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e Subjects must be 218 years of age atthe e Subject has used RCI for the treatment of

» Despite availability of effective disease-modifying therapies (DMTs), some patients with : » Safety evaluations: » Baseline characteristics indicate that the enrolled subjects are broadly representative of

remitting multiple sclerosis.
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<€ Results

relapsing-remitting multiple sclerosis (RRMS) continue to experience acute exacerbations « Adverse events, physical examinations, clinical laboratory tests, pregnancy testing, ?;;Z?:mg il Al Cal o elle ol . M:;Z)';T;nsgfsl:;t EOTVZT}SIdeer and/or the RRMS population
» Relapsesin RRM_S patl_ents are ?gsomated with impaired capabilities, residual disability, : medical history, weight, aqd Vl1fa| signs e Must have a diagnosis of RRMS cognitive symptoms of MS associated with : > It is hoped that this pilot study will provide some guidance for the planning of a larger
and reduced quality of life (QoL)" . . : > Qol/health outcomes evaluations: . . according to the revised McDonald the most recent relapse : study of the treatment of RRMS with RCI
» High-dose steroids are the standard of care for relapses, but patients who have residual : « Health Resource Utilization (HRU), Centers for Disease Control and Prevention : criterias e Has been treated with daclizumab or an : _ . .
deficits following treatment with high-dose corticosteroids have limited treatment options : Healthy Day Core Module (CDC-HRQoL-4), and Work Productivity and Activity : it e e el e e e ottt T (e (B (s r)i/or : > Results of the OPTIONS trial are intended to support RCI as an effective treatment for
» Repository corticotropin injection (RCI; Acthar® Gel) is approved by the US Food and Drug : Impairment Instrument (WPAI) <4 davs orior to the IIDBaseIine Visit o Tore Screpeain Visit or throuahout thg : acute exacerbations of RRMS in patients with inadequate response to high-dose steroids
Administration for the treatment of RRMS exacerbations.3 RCl is a naturally sourced : » Responses will be evaluated up to 42 days after randomization using the EDSS/FSS, . R/Iust h;’vepstarted 310 5 days (given over stud Sub'ectsgtreated with nagtalizumab .
complex mixture of adrenocorticotropic hormone analogs and other pituitary peptides? : MSIS-29v1, and CGl-| scales 2 el 67 4 (o 7 6w o )c/:ort?costeroid will ge excfuded f thev are not currentl :
» The therapeutic benefits of RCI are often ascribed to corticosteroid production; however, : L trepatment witl:ﬂn 28 dg s of the onset of neqative for John Cur?lnin ham virus y : - 0]
recent evidence suggests that the immunomodulatory and anti-inflammatory effects of RCI : Statistical analyses the first relapse symptgm . Su%jects receiving any nogn-exclu dod
may be m4ed|ated via corticosteroid-independent melanocortin receptor signaling : » Primary efficacy endpoint e Must have failed to obtain an fecrss el festrEtE must e : ‘ Refe rences
> 'FI)'?mteh\cl)vs}(/eitive of this ongoing multicenter, randomized, double-blind, placebo-controlled * EDSS response rate and 907 confidence interval at Day 42, defined as the improvement of at least 1 point in 1 or been on a stable dose(s) for 30 days prior :
i IJ OPTIONg t gl ot - L rate. safoty, P 4 tolerability of RCI : percentage of patients with an EDSS score improvement (decrease) of 21.0 point (if more functions on the FSS 14 days to the Baseline Visit and plan to remain on
para t'e 'Q[rOUFEh RRMS h”?‘ IS 10 afsess Z rgipohﬁsﬁ ;a €, sa ft'y, a{‘ %era ity O : <5.5 at baseline) or 20.5 point (if >5.5 at baseline) following the first dose of high-dose that dose(s) throughout the study 1. Berkovich R. Neurotherapeutics. 2013;10:97-105.
:ntpq |ert1)s Wll. h V,:/ © t_ave5rgi/ refs bon ”e Ot 'gh-aose dcod COSIErolds : » Primary safety endpoint : corticosteroids e Has type 1 or type 2 diabetes mellitus 2. Nickerson M. Mult. Scler. Relat. Disord. 2015;4:234-240.
> Interim baseline characteristics (507 of enroliment) are provide - - Asummary of general safety profile, including adverse events (serious and - e Must have an EDSS score of 2.0 to 6.5 at e Has certain specified laboratory test 3 Acthar Gel kage insertl. Bedminster. NJ: Mallinckrodt Ph ticals: 2019
' nonserious), vital signs, and laboratory assessments by study period and over the : the Baseline Visit abnormalities at the Screening Visit - Acthar Gel [package insert]. Bedminster, NJ: Mallinckro armaceuticals, '
- == entire study .+ Musthave a mean systolic blood *- Amason BE et al. Mult. Scler. J. 2015;19:130-136.
: » Because of the small size of this study, no inferential statistics are planned : pressure <140 mm Hg and a mean 5. Polman CH et al. Ann. Neurol. 2011:69:292-302.
i ] ] ] ) diastolic blood pressure of <90 mm Hg at
‘ MethOdS - Figure 1. Study Design Schematic - the Screening and Baseline Visits :
. : Abbreviations: EDSS, Expanded Disability Index Scale; FSS, Functional Systems Score; RCI, repository corticotropin injection; RRMS, relapsing- —

Patients and study design

» Subjects with RRMS who have experienced a relapse and who will receive, within 28 days
of symptom onset, 3 to 5 days (given over a period of up to 7 days) of treatment with:
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» A study design schematic is presented in Figure 1, and a list of assessments is presented : L Follow-up 1 Follow-up 2 - > Baseline data (Table 3) are from 32 patients (approximately 50% of the 66-patient target). :
. a I a . 1 o) 0 1 .
in Table 1. Key inclusion and exclusion criteria are presented in Table 2 : T e e : Mean age is 42.2 years (78.1% female, 84.4% Caucasian) o .
» Screening visits will take place during the initial 28 days of the 42-day screening period . e : > Average time since MS diagnosis is 13.7 years, and mean EDSS score at baseline is :
during which subjects will be assessed with the Expanded Disability Status Scale - - i 3.91. _DMTS used at baselln_e are glatiramer gcetate (9), teriflunomide (6), alemtuzumab : _
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