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NDA Executive Summary  

1. Application/Product Information  

NDA Number. 215868 

Applicant Name Exela Pharma Sciences, LLC 

Drug Product Name midazolam in 0.8% sodium chloride injection 

Dosage Form.   Injection 

Proposed Strength(s) 
  1 mg/mL in 2 presentations; 50 mg/50 mL and 100 
mg/100 mL 

Route of 
Administration 

  Intravenous 

Maximum Daily Dose 219 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

 
 

 
 

 
 

 
 

 
•   

 
 

 
 

 
; 

• continuous intravenous infusion for sedation of intubated and 
mechanically ventilated patients as a component of anesthesia 
or during treatment in a critical care setting. 

Drug Product 
Description 

clear, colorless solution in 50 mL or 100 mL clear glass 
 vials stoppered with Gray, rubber 

stoppers 

Co-packaged product 
information 

N/A 

 Device information: N/A 
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Storage Temperature/ 
Conditions 

            20°C–25oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance 
Zhixing Shan Gaetan Ladouceur 

Drug Product/ 
Labeling 

Mari Chelliah Valerie Amspacher 

Manufacturing 
Yan Xu Tianhong (Tim) Zhou 

Biopharmaceutics Jia Yin Ta-Chen Wu 

Microbiology George Arhin Elizabeth Bearr 

Other (specify): 
 
 

N/A N/A 

RBPM Anika Lalmansingh 

ATL Valerie Amspacher 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: The proposed shelf-life of 24 months is acceptable 

when stored at 20°C–25°C (68°F–77° F). 

b. Additional Comments for Action – N/A 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

Based on reviews by drug substance, drug product, process/facilities, 

biopharmaceutics and microbiology. 
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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  - Adequate 
 

 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: N/A 

Facilities screenshot showing approval (taken 15 Jun 22) 
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section of the PI (e.g., 
Section 11). 

For radioactive products, 
include radiation dosimetry 
for the patient and 
healthcare practitioner(s) 
who administer the drug 

N/A  

For hazardous products, 
include the statement 
“DRUG X is a hazardous 
drug. Follow applicable 
special handling and 
disposal procedures.x” with 
x numerical citation to 
“OSHA Hazardous Drugs”. 

N/A  
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Primary Labeling Assessor: Mariappan Chelliah 

Secondary Assessor: Valerie Amspacher 
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