van der Waerden normal score
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2.7.3
p<0.001  5mg/kg—>5 or 7.5mg/kg 102 Activity
—2.00 24 MRI Chronicity
0.00 5mg/kg 0.50
van der Waerden normal score p=0.096 102 MRI Chronicity
—5mg/kg 5mg/kg—5 or 7.5mg/kg 0.00
ASSERT 24 MRI  Activity 5mg/kg
Chronicity Chronicity
12 24
Chronicity
2733 17 MRI ASSERT
5mg/kg
—bmg/kg —b5 or 7.5mg/kg
78 201
24
Activity
72 195
+SD 0.38+3.97 —4.44+6.16
0.25 -2.00
-250 2.75 —-8.00 0.00
-9.23 10.50 —-24.50 8.50
p_* - <0.001
Chronicity
72 194
+SD -0.98+8.88 0.52+8.37
0.00 0.50
-350 222 -1.81 4.00
—47.50 21.08 —47.00 25.48
p_* - 0.096
102
Activity
60 161
+SD —4.89+6.85 —4.87+6.42
-1.00 —2.00
—8.75 0.00 —8.50 0.00
—24.00 7.50 —24.00 7.00
Chronicity
60 160
+SD 0.46+3.95 0.97+4.33
0.00 0.00
-0.50 2.00 0.00 1.50
—14.50 13.32 —8.50 30.55

* van der Waerden normal score
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2.7.3

2.7.3.3.2.8
ASSERT 24
61.2% 19.2%
p<0.001
97.0% 48 96.9% ASSERT
2 6
12 BASDAI
8.6%
2 6
BASDAI 50% 57.6% 24
ASSERT P01522
Chest expansion ASSERT
SF-36
ASSERT
ASSERT P01522

49

ASAS 20% 5mg/kg
Cochran-Mantel-Haenszel x2
24 ASAS 20%
ASAS 20%
P01522
50% 5mg/kg 57.1%
Fisher p<0.01  5mg/kg
12
78.8% 48 81.3%
BASMI
BASFI QOL
CRP MRI  Activity



2.7.3

2.7.3.3.3
ASSERT 24 ASAS
20% 5mg/kg 95%
2736 1 5mg/kg
1 5mg/kg
95% 95%
CRP
5mg/kg ASAS 20% 3 46.3% 3
74.5% CRP CRP CRP
P01522 12
BASDAI 50% 2736 1 5mg/kg 12
BASDAI 50% 66.7% 16/24 36.4% 4/11
54 BASDAI 50% 55.0% 11/20 50.0%
5/10 2736 2 HLA-B27 5mg/kg 12 BASDAI
50% 62.5% 20/32 0.0% 0/3
HLA-B27 3
CRP 5mg/kg 12 BASDAI 50%
3 38.5% 5/13 3 68.2% 15/22 CRP
CRP
24 ASAS 20% 97.0% 32/33
P01522 ASAS
20% BASDAI 50% 24
48 2736 3 2736 4 CRP
BASDAI 50% 1.5mg/dL 24
88.9% 16/18 48 88.2% 15/17 1.5mg/dL
66.7% 10/15 73.3% 11/15 CRP CRP
IL-6 5pg/mL BASDAI 50%
24 94.7% 18/19 48 94.4% 17/18 5pg/mL
57.1% 8/14 64.3% 9/14 IL-6 IL-6
CRP CRP ASAS
20% BASDAI 50%
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2.7.3

IL-6
273321
2736 3
3

IL-6

ASSERT

BASDAI
2736 4

P01522

50%

51

IL-6

24

MTX

48
MTX

BASDAI 50%



2.7.3

2.7.34
2.7.34.1
11
1 P01522
ASSERT
Brandt et al 1 BASDAI BASFI VAS
2000 13 5Smg/kg O 2 6 CRP ESR 0 12
Brandt 2000 5mg/kg
3 10mg/kg
3mg/kg 10mg/kg 3mg/kg
13 5mg/kg
Braun P01522
5mg/kg P01522 ASSERT
5mg/kg P01522 ASSERT 5mg/kg
P01522 ASSERT 5mg/kg
5mg/kg
2
TNFo immunologic tolerance
0 2 6 6
8
4 6
P01522
ASSERT
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2.7.3

Brandt et al 11 BASDAI 12 6
2000 13 5mglkg 0 2 6 10 8 14
8 4
Breban et al 50 4 96%
2002 15 5mglkg O 2 6 VAS 50%
7
Collantes et al 40 BASFI 6 30
2002 16 5mglkg 0 2 6 30 8
Kruithof et al 21 48 79%
2002 17 5mgkg 0 2 6 48
14
Brandt 2000 5mg/kg 0 2 6 12 10 8
14 4 13
8
P01522 0 2 6 6
P01522 ASSERT
P01522 ASSERT 6
P01522 0 2 6
8 14 Breban
4 96% 7
15 Collantes 8 BASFI 6 30
16  Kruithof 14 48 79%
17
P01522 ASSERT
0 2 6 6
P01522 6
Collantes 8
0 2 6 6
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2.7.3

2.7.3.4.2
ASSERT
24 ASSERT
1
5mg/lkg 0 2 6 6
18
TA-650-18
5mg/lkg 0 2 6 6 42
33 50
ASSERT
5mglkg 0 2 6 6
Collantes
8 6
2.7.35
ASSERT P01522 102 50
QoL
P01522 102 5mg/lkg 6
37 7

19
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2.7.3

Proportion of Subjects
Achieving an ASAS 20 Response at Week 24

2.7.3.6
5 mglkg
Placebo Infliximab
Odds Ratioand 95%CI n (% n (%
All Subjects —H- 78 (19.2) 201 (61.2)
Gender :
Male —|-,- 68 (19.1) 157 (61.8)
Female —F— 10 (20.0) 44 (59.1)
HLA-B27 Antigen :
Positive == (203.1)69 (20.3) 173 (62.4)
Negative ;: 9 (11.1) 27 (55.6)
Age at enroliment :
<40 _H_ 38 (15.8) 109 (71.6)
>40 —|—: 40 (225) 92 (48.9)
Disease Duration (yrs.) :
<10 —H— 33 (152) 121 (61.2)
>10 —|—,- 45 (222) 80 (61.3)
BASDAI at baseline :
<7 —H— 57 (19.3) 125 (60.0)
s7 —H— 21 (19.00 76 (63.2)
BASFI at baseline :
<5 e | 26 (115) 67 (627)
>5 e 52 (23.1) 134 (60.4)
BASMI at baseline I
<4 i 48 (188) 118 (66.9)
>4 —|—1- 30 (20.00 83 (53.0)
CRP at screening :
<3.0xULN —|—: 38 (21.1) 95 (46.3)
>3.0x ULN + 40 (17.5) 106 (74.5)
Spinal pain VAS :
<7 —H— i 30 (13.3) 62 (51.8)
>7 =i o| 48 (229) 139 (655)
TR LR R A B
0.1 1 10 100
Placebo Infliximab
Better Better
2736 1 24 ASAS 20%
95% ASSERT

55

Odds
Ratio

6.6

6.2
11.1

6.1
14.6

12.7
34

8.0
54

6.4
6.2

116
49

8.6
42

32
138

74
6.0

95% Cl
(3.5, 12.4)

(32,12.2)
(1.4, 86.8)

(32,11.7)
(1.0, 203.1)

(4.9,332)
(14,7.9)

(2.9, 22.0)
(2.4, 12.4)

(3.0, 13.7)
(2.0, 19.7)

(32,41.7)
(2.4,10.2)

(3.8,19.6)
(1.6,11.2)

(1.3,7.8)
(5.5, 34.8)

(2.3,23.8)
(2.8, 12.8)

p-value
<0.001

<0.001
0.013

<0.001
0.026

<0.001
0.003

<0.001
<0.001

<0.001
<0.001

<0.001
<0.001

<0.001
0.001

0.007
<0.001

<0.001
<0.001



2.7.3

56

2736 1 12 BASDAI 50% P01522
5mg/kg

4.6% (1/22) 66.7% (16/24)

15.4% (2/13) 36.4% (4/11)
HLA-B27* 10.0% (3/30) 62.5% (20/32)

0.0% (0/4) 0.0% (0/3)
() 40 15.0% (3/20) 66.7% (12/18)

40 0.0% (0/15) 47.1% (8/17)
() 15 10.0% (2/20) 61.1% (11/18)

15 6.7% (1/15) 52.9% (9/17)
BASDAI 6.5 4.8% (1/21) 61.1% (11/18)
6.5 14.3% (2/14) 52.9% (9/17)
BASFI 5.0 11.8% (2/17) 71.4% (10/14)
5.0 5.6% (1/18) 47.6% (10/21)

BASMI 3.0 10.0% (2/20) 52.9% (9/17)
3.0 6.7% (1/15) 61.1% (11/18)

CRP 3 15.8% (3/19) 38.5% (5/13)
3 0.0% (0/16) 68.2% (15/22)

Site 1 20.0% (2/10) 60.0% (6/10)
Site 1 4.0% (1/25) 56.0% (14/25)
() 80 7.1% (2/28) 50.0% (14/28)

80 14.3% (1/7) 85.7% (6/7)

* HLA-B27




2.7.3

57

2736 2 54 BASDAI 50% P01522
- 5mg/kg 5mg/kg

59.1% (13/22) 55.0% (11/20)
38.5% (5/13) 50.0% (5/10)
HLA-B27* 56.7% (17/30) 59.3% (16/27)

0.0% (0/4) 0.0% (0/3)
() 40 70.0% (14/20) 62.5% (10/16)
40 26.7% (4/15) 42.9% (6/14)
() 15 60.0% (12/20) 50.0% (8/16)
15 40.0% (6/15) 57.1% (8/14)
BASDAI 6.5 42.9% (9/21) 50.0% (8/16)
6.5 64.3% (9/14) 57.1% (8/14)
BASFI 5.0 64.7% (11/17) 58.3% (7/12)
5.0 38.9% (7/18) 50.0% (9/18)
BASMI 3.0 45.0% (9/20) 43.8% (7/16)
3.0 60.0% (9/15) 64.3% (9/14)
CRP 3 42.1% (8/19) 30.0% (3/10)
3 62.5% (10/16) 65.0% (13/20)

Site 1 60.0% (6/10) 75.0% (6/8)
Site 1 48.0% (12/25) 45.5% (10/22)
() 80 50.0% (14/28) 45.8% (11/24)

80 57.1% (4/7) 83.3% (5/6)

* HLA-B27




2.7.3

2736 3 24 BASDAI 50%
80.0% (24/30) | 20.0% (6/30)
66.7% (2/3) 33.3% (1/3)
() 40 82.6% (19/23) | 17.4% (4/23)
40 70.0% (7/10) 30.0% (3/10)
BMI(kg/m?) 25.0 82.6% (19/23) | 17.4% (4/23)
25.0 70.0% (7/10) 30.0% (3/10)
() 10 81.3% (13/16) | 18.8% (3/16)
10 76.5% (13/17) | 23.5% (4/17)
HLA-B27 83.3% (20/24) | 16.7% (4/24)
66.7% (6/9) 33.3% (3/9)
( 81.8% (18/22) | 18.2% (4/22)
72.7% (8/11) 27.3% (3/11)
(MTX) 85.0% (17/20) | 15.0% (3/20)
69.2% (9/13) 30.8% (4/13)
( 73.9% (17/23) | 26.1% (6/23)
( , ) 90.0% (9/10) 10.0% (1/10)
* 83.3% (10/12) | 16.7% (2/12)
76.2% (16/21) | 23.8% (5/21)
VAS  (cm) 7 76.9% (10/13) | 23.1% (3/13)
7 80.0% (16/20) | 20.0% (4/20)
BASDAI 7 76.5% (13/17) | 23.5% (4/17)
7 81.3% (13/16) | 18.8% (3/16)
BASMI 4 73.7% (14/19) | 26.3% (5/19)
4 85.7% (12/14) | 14.3% (2/14)
BASFI 5 83.3% (15/18) | 16.7% (3/18)
5 73.3% (11/15) | 26.7% (4/15)
CRP(mg/dL) 15 66.7% (10/15) | 33.3% (5/15)
15 88.9% (16/18) | 11.1% (2/18)
TNFa(pg/mL) 0.55 75.0% (12/16) | 25.0% (4/16)
0.55 82.4% (14/17) | 17.6% (3/17)
IL—6(pg/mL) 5 57.1% (8/14) | 42.9% (6/14)
5 94.7% (18/19) 5.3% (1/19)
MTX 1
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2736 4 48 BASDAI 50%
82.8% (24/29) | 17.2% (5/29)
66.7% (2/3) 33.3% (1/3)
() 40 81.8% (18/22) | 18.2% (4/22)
40 80.0% (8/10) 20.0% (2/10)
BMI(kg/m?) 25.0 82.6% (19/23) | 17.4% (4/23)
25.0 77.8% (7/9) 22.2% (2/9)
() 10 81.3% (13/16) | 18.8% (3/16)
10 81.3% (13/16) | 18.8% (3/16)
HLA-B27 83.3% (20/24) | 16.7% (4/24)
75.0% (6/8) 25.0% (2/8)
( 85.7% (18/21) | 14.3% (3/21)
72.7% (8/11) 27.3% (3/11)
(MTX) 85.0% (17/20) | 15.0% (3/20)
75.0% (9/12) 25.0% (3/12)
( 77.3% (17/22) | 22.7% (5/22)
( , ) 90.0% (9/10) 10.0% (1/10)
* 83.3% (10/12) | 16.7% (2/12)
80.0% (16/20) | 20.0% (4/20)
VAS  (cm) 7 83.3% (10/12) | 16.7% (2/12)
7 80.0% (16/20) | 20.0% (4/20)
BASDAI 7 81.3% (13/16) | 18.8% (3/16)
7 81.3% (13/16) | 18.8% (3/16)
BASMI 4 78.9% (15/19) | 21.1% (4/19)
4 84.6% (11/13) | 15.4% (2/13)
BASFI 5 88.9% (16/18) | 11.1% (2/18)
5 71.4% (10/14) | 28.6% (4/14)
CRP(mg/dL) 15 73.3% (11/15) | 26.7% (4/15)
15 88.2% (15/17) | 11.8% (2/17)
TNFa(pg/mL) 0.55 75.0% (12/16) | 25.0% (4/16)
0.55 87.5% (14/16) | 12.5% (2/16)
IL—6(pg/mL) 5 64.3% (9/14) 35.7% (5/14)
5 94.4% (17/18) 5.6% (1/18)
MTX 1
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