
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

215814Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 



 

Title: NDA Executive Summary 

 

Document ID: OPQ-ALL-TEM-0013 

Effective Date: 31 May 2022 Revision:  00 

Total Pages: 3   

Template Revision: 03 

NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 215814   

Applicant Name Forma Therapeutics, Inc 

Drug Product Name REZLIDHIA® (olutasidenib) 

Dosage Form.   Capsule 

Proposed Strength(s)   150 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose 300 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

Indicated for the treatment of adult patients with relapsed or 

refractory acute myeloid leukemia (AML) with a susceptible 

isocitrate dehydrogenase-1 (IDH1) mutation. 

 

Drug Product 
Description 

Olutasidenib is an orally bioavailable, small-molecule mutant 

IDH1 (mIDH1) inhibitor.  It is an NME and a small chiral BCS 

Class IV molecule that was granted Orphan for the treatment of 

adult patients with relapsed or refractory AML.  

 

The drug product is presented as an immediate-release, white 

opaque hard gelatin capsules that are imprinted with “OLU 

150” on the capsule cap. The drug product formulation includes 

the  drug substance, microcrystalline cellulose NF, 

croscarmellose sodium NF,  magnesium stearate NF 

filled into size 00 white opaque hard gelatin capsules that are 

imprinted with “OLU 150” on the capsule cap. All excipients in 

the drug product formulation are compendial and commonly 

used in solid oral dosage forms. The QTPP for the drug product 

was established based on the properties of the drug substance, 

characterization of the drug product and the intended patient 

population.  The CQAs include particle size and typical CQAs 

for this dosage form. 
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The recommended dosage of REZLIDHIA is 150 mg orally 

every 12 hours, until disease progression or unacceptable 

toxicity.   

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

  20 oC - 25 oC USP CRT 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Rajan Pragani Hari Sarker 

Drug Product/ 
Labeling 

Yang Nan Sherita McLamore 

Manufacturing Zhaoyang Meng Bogdan Kurtyka 

Biopharmaceutics 
 

Kevin Wei 

 

Kevin Wei 

Microbiology N/A N/A 

Other (specify): 
 
 

N/A N/A 

RBPM Dahlia Walters 

ATL Sherita McLamore 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: The proposed product has a 36-month expiry when stored at 20°C-

25°C (68°F-77°F); excursions permitted to 15°C-30°C (59°F-86°F) [see USP Controlled Room 

Temperature].   
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b. Additional Comments for Action 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 
OPQ recommends APPROVAL of NDA 215814 for the commercialization of REZLIDHIA® 

(olutasidenib) capsules, 150 mg. Based on our evaluation of the available information, the 

applicant provided sufficient information to support an approval recommendation from the 

product quality perspective. The applicant provided adequate information on the proposed drug 

product to ensure the identity, strength, purity, and strength of the proposed drug product. The 

overall manufacturing inspection recommendation is approval for all the facilities associated with 

this application. The proposed labeling and labels include adequate information to meet the 

regulatory requirements. 

 

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  - Adequate 
 

 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:  N/A 

 
 Additional Lifecycle Comments: N/A 
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