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Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

NDA 218395 Executive Summary Assessment 2 

1. Application/Product Information 

NDA Number 218395 

Applicant Name 

Azurity Pharmaceuticals, Inc. (submitted by Slayback 
Pharma LLC which became a subsidiary of Azurity 
during the review cycle per a cover letter dated 22 
Feb 2024) 

Drug Product Name Meloxicam Injection 

Dosage Form Injection 

Proposed Strength(s) 30 mg/mL 

NDA Classification Type 5 – New Formulation or New Manufacturer 

Route of Administration Intravenous 

Maximum Daily Dose 30 mg 

Rx/OTC Dispensed Rx 

Proposed Indication 
for use in adults for the management of moderate-to-
severe pain, alone or in combination with non-NSAID 
analgesics 

Drug Product Description 
clear, pale yellow to yellow color solution in a glass 
vial 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

20°C to 25°C 

Review Team 

Discipline Primary Secondary 

Drug Substance Zhixing Shan Donna Christner 

Drug Product/ 
Labeling 

Valerie 
Amspacher 

Julia Pinto 
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Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

Manufacturing Yan Xu 
Tianhong (Tim) 
Zhou 

Biopharmaceutics N/A N/A 

Microbiology N/A N/A 

Other (specify) N/A N/A 

RBPM Teicher Agosto 

ATL Valerie Amspacher 

Consults N/A 

2. Final Overall Recommendation - Approval 
3. Action Letter Information 

a. Expiration Dating: The proposed 24-months expiration dating period is 
acceptable when stored at 20°C to 25°C (68°F to 77°F). 

b. Additional Comments for Action 

4. Basis for Recommendation: 

a. Summary of Rationale for Recommendation: 

CMC recommends approval for this NDA. This recommendation is based on 
reviews in the previous review cycle by drug substance, drug product, 
process and facilities and microbiology. 

No new CMC information was submitted in this review cycle.  However, a new 
amendment was submitted to DMF (b) (4) and a review of this amendment 
was completed and the DMF remains adequate. Additionally, labeling was 
reviewed. 

See original CMC IQA dated 29 Dec 2023 in DARRTS and Panorama. This 
NDA was originally submitted 14 March 2023. A complete response was 
issued 12 Jan 2024 based on non-clinical deficiencies. This resubmission 
was received 5 Dec 2024. 

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 
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(b) (4)

Title: NDA Executive Summary 

Document ID: 

Effective Date: 

OPQ-ALL-TEM-0013 

31 Mar 2023 Revision: 00 

Total Pages: 3 

Template Revision: 03 

NDA Executive Summary 

1. Application/Product Information 

NDA Number. 218395 

Applicant Name Slayback Pharma LLC 

Drug Product Name Meloxicam Injection 

Dosage Form. Injection 

Proposed Strength(s) 30 mg/mL 

Route of 
Administration 

Intravenous 

Maximum Daily Dose 30 mg 

Rx/OTC Dispensed Rx 

Proposed Indication 
for use in adults for the management of moderate-to-
severe pain, alone or in combination with non-NSAID 
analgesics. 

Drug Product 
Description 

clear pale-yellow to yellow color solution in a glass vial 
stoppered with a grey rubber stopper 

Co-packaged product 
information 

N/A 

Device information: N/A 

Storage Temperature/ 
Conditions 

20°C to 25°C 

Review Team 

Discipline Primary Secondary 

Drug Substance Jeff Medwid Donna Christner 

Drug Product/ 
Labeling 

Eric Bow Valerie Amspacher 

Manufacturing Yan Xu 
Tianhong (Tim) 
Zhou 

Biopharmaceutics N/A N/A 
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Microbiology 
Renee Marcsisin-
Rogers 

Shannon Heine 

Other (specify): 
N/A N/A 

RBPM Teicher Agosto 

ATL Valerie Amspacher 

Consults N/A 

2. Final Overall Recommendation - Approval 

3. Action Letter Information 

a. Expiration Dating: The proposed 24-months expiration dating period is 

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

b. Additional Comments for Action 

4. Basis for Recommendation: 

a. Summary of Rationale for Recommendation: 

CMC recommends approval for this NDA based on reviews by drug 

substance, drug product, process and facilities and microbiology. 

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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