
NDA 214408/S-005
SUPPLEMENT APPROVAL

Accord Healthcare Inc.
Attention: Sabita Nair, RAC, ASQ-CPGP
Vice President, Regulatory Affairs
8041 Arco Corporate Drive, Suite 200
Raleigh, NC  27617

Dear Sabita Nair:

Please refer to your supplemental new drug application (sNDA) dated and received July 
17, 2024, and your amendments, submitted pursuant to section 505(b)(2) of the Federal 
Food, Drug, and Cosmetic Act (FDCA) for Pemetrexed injection.

This “Changes Being Effected” sNDA provides for changes to the carton and container 
(C&C) labeling for Pemetrexed Injection 25 mg/mL, 4 mL, 20 mL, 34 mL, and 40 mL to 
mitigate dispensing medication errors, in addition to updating the address in the C&C 
labeling.

APPROVAL & LABELING

We have completed our review of this application, as amended. It is approved, effective 
on the date of this letter, for use as recommended in the enclosed agreed-upon 
labeling. 

We are waiving the requirements of 21 CFR 201.57(d)(8) regarding the length of 
Highlights of Prescribing Information. This waiver applies to all future supplements 
containing revised labeling unless we notify you otherwise.

WAIVER OF ½ PAGE LENGTH REQUIREMENT FOR HIGHLIGHTS

Please note that we have previously granted a waiver of the requirements of 21 CFR 
201.57(d)(8) regarding the length of Highlights of Prescribing Information.

CARTON AND CONTAINER LABELING

Submit final printed carton and container labeling that are identical to the carton and 
container labeling submitted on July 17, 2024, as soon as they are available, but no 
more than 30 days after they are printed. Please submit these labeling electronically 
according to the guidance for industry Providing Regulatory Submissions in Electronic 
Format — Certain Human Pharmaceutical Product Applications and Related 
Submissions Using the eCTD Specifications. For administrative purposes, designate 
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this submission “Final Printed Carton and Container Labeling for approved NDA 
214408/ S-005.”  Approval of this submission by FDA is not required before the labeling 
is used.

PROPRIETARY NAME

If you intend to have a proprietary name for this product, the name and its use in the 
labeling must conform to the specifications under 21 CFR 201.10 and 201.15. We 
recommend that you submit a request for a proposed proprietary name review. (See the 
guidance for industry Contents of a Complete Submission for the Evaluation of 
Proprietary Names and PDUFA Reauthorization Performance Goals and Procedures 
Fiscal Years 2023 through 2027.)

REQUIRED PEDIATRIC ASSESSMENTS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for 
new active ingredients (which includes new salts and new fixed combinations), new 
indications, new dosage forms, new dosing regimens, or new routes of administration 
are required to contain an assessment of the safety and effectiveness of the product for 
the claimed indication in pediatric patients unless this requirement is waived, deferred, 
or inapplicable.

Because none of these criteria apply to your supplemental application, you are exempt 
from this requirement. 

PATENT LISTING REQUIREMENTS 
 
Pursuant to 21 CFR 314.53(d)(2) and 314.70(f), certain changes to an approved NDA 
submitted in a supplement require you to submit patent information for listing in the 
Orange Book upon approval of the supplement. You must submit the patent information 
required by 21 CFR 314.53(d)(2)(i)(A) through (C) and 314.53(d)(2)(ii)(A) and (C), as 
applicable, to FDA on Form FDA 3542 within 30 days after the date of approval of the 
supplement for the patent information to be timely filed (see 21 CFR  314.53(c)(2)(ii)). 
You also must ensure that any changes to your approved NDA that require the 
submission of a request to remove patent information from the Orange Book are 
submitted to FDA at the time of approval of the supplement pursuant to 21 CFR 
314.53(d)(2)(ii)(B) and 314.53(f)(2)(iv).

REPORTING REQUIREMENTS

We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81).
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If you have any questions, contact Idara Ojofeitimi, Chief, Project Management Staff, at 
301-796-3074 or Idara.Ojofeitimi@fda.hhs.gov.

Sincerely,

{See appended electronic signature page}

Paz Vellanki, M.D., Ph.D.
Supervisory Associate Director (acting)
Division of Oncology 2 
Office of Oncologic Diseases 
Office of New Drugs
Center for Drug Evaluation and Research
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