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A Multicentre Study Assessing the Efficacy and Safety of Repository Corticotropin Injection in Patients With Persistently Active Rheumatoid Arthritis
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Table 1. Key Inclusion and Exclusion Criteria

e Age 218 years e Use of any investigational treatment for RA or : Characteristic 80+ 4} C I
e Meet criteria for RA as defined by the 2010 any biologic investigational agent during the RCI (N=259) RCI (n=77) Placebo (n=76) O n C u s I o n

ACR/EULAR classification® at screening 24 weeks before the first dose of study drug or .
e Persistently active RA, defined as DAS28-ESR any nonbiologic investigational agent within . Age, mean (SD), y >1.0 (12.2) °0.1(12.2) 20.9 (11.3) » In this study, RCI appeared to be safe and effective, and showed sustained effect in patients who have persistently
active RA despite corticosteroid/ DMARD therapy

>3.2 despite treatment with required 6 weeks before the first dose of study drug " Female sex, no. (%) 231 (89) 67 (87) 69 (90)
biologic/nonbiologic DMARD(s) and a CS at e History of sensitivityto ACTH preparations or Race, no. (%)

60-

screening and baseline use of ACTH preparations for RA .
e Use of a CS in the 12 weeks before screening e Current rheumatic autoimmune disease or White 170 (66) 93 (69) 53 (69)

and on a stable dose of 5-10 mg of prednisone inflammatory joint disease other than RA African American 15 (6) 1(1) 2 (3)
(or equivalent) for 4 weeks before screening e Use of intra-articular CSs in the 14 days before . Asian 3 (1 ) 0 1 (1 )

* Use of 1 of the following for 212 weeks before screening - : : :
screening (and must remain on same doses e Use of B-cell-mediated therapies (eg, - American? Indian or Alaska Native 40 (15.4) 12 (16) 14 (18)

throughout study) rituximab) in the 24 weeks before screening Other or not reported 31 (12) 11 (14) 7 (9)

40

Subjects Meeting Criteria (%)
Subjects Meeting Criteria (%)

20-
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* One allowed biologic DMARD . DAS28-ESR, mean (SD) 6.3 (1 -O) 6.2 (0-9) 6.2 (1 -O) . .
- Ry 436 (24.5) 403 21.5) 420 (229) : " Weaktz  weekts  weeo  weekor - |
DAS28-ESR at Week 12, mean (SD) 3.6 (1.4) 2.8 (0.4) 2.7 (0.5) - -

Abbreviations: ACR, American College of Rheumatology; ACTH, adrenocorticotropic hormone; CS, corticosteroid; DAS28-ESR, disease activity . . *P<0.05- ***P<0.0001 f 1 e bi ial test label period P s chi test (double-blind eriod). P val denote differen - m
score with a 28 joint count and erythrocyte sedimentation rate; DMARD; disease-modifying antirheumatic drug; EULAR, European League Against : ESR at Week 12, mean (SD) 24.0 (21.5) 15.8 (12.2) 15.2 (12.6) . =009, - S rom 1-sample binomial test (open-label period) or Pearson's chi-square test (double-blind period). P values denote differences . A kn WI m n n F n I n
. : o . : o - - from baseline for the open-label period and from placebo for the double-blind period. Percentages above bars are rounded to the nearest whole number.

Rheumatism; RA, rheumatoid arthritis; RC, repository corticotropin injection. @North, Central, or South American Indian. Abbreviations: DAS28-ESR, disease activity score with 28 joint count and erythrocyte sedimentation rate; Abbreviations: ACR, American College of Rheumatology; mITT, modified intent-to-treat; RCI, repository corticotropin injection.
RCI, repository corticotropin injection; SD, standard deviation.
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