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Comparison of the Clinical Efficacy and Safety of L co.
Subcutaneous Versus Oral Administration of Methotrexate in [Arthritis Rheumatol. 2008;58:73-81.]

Patients With Active Rheumatoid Arthritis
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Results of a Six-Month, Multicenter, Randomized, Double-Blind, Controlled, _ o LA
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Head-to-head, randomised, crossover study of oral

versus subcutaneous methotrexate in patients

with rheumatoid arthritis: drug-exposure limitations
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Table 2. ACR20, ACR50, and ACR70 response rates at\Weeks 4, 8, and 12

Table 4. AEs by SOC and PT in Part 1—reported by =5% of patients in either treatment group (safety set).

A (ACR201EschH S L [p=0.530])
EIL 2R D EIER)

in Part 1 (FAS). 50C 7.5 mg MJK101 8 mg oral MTX Total(N = 102)n
PT (N=52)n (%) E (N=350)n (%) E (%) E
7.5mg 8 mg oral -
MJK101  MTX Difference in treatment ‘é?"’;l S 33 Eigi% ;9 -;’g E:;EI 8; g_i g? g:fg ;;0
. . isorders . .5
(N=52)n ({:\; 49n proportions Nausca 7(3.8) 2 7(14.0) 7 9(8.8)9
|:. -""O:l / } [95 Jo Cl]fp—‘:’all]f! E};Orﬂﬂti[is -i [igg -i g ngg i i [\gg:;j
onstipation (1.9) (6. (3.
ACR20 responders at Diarrhoca 0 3(6.0)3 3(2.9)3
Week 4 19(36.5) 16(32.7) 3.9 (-15.6,23.3)/.729 Infections and infestations 8(15.4) 8 9 (18.0) 10 17 (16.7) 18
Week 8 24 (46.2) 24 (49.0) -2.8(-22.4,17.0)/.806 Nasopharyngitis 4(7.7) 4 6(12.0) 7 10 (9.8) 11
Week 12 31(59.6)  25(51.0) 8.6(-11.3,27.8)/.530 Musculoskeletal and connective tissue disorders 6(11.5) 8 6(12.0)6 12 (11.8) 14
ACRS0 responders at ,RA' o o 4(7.7) 4 3(6.0)3 7(6.9)7
Week 4 4(7.7) 4(8.2) -0.5 (-19.6,19.2)/.997 {::L};g’ig;;z?g“g’ and procedural complications i E;IT;LS ; Eé:gg ‘11 3 Eg:g; o
Week 8 10(19.2) 12(24.5) -5.3(-24.8,14.2)/.561 Skin and SC tissue disorders 3(5.8)3 4(8.0)7 7(6.9) 10
Week 12 14 (26.9) 12 (24.5) 2.4(-17.3,21.4)/.806 Fczema 0 3(6.0)4 3(2.9)4
ACR70 responders at General disorders and administration site conditions 2(3.8)2 3(6.0)4 5(4.96
Week 4 1(1.9) 2(4.1) -2.2(-21.4,17.5)/.598 S“VUI“S ZYSIEI:; disorders ; E;Z; i ; Eﬁg; ; g E:g; 7
- - —1= ascular disorders . . 9)5
Week § % [3'8.} 4 [_8'2} —l.i L_—El_.‘l, 17.3).717 Blood and lymphatic system disorders 0 4(8.0) 4 4(3.9)4
Weck 12 5(9.6) 8 (16.3) —6.7 (-26.0,13.1)/.362 Respiratory, thoracic, and mediastinal disorders 1(1.9)1 3(6.0)4 4(3.9)5
. . P ; ) Hepatobiliary disorders 0 3(6.0)4 3(2.9)4
Exact unconditional 95% CI is presented. The p-value (two-sided) is Metabolism and nutrition disorders 0 3(6.0) 3 3(2.9)3

obtained from the exact test of zero risk difference. N: number of patients
in the respective set; n: number of patients with the respective result.

E: number of events; N: number of patients in the respective dose group; n: number of patients with the respective event.
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Table S8. Dose group by visit in totalgroup in Part 2 (safety set).

Proportion of patients, %

B Remission LDA MDA B HDA

1007

BL(P2)
(N=109) (N=101) (N=92) (N=90) (N =86)

m e

Week 24 Week 36 Week 52 Week 64

Total (N=109)
Week 16

Week 20 Week 24 Week 36 Week 52 Week 64
n (%)
7.5 mg 18 (16.5) 17 (15.6) 16 (14.7) 14 (12.8) 13(11.9) 14 (12.8)
10 mg 87 (79.8) 24 (22.0) 17 (15.6) 16 (14.7) 12 (11.0) 9(8.3)
12.5mg 0 64 (58.7) 25(229) 12 (11.0) 9(8.3) 12 (11.0)
15mg 0 0 44 (404) 52 (47.7) 56 (51.4) 51 (46.8)
Missing 43.7) 4(3.7) 7(6.4) 15(13.8) 19 (17.4) 23 (21.1)

N =number of patients on the intended set; n = number of patients within dose group.



4+ =
I\E g

s MTXEZ T F8 (=K 1bmg/B) 12, HARAEHICHEWT, KA
ICh1-> THERNTH Y, BEFaBERsEERLT.

s MTXKR TIE51E, HEADRAREICL > THEmBERKEE R

s AL7=.

s HRANZXWRE L 7o Ram> x££I, 20225

FOAMTX scBE! (xrox

5oy DIANF CHRLHSERFTEAEE S 7=,

BE1EE T EST

7.5mg, 10mg, 12.5bmg,
15mg> U >



	スライド 1: メトジェクトについて　
	スライド 2: 関節リウマチの第一選択：メトトレキサート（MTX）
	スライド 3: メトトレキサート（MTX）の内服方法
	スライド 4: メトトレキサート（MTX）の禁忌
	スライド 5: メトトレキサート（MTX）の副作用
	スライド 6: メトトレキサート（MTX）皮下注射
	スライド 7: メトトレキサート（MTX）皮下注射
	スライド 8: メトトレキサート（MTX）皮下注射：日本人
	スライド 9: 結果：Part 1
	スライド 10: 結果：Part 2
	スライド 11: 結論

