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CLINICAL BACKGROUND RESULTS

The safety of MN-001 has been evaluated In more than

INTRODUCTION

MN-001 (Tipelukast) is a novel, orally available, small molecule. In 600 subjects in six Phase 1, four Phase 2 trials and one Interim Analysis from ALL 15 Subjects
vitro receptor binding and enzyme inhibition assays have identified bhase 3 trial to date targeting healthy volunteers and After 8 weeks of treatment with MN-001 (tipelukast), serum triglyceride levels were reduced in 14 out of 15 subjects (Fig. 4). Pre-treatment mean serum
several mechanisms including leukotriene (LT) receptor hatients with chronic asthma and interstitial cystitis. TG was 328.6 mg/dL and post-treatment mean TG was 192.9 mg/dL. MN-001 reduced mean TG by 135.7 mg/dL, resulting in a 41.3% reduction
antagonism and inhibition of phosphodiesterases (PDE) 3 and 4, t was observed that treatment MN-001 reduced serum (p=0.02) (Table 2). There were no clinically significant safety and tolerability issues.
5—||poxygenase (S_LO)’ phoquOIIpase C and thromboxane A2 triglyceride (TG) Ievels in these CIinicaI StUdieS' Table 2: Effects of Tipelukast on Mean Triglyceride Levels after 8 weeks of Treatment
(Table 1) (t-test: Paired Two Sample for Means) Figure 4: Changes in Individual Subject serum TG Levels after 8 week MN-001 Treatment

Table 1: MN-001’s purported anti-inflammatory effects
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MN-001 Is thought to have potential utility for treating fatty liver _ 0.02
disease with its inhibitory effect on 5-LO and the 5-LO/LT pathway,
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Figure 1: Mechanism of Action of MN-001 evaluate the efficacy, safety, and tolerability of tipelukast After 8 weeks of treatment with MN-001 (tipelukast), serum triglyceride levels were reduced in 13 out of 14 subjects (Fig. 5). Pre-treatment mean serum
(MN-001) in subjects diagnosed with NASH or NAFLD TG was 260.1 mg/dL and post-treatment mean TG was 185.2 mg/dL. MN-001 reduced mean TG by 74.9 mg/dL, resulting in a 28.8% reduction
T with hypertriglyceridemia (fasting serum TG 2150 mg/dL (p=0.00006) (Table 3). There were no clinically significant safety and tolerability issues.
— Confirmed at Screening) Table 3: Effects of Tipelukast on Mean Triglyceride Levels after 8 Weeks Treatment Figure 5: Changes in Individual Subject Serum TG Levels after 8 weeks MN-001 Treatment
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Two sets of analysis are presented:

oo o0 —— 1) Efficacy results from ALL 15 subjects who completed
_P<005 P<005 treatment with MN-001 for 8 weeks (250 mg qg.d. for 4
il P<0.001 weeks and 250 mg b.i.d. for 4 weeks),

P<0.001

2) Efficacy results without the single outlier (14 subjects) CONCL USlONS ACKNOWL EDGEM ENTS
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