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NDA Executive Summary  

1. Application/Product Information  

NDA Number. 216718 

Applicant Name Reata Pharmaceuticals 

Drug Product Name 
SKYCLARIS (proposed proprietary name) 
omaveloxolone capsules 

Dosage Form. Capsule 

Proposed Strength(s) 50 mg 

Route of 
Administration 

Oral 

Maximum Daily Dose 150 mg 

Rx/OTC Dispensed Rx 

Proposed Indication 
Treatment of Friedreich’s ataxia in adults and adolescents aged 
16 years and older. 

Drug Product 
Description 

Opaque hard HPMC capsules with a light green body and blue 

cap, printed with “RTA 408” on the body and “50” on the cap in 
white ink. 

Co-packaged product 
information 

N/A 

Device information: N/A 

Storage Temperature/ 
Conditions 

20°C to 25°C 

Review Team 

Discipline Primary Secondary 

Drug Substance Zhixing Shan Gaetan Ladouceur 

Drug Product/ 
Labeling 

Andrei Ponta Martha Heimann 

Manufacturing Pratibha Bhat Chengjiu Hu 

Biopharmaceutics Hansong Chen Ta-Chen Wu 
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2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

36 months for product stored at 20°C to 25°C (68°F to 77°F), excursions 
permitted between 15°C and 30°C (59°F to 86°F) [see USP Controlled Room 
Temperature]. 

b. Additional Comments for Action 

No additional comments. 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

The Office of Pharmaceutical Quality (OPQ) The Office of Product Quality 
(OPQ) review team recommends APPROVAL of NDA 216718 for 
SKYCLARIS (omaveloxolone capsules).  From a quality perspective, the 
application meets all applicable standards to support the identity, strength, 
quality, and purity that it purports to possess. 

NDA 216718 provides for use of omaveloxolone, a novel neurosteroid, for 
treatment of Friedreich’s ataxia.  Friedreich’s ataxia is a rare, debilitating, life-
shortening, neurodegenerative disorder that affects approximately 5,000 
patients in the US.  Onset of symptoms for most patients occurs between 5 
and 15 years of age.  Most patients lose the ability to ambulate and are 
wheelchair dependent by their mid-20s.  The average age of death is 37.5 
years.  Currently, there no approved treatments for Friedreich’s ataxia 

Microbiology N/A N/A 

Other (specify): N/A N/A 

RBPM Erica Keafer 

ATL Martha Heimann 

Consults N/A 
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During review of the NDA, the review team identified deficiencies related to 
drug substance and drug product controls, manufacturing process, and 
biopharmaceutics that were communicated as information requests.  The 
applicant has adequately addressed these deficiencies and the application, 
as amended, is deemed adequate. 

b. Is the overall recommendation in agreement with the individual 
discipline recommendations?  Yes 

Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 

   Drug Product  - Adequate 

   Quality Labeling  - Adequate 

   Manufacturing  - Adequate 

   Biopharmaceutics - Adequate 

   Microbiology  - N/A 

 Environmental Assessment:  Categorical Exclusion - Adequate 

 QPA for EA(s):   No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 

Comments: 

Comparability Protocols (PACMP):  No 

Comments: 

 Additional Lifecycle Comments:  No 
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