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Forward-Looking Statements
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This presentation contains certain “forward-looking” statements that are made pursuant to the safe harbor provisions of the Private Securities Litigation Reform 
Act of 1995.  All statements, other than statements of historical or present facts, are forward-looking statements, including statements regarding our future 
financial condition, future revenues, projected costs, prospects, business strategy, and plans and objectives of management for future operations, including our 
plans to submit for regulatory filings.  In some cases, you can identify forward-looking statements by terminology such as “believe,” “will,” “may,” “might,” 
“estimate,” “continue,” “anticipate,” “intend,” “target,” “project,” “model,” “should,” “would,” “plan,” “expect,” “predict,” “could,” “seek,” “goal,” “potential,” or the 
negative of these terms or other similar terms or expressions that concern our expectations, strategy, plans, or intentions. These statements are based on our 
intentions, beliefs, projections, outlook, analyses, or current expectations using currently available information, and are not guarantees of future performance, and 
involve certain risks and uncertainties.  Although we believe that the expectations reflected in these forward-looking statements are reasonable, we cannot assure 
you that our expectations will prove to be correct.  Therefore, actual outcomes and results could materially differ from what is expressed, implied, or forecasted in 
these statements. Any differences could be caused by a number of factors including but not limited to: our expectations regarding the timing, costs, conduct, and 
outcome of our clinical trials, including statements regarding the timing of the initiation and availability of data from such trials; the timing and likelihood of 
regulatory filings and approvals for our product candidates; whether regulatory authorities determine that additional trials or data are necessary in order to obtain 
approval; our ability to obtain funding for our operations, including funding necessary to complete further development and commercialization of our product 
candidates; our plans to research, develop, and commercialize our product candidates; the commercialization of our product candidates, if approved; the rate and 
degree of market acceptance of our product candidates; our expectations regarding the potential market size and the size of the patient populations for our 
product candidates, if approved for commercial use, and the potential market opportunities for commercializing our product candidates; the success of competing 
therapies that are or may become available; our expectations regarding our ability to obtain and maintain intellectual property protection for our product 
candidates; the ability to license additional intellectual property relating to our product candidates and to comply with our existing license agreements; our ability 
to maintain and establish relationships with third parties, such as contract research organizations, suppliers, and distributors; our ability to maintain and establish 
collaborators with development, regulatory, and commercialization expertise; our ability to attract and retain key scientific or management personnel; our ability to 
grow our organization and increase the size of our facilities to meet our anticipated growth; the accuracy of our estimates regarding expenses, future revenue, 
capital requirements, and needs for additional financing; our expectations related to the use of our available cash; our abil ity to develop, acquire, and advance 
product candidates into, and successfully complete, clinical trials; the initiation, timing, progress, and results of future preclinical studies and developments and 
projections relating to our competitors and our industry.

Additional factors that could cause actual results to differ materially from our expectations can be found in our Securities and Exchange Commission filings.  
Moreover, we operate in a very competitive and rapidly changing environment.  New risk factors emerge from time to time, and it is not possible for our 
management to predict all risk factors, nor can we assess the effects of all factors on our business or the extent to which any factor, or combination of factors, 
may cause actual results to differ materially from those contained in, or implied by, any forward-looking statements.  All forward-looking statements included in 
this presentation are expressly qualified in their entirety by these cautionary statements.  The forward-looking statements speak only as of the date made and, 
other than as required by law, we undertake no obligation to publicly update or revise any forward-looking statements, whether as a result of new information, 
future events, or otherwise.

Bardoxolone methyl and omaveloxolone are investigational drugs, and their safety and efficacy have not been established by any agency.



Reata Confidential

Disclaimers 

•Omaveloxolone is an investigational drug. Safety and efficacy have not been 
established by any regulatory agency. 

•This presentation is for informational purposes only and is not intended to promote a 
product or study. 

•More information can be found on www.ReataPharma.com
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http://www.reatapharma.com/
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Overview of Friedreich’s Ataxia

• Friedreich’s Ataxia (FA) effects an estimated ~22,000 
people globally1-6

• Numerous failed trials with no approved therapies 

• Nrf2 is a transcription factor which promotes the resolution 
of inflammation and restores mitochondrial function

• Mutations in frataxin gene in FA result in vicious cycle of 
mitochondrial dysfunction and paradoxically reduced Nrf27

• Nrf2 suppression further contributes to oxidative stress, 
mitochondrial dysfunction and reduced ATP production8

• Omaveloxolone (Omav) appears to restore Nrf2 activity in 
FA cellular models and improves mitochondrial function9
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1Friedreich’s Ataxia Research Alliance; 2Vankan P, J Neurochem (2013); 3Zheng J, J Neurol Sci (2015); 4Sasaki H, J Neurol Sci (2000); 5Mariño T, Clin Genet (2010); 6Fussiger H, Cerebellum (2019); 
7Paupe V, PloS One (2009); 8Tai G, Neurol Neurochir Pol (2018); 9Abeti R, Front Cell Neurosci (2018)
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Clinical Measures of FA: Modified Friedrich’s Ataxia Rating Scale 
(mFARS)

• mFARS validated using 1,000-patient natural history study called the Friedreich’s Ataxia Clinical Outcomes Measures Study 

(FA-COMS)1

1Patel M, Ann Clin Transl Neurol (2016)
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mFARS: 
Physician-
Assessed 

Neurological 
Exam that 

Tracks 
Progression 

of FA

In FA patients, mFARS worsens (increases) 
on average one to two points annually1

0

Diagnosis
10-15 years old

Non-Ambulatory
Mid-20’s

Death
Mid-30’s

99

9055 - 6025-35

mFARS Scores Associated with Progression

mFARS has four sections that are 
considered clinically meaningful



Reata Confidential

MOXIe: A Study of Omaveloxolone in FA 
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MOXIe Part 1
• 69 patients around the globe

• 3 Omav : 1 Placebo

• Designed to assess multiple endpoints across a 

range of doses

• 12-week treatment duration

MOXIe Part 2
• 103 patients around the globe

• 1 Omav : 1 Placebo

• Designed to confirm safety and efficacy of 150mg 

dose

• 48-week treatment duration

Open-Label Extension (Baseline-Crossover Study)
• Patients who completed Part 1 or Part 2 are eligible

• Every patient receives Omav

• Data available on Baseline-Crossover Study for 34 patients
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MOXIe Part 1 Highlights 

• Study details

– 69 patients included 

– Omav doses ranging from 5mg – 300 mg

– 3:1 ratio of Omav to placebo

– 12-week treatment duration

• Results

– 160mg determined to be the optimal dose

– No change in peak-work

– Improvement in mFARS from baseline compared to 
placebo (greater improvements seen in patients without 
pes cavus than patients with pes cavus)

7

Lynch D, Ann Clin Transl Neurol (2018)

d Change from baseline comparison to zero and LSMEAN estimates at 

Week 12 using mixed-model  repeated measures

Change from Baseline mFARS
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MOXIe Part 1 Safety Summary 

• Adverse events were generally mild in severity 

• Included increased upper respiratory tract infections and 
nasopharyngitis, which were generally mild in severity 

• ALT and AST increases are expected pharmacological 
effects of Nrf2 activation and were not associated with any 
signs or symptoms of liver injury 

• Only two SAEs (benzodiazepine withdrawal and 3rd degree 
burns) were reported, both of which occurred in placebo 
patients 

8

*Lynch D, Ann Clin Transl Neurol (2018)

Adverse Event
All Doses

(n=52)

Placebo 

(n=17)

Upper respiratory tract infection 21 (40%) 1 (6%)

Headache 9 (17%) 3 (18%)

Ligament sprain 1 (2%) 2 (12%)

Abdominal pain upper 1 (2%) 3 (18%)

Nasopharyngitis 7 (14%) 0 (0%)

Fatigue 4 (8%) 2 (12%)

Diarrhea 6 (12%) 1 (6%)

Alanine aminotransferase increased 6 (12%) 0 (0%)

Aspartate aminotransferase increased 6 (12%) 0 (0%)

Constipation 1 (2%) 2 (12%)

Nausea 5 (10%) 1 (6%)

Arthralgia 5 (10%) 0 (0%)

Summary of AEs from MOXIe Part 1*

*AEs reported in ≥10% of patients
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MOXIe Part 2 Highlights 

• Study details

– 103 patients enrolled (20 with pes cavus) 

– 1:1 ratio of Omav (150mg) to Placebo for 48-week 
treatment duration 

– Primary endpoint = change in mFARS at week 48  

• Results 

– Omav treatment significantly improved mFARS by 2.40 
points relative to placebo in patients without pes cavus
(n=82; p=0.014)

– In all patients, including those with pes cavus, Omav
treatment improved mFARS by 1.93 points relative to 
placebo (n=103; p=0.034)
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Lynch D, Annals of Neurology (2020)
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MOXIe Part 2 Summary of Safety

• Adverse events (AEs) generally mild to moderate in intensity

– 4 (8%) Omav-treated patients and 2 (4%) placebo-treated patients 

discontinued study due to AEs

– ALT and AST increases are a pharmacological effect of other Nrf2 

activators1 

• Not associated with liver injury

• Coincide with decreases in total bilirubin

• May reflect improvements in mitochondrial metabolism 

• Few serious AEs (SAEs)

– SAEs in 3 (6%) Omav patients and 3 (6%) placebo patients while 

receiving study drug

– Two additional Omav patients reported SAEs approximately 2 

weeks after receiving final dose

• 89% of patients chose to enroll in the long-term extension study

1Lewis J, Clin Transl Sci (2020); Lynch D, Annals of Neurology (2020)
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Summary of AEs from MOXIe Part 2*

*AEs reported in >20% of patients

Adverse Event 
Placebo

(n=52)

Omav

(n=51)

Contusion 19 (37%) 17 (33%)

Headache 13 (25%) 19 (37%)

Upper respiratory tract infection 15 (29%) 14 (28%)

Excoriation 12 (23%) 13 (26%)

Nausea 7 (14%) 17 (33%)

ALT increased 1 (2%) 19 (37%)

Fatigue 7 (14%) 11 (22%)

Abdominal pain 3 (6%) 11 (22%)

AST increased 1 (2%) 11 (22%)
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Open-Label Extension Highlights 

• Patients that completed Part 1 or Part 2 of MOXIe were eligible to enter Open-Label Extension

• 89% of eligible Part 2 patients elected to enter extension study

• All patients in the Extension study receive Omav and continue to complete mFARS assessments

• Patients and investigators remained blinded to Omav vs. placebo assignment during Part 1 and Part 2

• Data from the MOXIe Open-Label Extension Study includes 

– Baseline-Controlled Study 

– Delayed-Start Analysis 

– Safety 

11
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Treated PeriodPre-Treatment Period

MOXIe Part 2 

(placebo patients, n=14)

MOXIe Part 1 

(all patients, n=20)

MOXIe Extension

(n=34)

Baseline-Controlled Study

• Objective: MOXIe Part 1 and Part 2 treatment-naïve patients 

served as their own controls to assess changes in mFARS in 

MOXIe Extension

• Primary efficacy endpoint: paired difference in annualized 

mFARS slope for treatment period vs pre-treatment period 

• Primary analysis population: 

– All Part 1 patients (at least 21 months off treatment before 

Extension)

– Part 2 placebo patients 

– Excludes patients with pes cavus

– Only included patients with 48 weeks of mFARS data in 

MOXIe Extension (as of July 2020)

• Methods:

– mFARS assessments conducted in similar and rigorous 

manner throughout MOXIe Part 1, Part 2, and Extension

– Investigators and patients remained blinded to prior treatment 

assignments 

12
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Analysis Population Pre-treatment Treatment Paired Difference p-value

Primary Population (n=34) 2.28 (0.49) -1.47 (0.96) -3.76 (1.13) 0.0022

Part 2 Placebo (n=14) 2.84 (1.05) -1.79 (1.56) -4.62 (1.89) 0.029

Part 1 (n=20) 1.90 (0.40) -1.26 (1.25) -3.15 (1.43) 0.040

Annualized Rate of Change in mFARS, Mean (SE)

Baseline-Controlled Study: Significant Treatment Effect on mFARS
Across All Analysis Populations

• Primary Efficacy Analysis: -3.76 improvement in mFARS (p-value=0.0022)

• Across all analysis populations:

– Statistically significant treatment effect on mFARS rate of change using patients as their own control

– Worsening during pre-treatment period

– Reversal of disease course and improvement during the treatment period

13
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* Data from patients in the Clinical Outcome Measures in Friedrich’s Ataxia (FA-COMS) natural history study matching baseline age 

and mFARS requirements defined for MOXIe

**Stable or improved defined as annualized changes from baseline ≤ 0 points for mFARS scores

***Worsened defined as annualized changes from baseline > 0 for mFARS scores

Baseline-Controlled Study Responder Analysis vs Matched Natural 
History Cohort (FA-COMS)

• Categorical summary of annualized mFARS slopes in the treatment period versus the pre-treatment period

– “Stable or improved”: mFARS slope of ≤ 0 

– “Worsening”: mFARS slope of > 0

• Baseline-Controlled Study vs FA-COMS

– 8/34 (24%) of patients were stable or improved during the pretreatment period, consistent with FA-COMS

– 21/34 (62%) of patients were stable or improved in the treatment period

Status

Baseline-controlled Study
Natural History 

Study*Pre-treatment 

(n=34)

Treatment 

(n=34)

Stable or Improved** 8 (24%) 21 (62%) 45 (30%)

Worsened*** 26 (76%) 13 (38%) 103 (70%)

14
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Delayed-Start Analyses Support Disease-Modifying Profile 

• Data from MOXIe extension study were analyzed as “Delayed-Start” analyses 
– Comparison of mFARS during the Open-Label Extension for patients randomized to Omav or placebo during MOXIe Part 2 

– Annualized slopes using all data from the MOXIe extension study showed similar slopes in mFARS for both groups 

– 89% of eligible Moxie Part 2 patients enrolled in the extension study and were included in the analysis

• Parallel trajectories in annualized slopes between both treatment groups is consistent with disease-modifying activity 

• Omav prevented worsening of neurological function in 11 patients who have completed 2.5 years of treatment 

PBO = placebo; 
Omav = omaveloxolone 

15
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MOXIe Extension Summary of Safety 

• AEs generally mild to moderate in intensity 

– 8 (5.4%) patients discontinued study due to AEs 

– Common AEs similar to MOXIe Part 2 

• SAEs reported in 9 (6.1%) patients that were considered 
treatment-emergent 

• No new safety signals have been observed in the 
Extension study to date 

16

Summary of AEs from MOXIe

Extension*

*AEs reported in >10% of patients; data is through 02/22/2021 and 

includes all patients enrolled in the Extension study, including 114 

patients that did not meet criteria for inclusion in the primary analysis 

population of the baseline-controlled study (i.e. patients with pes cavus, 

not treatment naïve prior to Extension, and/or missing an mFARS

assessment at Week 48 in Extension)

Preferred Term
Omav

(n=148)

ALT increased 26 (18%)

Headache 22 (15%)

Upper respiratory tract infection 23 (15%)

Nausea 22 (15%)

Fatigue 15 (10%)

Abdominal pain 15 (10%)
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For more information, please visit our website at  
www.ReataPharma.com
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http://www.reatapharma.com/
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