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Overall Study Population

—— Placebo (n=103)

—l— Apremilast 30 mg BID (n = 104)

2.0

Number of Ulcers, LS Mean (SE)

Weeks

Placebo, n
(LS mean)

1

103 (2.78)

2

103 (2.66)

6

Study Week

4

103 (2.46)

6

103 (2.43)

103 (2.49)

103 (2.10)

103 (2.04)

Apremilast, n
(LS mean)

104 (1.79)

104 (1.31)

104 (1.28)

104 (1.40)

104 (1.28)

104 (1.01)

104 (1.06)

Pvalue

0.0010

<0.0001

0.0002

0.0015

0.0003

0.0003

0.0003

Number of Ulcers, LS Mean (SE)

Japanese Subgroup

—@— Placebo (n=20)
—l— Apremilast 30 mg BID (n=19)

1 2 4 6 8 10 12
Study Week

Weeks 1 2 4 6 8 10 12
Placebo, n
(LS mean) 20 (3.32) 20 (2.92) 20 (2.66) 20 (2.22) 20 (2.41) 20 (2.55) 20 (1.82)
Apremilast, n
(LS mean) 19 (1.49) 19 (1.10) 19 (1.21) 19 (1.14) 19 (1.17) 19 (0.96) 19 (1.19)
Difference, LS 0.45 0.37 0.45 0.52 0.48 0.37 0.66
mean (95% CI) | (0.24,0.83) | (0.18,0.76) | (0.22,0.93) | (0.22,1.19) | (0.19,1.21) | (0.16,0.90) | (0.27, 1.58)
Pvalue 0.0124 0.0081 0.0311 0.1152 0.1152 0.0300 0.3340
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AUC .12 for Number of Oral Ulcers
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APR 30 BID

300

200

100

AUCy0.12 for Number of Oral
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PBO

P=0.0168*
115.9
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A Mean change from baseline in oral ulcer count over 64 weeks

Placebo-Controlled
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40 52 64 Follow-up*
Study Week
Week ] 1 2 4 6 8 10 12 16 28 40 52 64 |Follow-up*
Placebo, n 103 | 98 97 93 91 86 | 83 | 82t
Placebo/apremilast, n 83 78 73 70 67 82
Apremilast, n 104 ] 101 | 101 | 101 o8 94 o4 97 a5 92 85 79 75 85
v =p e et ERA e 3 b
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Teshigawara T, Kawagoe T, Mizuki Y,
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Fukumoto T, Takeno M, Kaneko T, Mizuki
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x 1. MER - BEENCAH-BEEAHERRDOREREE GR)

S 5% 2z () &t (h)

2010 165/405 (40. 7%) 326/563 (57. 9%) 491/968 (50. 7%)

2015 143/353 (40.5%) 234/413 (56. %) 3717/766 (49.2%)

2016 157/329 (47.7%) 218/377 (57.8%) 375/706 (53. 1%)

2017 71/156 (45. 5%) 133/224 (59. 4%) 204/380 (53. 7%)
PERI A BAZ R <

&2 MR - BEERICHREEHEARRR B ORERES EH)

B 5 () zZ (%) & (%)

2015 1302/3943 (33.0%) | 2437/5319 (45.8%) | 3739/ 9262 (40. 4%)
2016 1509/4486 (33.6%) | 2722/5908 (46.1%) | 4231/10394 (40. 7%)
2017 496/1452 (34.2%) | 839/1670 (50.2%) | 1335/ 3122(42.8%)
PR R ZFR <

&3 MR - BEEHNCAH-RTOMmMEMEIRXDOFERKEE FHR)

B 5% 2z () &t (h)
2010 46/405 (11.4%) 61/563 (10.8%) 107/968 (11.1%)
2015 29/353 ( 8.2%) 36/413 ( 8.7%) 65/766 ( 8.5%)
2016 28/329 ( 8.5%) 41/377 (10. 9%) 69/706 ( 9.8%)
2017 15/156 ( 9. 6%) 35/224 (15.6%) 50/380 (13.2%)
PERIABA 2R <

x4 MR - BEEHNCH-RTOMmMEMEIRXOFEKEE (EH)

SES 80 Z (h) & (%)

2015 407/3943 (10.3%) | 502/5319 (9. 4%) 909/ 9262 ( 9. 8%)
2016 477/4486 (10.6%) | 587/5908 (9. 9%) 1064/10394 (10. 2%)
2017 155/1452 (10.7%) | 158/1670 (9. 5% 313/ 3122(10. 0%)
PERIABA 2R <

&5 Al - HEFRICAH-ERREKRS, EERRBOARENREIS GR)

SES CEA0)) zZ (%) & (%)
2010 250/405 (61.7%) 327/563 (58.1%) 577/968 (59. 6%)
2015 210/353 (59. 5%) 229/413 (55. 4%) 439/766 (57. 3%)
2016 215/329 (65. 3%) 221/371 (58. 6%) 436/706 (61. 8%)
2017 103/156 (66. 0%) 135/224 (60. 3%) 238/380 (62. 6%)
PERI A BA 2R <




F& 6. A - BHFEFERICAH-ERRERS, EERRBOARENREIS EH)

S 5% 2z () 0]

2015 1713/3943 (43.3%) | 2126/5319 (40.0%) 3839/9262 (41. 4%)

2016 2024/4486 (45.1%) | 2505/5908 (42.4%) | 4529/10394 (43. 6%)

2017 681/1452 (46.9%) | 766/1670 (45.9%) | 1447/ 3122 (46. 3%)
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Oharaseki T, Ogawa Y, Onimaru M, Kurata
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Modern Rheumatology 2022 Mod Rheumatol.
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