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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 211363   (Resubmission, Sequence 18, SDN 19) 

Applicant Name International Medication Systems, Ltd. 

Drug Product Name Epinephrine Injection  

Dosage Form.   Injection 

Proposed Strength(s) mg/mL (0.1 mg/mL) 

Route of 
Administration 

  Intravenous 

Maximum Daily Dose mg per day (per clinical estimate) 

Rx/OTC Dispensed   Rx 

Proposed Indication 
To increase mean arterial blood pressure in adult patients 
with hypotension associated with septic shock. 

Drug Product 
Description 

The drug product is a 10 mL solution of 0.1 mg/mL 
epinephrine contained in glass container within a 
Luer-Jet® prefilled syringe system. Prior to use, the contents 
of the syringe are added to 1000 mL of 5% Dextrose 
Injection USP or 5% Dextrose and Sodium Chloride solution. 

Co-packaged product 
information 

None 

 Device information: The drug product is a single-dose prefilled syringe. 

Storage Temperature/ 
Conditions 

  Store at 20oC to 25oC; protect from light; do not freeze or 
refrigerate. 

Review Team 

Discipline  Primary  Secondary 

Drug Substance 
Ben Zhang 
ONDP/DNDAPI/NDB3 

Zhengfu Wang 
ONDP/DNDAPI/NDB3 

Drug Product/ 
Labeling 

Rao Kambhampati 
ONDP/DNDPII/NDPB5 

Theodore Carver 
ONDP/DNDPII/NDPB5 

Manufacturing 
Allison Aldridge 
OPMA/DPMAIV/PMB12 

Sateesh Sathigari 
OPMA/DPMAIV/PMB12 
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Biopharmaceutics 
Rajesh Savkur 
ONDP/DB/BB3 

Haritha Mandula 
ONDP/DB/BB3 

Microbiology 
Jianli Xue 
OPMA/DMAI/MAB2 

Nandini 
Bhattacharya 
OPMA/DMAI/MAB2 

Other (specify): 
 
 

See CDRH consult 
below 

 

RBPM 
Grafton Adams 
OPRO/DRBPMI/RBPMB2 

ATL 
Theodore Carver 
ONDP/DNDPII/NDPB5 

Consults 

CDRH Consult Review for syringe device constituent: 
Primary Reviewer: Rong Guo, OPEQ/OHT3/DHT3C 
Secondary Reviewer: Courtney Evans, OPEQ/OHT3/DHT3C 
Conclusion: Adequate. 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

An expiration dating period of 20 months is granted when the drug product is 

stored at 20oC to 25oC. 

b. Additional Comments for Action 
None 

 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

1.) Conclusion: 

The Office of Pharmaceutical Quality Review team has assessed NDA 

211363 with respect to Chemistry, Manufacturing, and Controls (CMC) and 

has determined that it meets all applicable standards to support the identity, 

strength, quality, and purity that it purports the drug product to have. As 

such, OPQ recommends approval of this NDA from a quality perspective.   

2.) Background: 

The Applicant, International Medication Systems Ltd., resubmitted NDA 

211363 on February 16, 2022. For the original NDA 211363 submission, 
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Applicant and will be addressed in the final labeling. The NDA is adequate 

and recommended for approval from the OPQ perspective.  

 

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: None. 
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To-be-marketed device was used in the pivotal clinical trial   X 
Verification methods relevant to specific use conditions as described in design documents 
and labeling 

X   

Stability and simulated shipping / transport data adequately verifies device will meet essential 
performance requirements at expiry 

X   

Traceability demonstrated for specifications to performance data  X  
 
Reviewer’s note: 
The subject drug product is currently marketed by the same Sponsor without an approved abbreviated/new drug 
application. IMS has marketed the subject drug product since the early 1970’s using the same active ingredient 
formulation, and dosage form, indicated for use in cardiac resuscitation. This 505(b)(2) NDA submission is made pursuant 
to FDA’s Compliance Policy Guide Section 440.100 in order to voluntarily demonstrate the safety and efficacy of the 
drug product. 
 
Discipline Specific Design Verification / Validation* 
  Consult Needed Consultant Attributes Acceptable 
  Yes No N/A  Yes No 
Engineering (Materials, Mechanical, 
General) 

 no   yes  

Biocompatibility   no     yes   
Sterility        Deferred to OPF sterility 

reviewer 
    

Software / Cybersecurity      n/a       
Electrical Safety / EMC      n/a       
Human Factors     n/a       
 
 
The following verifications are taken from Suitability for use evaluation report located in Section 3.2.P.2.5, except 
biocompatibility (taken from Component 4-Injectors located in Section 3.2.P.2.7).  
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8. DESIGN TRANSFER ACTIVITIES – RELEASE SPECIFICATION  
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9. INTERACTIVE REVIEW 
No information request with the Sponsor.  
 
10. RECOMMENDATION 
The device constituent of the combination product is approval.  
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