


 

   

 

  

Cross-Discipline Team Leader and Division Summary Review 

3 mg/kg per day in two divided doses may be 
required. 

Recommendation on Regulatory 
Action 

Approval 

Recommended 
Indication(s)/Population(s) (if 
applicable) 

• INZIRQO is indicated for the treatment of 
hypertension in adult and pediatric patients, to 
lower blood pressure. Lowering blood pressure 
reduces the risk of fatal and non-fatal 
cardiovascular events, primarily strokes and 
myocardial infarctions. 

• Treatment of edema associated with congestive 
heart failure, hepatic cirrhosis, and renal disease 
including the nephrotic syndrome in adult and 
pediatric patients. 

Recommended Dosing 
Regimen(s) (if applicable) 

See “Applicant Proposed Dosing Regimen(s).” Minor 
modifications made to language to reflect current 
labeling practices. 

Material Reviewed/Consulted 
Integrated Quality Review 
(1/13/2025) 

Stephanie Springer, Zhengfu Wang, Charudharshini 
Srinivasan, Lixia Cai, Alexander Gontcharov, Min 
Sung Suh, Haritha Mandula, Xia Xu, Nandini 
Bhattacharya, Grafton Adams, Theodore Carver 

Pharmacology-Toxicology Review Not applicable. 

Clinical Pharmacology Review 
(1/21/2025) 

Harisudhan Thanukrishnan, Doanh Tran 

Clinical Review (1/21/2025, included as 
part of the Clinical Pharmacology 
Review) 

Evan Fisher, Rekha Kambhampati 

Office of Prescription Drug 
Promotion Reviews (1/16/2025) 

Charuni Shah 

Division of Medication Error Prevention 
and Analysis (DMEPA) Review 
(11/26/2024, 12/27/2024, 1/14/2025) 

Jody Kundreskas, Nicole Iverson, Hina Mehta 

Division of Pediatrics and Maternal 
Health Labeling Review (11/8/2024) 

Kristie Baisden, Tamara Johnson 

1. Introduction 
On March 28, 2024, the Applicant, Novitium Pharma LLC, submitted NDA 219141 for Inzirqo 
(hydrochlorothiazide [HCTZ]) powder for oral suspension (PFOS) using the 505(b)(2) regulatory 
pathway. The Applicant is seeking the same indications as the listed drug (LD) Hydrodiuril 
tablets (NDA 011835). The application primarily relies on the Agency’s previous finding of 
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rationale that the approximately 19% higher Cmax and the 16% lower Cmax for PFOS in the fasted 
and fed state, respectively, are not expected to impact the clinical safety or efficacy of HCTZ for 
treatment of hypertension or edema. 

6. Clinical Microbiology 
Not applicable. 

7. Clinical/Statistical- Efficacy 
As discussed under Clinical Pharmacology, the relative bioavailability assessment provides the 
bridge to the efficacy findings of the LD, Hydrodiuril. 

8. Safety 
This application primarity relies on the Agency’s previous finding of safety for the LD, 
Hydrodiuril (NDA 011835, Merck) and the RS (HCTZ tablets, ANDA 83177, Teva 
Pharmaceuticals). Although there was a slightly higher Cmax for the proposed PFOS compared to 
the HCTZ tablets, there were no clinically significant differences observed between the PFOS 
and HCTZ tablets in supine or standing systolic or diastolic blood pressures, adverse events, 
serum electrolytes and 24-hour continuous urinary electrolyte excretion and the clinical reviewer 
did not have any safety concerns. 

9. Advisory Committee Meeting 
The application does not raise significant issues regarding the safety or effectiveness of the drug; 
hence, no Advisory Committee Meeting was held or needed. 

10. Pediatrics 
The Applicant did not conduct pediatric studies; they instead rely on the indications, dosing 
instructions, and other safety and efficacy information for the reference LD/RS. The prescribing 
information for the RS includes information on pediatric use under Precautions, as well as 
Dosage and Administration information for infants and children for the diuresis and control of 
hypertension. This information will be included in the Applicant’s prescribing information, 
which has been updated to the Pregnancy and Lactation Labeling Rule (PLLR) format. 

11. Other Relevant Regulatory Issues 
None. 
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12. Labeling 
The Office of Prescription Drug Promotion (OPDP) and the Division of Pediatrics and Maternal 
Health (DPMH) reviewed and provided comments on the proposed product labeling. The 
Division of Medication Error Prevention and Analysis 2 (DMEPA 2) reviewed and provided 
comments on carton and container labeling. Their comments were considered during final 
labeling revisions. DMEPA 2 also determined that the proposed proprietary name, Inzirqo, is 
acceptable. 

13. Postmarketing Recommendations 
None. 

14. Recommended Comments to the Applicant 
None. 
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This is a representation of an electronic record that was signed 
electronically. Following this are manifestations of any and all 
electronic signatures for this electronic record. 

/s/ 

DOANH C TRAN 
01/24/2025 02:14:26 PM 

ALIZA M THOMPSON 
01/24/2025 02:37:52 PM 
I concur. 
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