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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 217927 

Applicant Name Solubiomix, LLC 

Drug Product Name Oxaprozin Capsules, 300 mg 

Dosage Form.   Capsule 

Proposed Strength(s)   300 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose 
1200 mg (because the Cmax of the proposed product is 
34% higher than the listed drug, which has an MDD of 
1800 mg) 

Rx/OTC Dispensed   Rx 

Proposed Indication 
Signs and symptoms of Osteoarthritis (OA), Rheumatoid 
Arthritis (RA), and Juvenile Rheumatoid Arthritis (JRA) 

Drug Product 
Description 

White opaque capsule imprinted “403” on the 
cap in black ink 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

         25oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Zhixing Shan Gaetan Ladouceur 

Drug Product/ 
Labeling 

Eric Bow Valerie Amspacher 

Manufacturing Yeung Chan Jingbo Xiao 

Biopharmaceutics Bryan Ericksen Ta-Chen Wu 
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Microbiology N/A N/A 

Other (specify): 
 
 

N/A N/A 

RBPM Teicher Agosto 

ATL Valerie Amspacher 

Consults N/A 

 

2. Final Overall Recommendation  - Approval with QPA(s) 

3. Action Letter Information 

a. Expiration Dating: An expiry of 24 months is acceptable when stored at 

controlled room temperature: 20°–25° (68°–77° F). 

 

b. Additional Comments for Action 
 
Biopharm PMC 4503 
 
PMC Description: 

 Development and validation of an optimized dissolution method for using a 
suitable dissolution medium with buffering capacity, instead of water. 
 

 Collect dissolution profile data of your drug product from at least the first six 
manufactured commercial batches using the revised dissolution method. 
Submission of the dissolution method development report, validation report, 
and dissolution data and based on these data, provide your proposal for the 
dissolution acceptance criterion for your product. 
 
Goal of the Study: 
During the current review cycle, the Applicant’s originally proposed dissolution 
method resulted in very rapid dissolution without proper justification and 
demonstration of method suitability. In response to the Agency’s information 
request, the Applicant proposed a dissolution method using 2000 mL water with 
surfactant, 0.5 w/v SLS. This method did not result in complete dissolution 
according to the data submitted. In addition, water is lacking in buffering 
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capacity to serve as a suitable dissolution medium as per the Division of 
Biopharmaceutics’ current review guideline. Therefore, the newly proposed 
dissolution method is not acceptable. Therefore, the currently proposed 
dissolution method and acceptance criterion for the proposed Coxanto™ 
(oxaprozin) immediate-release capsules are accepted only on an interim basis. 
 
The studies to be performed under this PMC agreement are aimed toward 
developing an optimal/suitable dissolution method using a buffer medium 
suitable as a dissolution medium to ensure an adequate control of the quality of 
the proposed product at the time of batch release and during stability testing. 
 
The specific goals of the study are outlined below: 

 To develop and validate separate optimal dissolution methods using a 
buffered dissolution medium. We recommend developing a clinically 
relevant dissolution method and acceptance criterion. 
 

 To provide the dissolution method development and validation reports 
including detailed justification and complete dissolution data supporting 
the selection of the dissolution method/testing conditions (e.g., selection 
of the equipment/apparatus, in vitro dissolution media and media volume, 
agitation/rotation speed, media pH, sink conditions, use of sinker, 
surfactant, and enzyme, if applicable, etc.). 
 

 To provide a list of the critical material attributes (CMAs), critical 
formulation variables and critical process attributes (CPAs) affecting 
dissolution. 
 

 To provide data supporting the discriminating ability of the selected 
dissolution method. In general, the testing conducted to demonstrate the 
discriminating ability of the selected dissolution method should compare 
the dissolution profiles of the reference (target) product and the test 
products that are intentionally manufactured with meaningful variations in 
the most relevant critical material attributes, critical formulation variables, 
and critical process parameters (i.e., ± 10-20% change to the 
specification-ranges of these variables). Submit the dissolution profile 
data and similarity testing results obtained with appropriate statistical test 
(e.g., f2 values) comparing the test and reference drug products. In 
addition, if available, submit data showing that the selected dissolution 
method can reject product that is not bioequivalent to the reference-target 
drug product. 
 

 To provide complete multi-point dissolution profile data [individual (n=12), 
mean, range, % CV at each time point, and mean profiles until complete 
release] for the unexpired clinical and registration batches undergoing 
stability testing using the new dissolution conditions. Also, to collect 

Reference ID: 5256644

 





 

Title: NDA Executive Summary 

 

Document ID: OPQ-ALL-TEM-0013 

Effective Date: 31 Mar 2023 Revision:  00 

Total Pages: 5   

Template Revision: 03 

 

Supporting document 10; 
eCTD 0011 

26 May 2023 Drug substance 

Supporting document 11; 
eCTD 0009 

2 Jun 2023 Drug product, manufacturing, 
biopharmaceutics 

Supporting document 14; 
eCTD 0014 

7 Jul 2023 Biopharmaceutics 

Supporting document 16; 
eCTD 0016 

8 Sep 2023 Drug product 

Supporting document 17; 
eCTD 0017 

18 Sep 2023 Drug product 

Supporting document 19; 
eCTD 0018 

4 Oct 2023 Biopharmaceutics 
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