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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 218772 Resubmission 

Applicant Name Scienture, Inc. 

Drug Product Name  (losartan potassium) 

Dosage Form.   Suspension 

Proposed Strength(s)   10 mg/mL 

Route of 
Administration 

  Oral 

Maximum Daily Dose   100 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

 Treatment of hypertension, to lower blood pressure in 
adults and children greater than 6 years old. Lowering 
blood pressure reduces the risk of fatal and nonfatal 
cardiovascular events, primarily strokes and myocardial 
infarctions.  

 Reduction of the risk of stroke in patients with hypertension 
and left ventricular hypertrophy. There is evidence that this 
benefit does not apply to Black patients.  

 Treatment of diabetic nephropathy with an elevated serum 
creatinine and proteinuria in patients with type 2 diabetes 
and a history of hypertension.  

Drug Product 
Description 

 A white, translucent suspension with a peppermint odor 
supplied as 165 mL in a 6 ounce HDPE bottle with seal 
and child-resistant plastic cap. 

Co-packaged product 
information 

 N/A; no dosing device or other device component is co-
packaged with or co-labeled for use with the drug 
product. 

 Device information: N/A 

Storage Temperature/ 
Conditions 

 20 oC to 25°C    

Review Team Discipline  Primary  Secondary 
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Drug Substance 
See previous IQA 
dated August 8, 
2025 

See previous IQA 
dated August 8, 
2025 

Drug Product/ 
Labeling 

Ali Mohamadi Theodore Carver 

Manufacturing Upasana Sahu 
Sateesh Kumar 
Sathigari 

Biopharmaceutics 
N/A 
 

 

Microbiology 
See previous IQA 
dated August 8, 
2025 

 

Other (specify): 
 
 

N/A  

RBPM Grafton Adams 

ATL Theodore Carver 

Consults  N/A 

 

2. Final Overall Recommendation - Approval 

3. Action Letter Information 

a. Expiration Dating: 

A shelf life of 18 months is granted for the drug product when stored at 20oC to 

25oC. 

b. Additional Comments for Action None. 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

1) Background 

The Applicant, Scienture, Inc., has submitted New Drug Application (NDA) 

218772 for marketing approval of Losartan Potassium Oral Suspension, 
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10 mg/mL, according to Section 505(b)(2) of the Federal, Food, Drug, and 

Cosmetic Act. NDA 218772 makes reference to the Listed Drug 

COZAAR® (losartan potassium) tablets, 100 mg, for which the applicant is 

Organon, LLC and which was approved under NDA 20386. This NDA 

seeks the same indications, doses, and dosing regimen as the RLD. A 

Complete Response was issued by FDA for this NDA on August 19, 2024 

due to product quality deficiencies identified for the assays and stability 

studies submitted in the original NDA. The resubmitted NDA was reviewed 

by drug product and manufacturing review teams. 

 

2) Review of response to product quality deficiencies. 

The drug product is a white, translucent suspension with a peppermint 

odor that is filled into 6 oz. white high-density polyethylene (HDPE) 

bottles and packaged in cartons.  

 

. The original NDA 

review identified deficiencies in the information provided for the particle 

size and content assay methods and inadequate investigations of OOS 

and OOT results during stability studies, including a failure to adequately 

follow up on results of investigations documented in reports. The Applicant 

provided additional information in the resubmission that was deemed 

adequate to address the product quality deficiencies. In addition, the 

method for measuring particle size was verified by FDA. See drug product 

and manufacturing reviews and lifecycle comments below. The NDA 

remains adequate with respect to all other OPQ review disciplines. 

 

3) Quality Labeling 

The quality aspects of the product labeling were reviewed and found to be 

adequate after comments were communicated to the Applicant. 

 

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 - N/A  

   Microbiology  - Adequate 
 

 Environmental Assessment:    Categorical Exclusion - Adequate 
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 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: None 

 

Comparability Protocols (PACMP):  No 
Comments: None. 

 
 Additional Lifecycle Comments: 

 Deficiencies identified in the review of the original NDA included failures to report 

changes to test methods and inadequate followup of results of investigations of 

out-of specification and and out-of trend results. We recommend a lifecycle 

approach to verifying testing methods validation and data reporting and a review 

of their change control practices at the next surveillance inspection for the drug 

product manufacturing facility,  
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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 218772 

Applicant Name Scienture, Inc. 

Drug Product Name  (losartan potassium) 

Dosage Form.   Suspension 

Proposed Strength(s)   10 mg/mL 

Route of 
Administration 

  Oral 

Maximum Daily Dose   100 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

 Treatment of hypertension, to lower blood pressure in 
adults and children greater than 6 years old. Lowering 
blood pressure reduces the risk of fatal and nonfatal 
cardiovascular events, primarily strokes and myocardial 
infarctions.  

 Reduction of the risk of stroke in patients with hypertension 
and left ventricular hypertrophy. There is evidence that this 
benefit does not apply to Black patients.  

 Treatment of diabetic nephropathy with an elevated serum 
creatinine and proteinuria in patients with type 2 diabetes 
and a history of hypertension.  

Drug Product 
Description 

 A white, translucent suspension with a peppermint odor 
supplied as 165 mL in a 6 ounce HDPE bottle with seal 
and child-resistant plastic cap. 

Co-packaged product 
information 

 N/A; no dosing device or other component is co-
packaged with the drug product. 

 Device information: N/A 

Storage Temperature/ 
Conditions 

 20 oC to 25°C    

Review Team 

Discipline  Primary  Secondary 

Drug Substance  Ben Zhang  Zhengfu Wang 
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Drug Product/ 
Labeling 

Ali Mohamadi Theodore Carver 

Manufacturing Upasana Sahu 
Sateesh Kumar 
Sathigari 

Biopharmaceutics 

N/A; see 
comments in  
Section 4 of this 
review. 

 

Microbiology Jianli Xue 
Nandini 
Bhattacharya 

Other (specify): 
 
 

N/A  

RBPM Grafton Adams 

ATL Theodore Carver 

Consults  N/A 

 

2. Final Overall Recommendation  - Complete Response 

3. Deficiencies 

1. Your descriptions  
 

 are deficient with respect to 
information needed to provide assurance of the quality of the drug product. 
Specifically, we noted the following deficiencies: 
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4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

1) Background 

The Applicant, Scienture, Inc., has submitted New Drug Application (NDA) 

218772 for marketing approval of Losartan Potassium Oral Suspension, 

10 mg/mL, according to Section 505(b)(2) of the Federal, Food, Drug, and 

Cosmetic Act. The NDA makes reference to the Listed Drug COZAAR® 

(losartan potassium) tablets, 100 mg, for which the applicant is Organon, 

LLC and which was approved under NDA 20386. This NDA seeks the 

same indications, doses, and dosing regimen as the RLD. See the 

proposed indications listed in the table above.  Since the drug product is 

an oral suspension, all disciplines were initially assigned to review this 

NDA; however, during the review cycle it was determined that, since the 
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. 

 

2) Drug Substance 

Losartan Potassium is a  small molecule with no chiral centers. 

All chemistry, manufacturing, and controls (CMC) information is 

referenced to drug master file (DMF)   This DMF has been 

reviewed and found adequate to support the NDA. Refer to the review of 

DMF  for more information. The specifications for the drug 

substance included in the NDA were found to be adequate to support the 

quality of the drug substance. A retest date of  was assigned to 

the drug substance when stored at in  

 

 

3) Drug Product 

The drug product is a white, translucent suspension with a peppermint 

odor that is filled into 6 oz.  white high-density polyethylene (HDPE) 

bottles and packaged in cartons. The drug product bottle was originally 

proposed to be co-packaged with a dosing cup, however, in the current 

product configuration, this cup has been removed, because pediatric 

dosing will require use of an oral syringe. The Applicant provided 

information to support compatibility of the oral suspension with 

commercially marketed dosing cups and oral syringes that are 

representative of dosing device that are to be provided to patients by a 

pharmacist.  
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Facilities – The manufacturing facilities were all recommended for 

approval based on previous inspection history. 

 

5) Biopharmaceutics 

Because scientific bridging between the proposed and listed drug products 

was established using a comparative bioavailability/bioequivalence study, 

and the drug substance was determined to be fully dissolved in the drug 

product with no dissolution testing required, biopharmaceutics review was 

not required for this NDA. 

 

6) Microbiology 

After review of the Applicant’s responses to information requests 

regarding supporting studies, the microbiology review determined that the 

tests and studies and other information provided in the NDA are adequate 

to support the microbiological quality of the drug product. 

 

7) Quality Labeling 

Final review of the quality aspects of the product labeling will be 

completed after the deficiencies have been addressed and the NDA is 

resubmitted for review. 

 

b. Is the overall recommendation in agreement with the individual 

discipline recommendations?    Yes 

 

Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 

   Drug Product  - Inadequate 

   Quality Labeling  - Adequate – see comments in Section 4 above. 

   Manufacturing  - Adequate 

   Biopharmaceutics - N/A  

   Microbiology  - Adequate 
 

 Environmental Assessment:    Categorical Exclusion - Adequate 
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 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: None 

 

Comparability Protocols (PACMP):  No 
Comments: None. 

 
 Additional Lifecycle Comments: 

 None currently. 
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Primary Labeling Assessor Name and Date: 

Ali Mohamadi, Ph.D.; 7/05/2024 

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