




Response to PREA Non-Compliance Letter 
NDA 212295 
January 7, 2026 

prophylaxis study (DP10027) are essential for the optimal, final design of the treatment study 
DP10028. Further, demonstration of the safety of Barhemsys in pediatric patients in study 
DP10027, which is now complete, will ensure recruitment of patients for study DP10028 is more 
feasible. 

In consideration of the transition of NDA 212295 and corresponding IND to , a revised and 
final protocol for study DP10028 will be submitted upon assessment and evaluation of the study 
results of DP10027. will correspond with the Agency accordingly.  

We trust the above adequately responds to the Agency’s PREA non-compliance communication 
of November 24, 2025, for PMRs 3478-2 and 3478-3. Furthermore, as requested by the Agency, 
a cross-reference letter will be submitted to the IND to which our protocol has been submitted 
(IND 114207, Sequence 00106). If any further information is required or if there are additional 
questions, please do not hesitate to contact me directly.  

This submission has been provided in eCTD format in accordance with the eCTD specifications 
described in current guidance. An Electronic Submission Specifications form from our publishing 
vendor (Accenture LLP) is provided as an attachment to this cover letter. A letter of non-
repudiation authorizing Accenture to provide electronic signatures on behalf of the Company was 
submitted to FDA on December 29, 2016. 

Sincerely, 

Janis A. Picurro 
Senior Vice President, Regulatory Affairs 
Eagle Pharmaceuticals, Inc. 
50 Tice Boulevard, Suite 315 
Woodcliff Lake, NJ 07677 
Office: 201-778-3626/Cell: 201-218-1276 
Email: jpicurro@eagleus.com 

 Acacia Pharma Limited and Acacia Pharma Inc. are wholly owned subsidiaries of Eagle Pharmaceuticals, Inc. 

Marc Stern (on 
behalf of Janis 
Picurro)

Digitally signed by Marc Stern 
(on behalf of Janis Picurro) 
Date: 2026.01.07 14:07:51 
-05'00'
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NDA 209510

NOTIFICATION OF 
NON-COMPLIANCE WITH PREA

Acacia Pharma Ltd
c/o Eagle Pharmaceuticals, Inc.
Attention:  Janis A. Picurro
Senior Vice President, Regulatory Affairs
50 Tice Boulevard, Suite 315
Woodcliff Lake, NJ  07677

Dear Janis Picurro,

Please refer to your new drug application (NDA) submitted under section 505(b) of the 
Federal Food, Drug, and Cosmetic Act (FD&C Act) for Barhemsys (amisulpride) 
injection, which was approved on February 26, 2020.

The Agency has determined that you have failed to meet the postmarketing 
requirements (PMRs) of the Pediatric Research Equity Act (PREA) for this application 
because you have not yet submitted your pediatric assessment for the following:

PMR 3478-2 and PMR 3478-3, which were deferred until 6/30/2024.

Under the provisions of section 505B(d)(1) of the Federal Food, Drug, and Cosmetic Act 
(FD&C Act) [21 U.S.C. 355c(d)(1)], you must respond in writing within 45 calendar days 
of the date of this letter.  Your response should include the reason(s) for the delayed 
pediatric assessment and a date by which you expect to submit the assessment.  We 
note that you requested a deferral extension on 4/30/2024; however, we have 
determined that your request did not qualify for an extension.

In accordance with the FD&C Act, FDA will post this letter and your response to the 
website at https://www.fda.gov/drugs/development-resources/non-compliance-letters-
under-505bd1-federal-food-drug-and-cosmetic-act with redactions for any trade secrets 
and confidential commercial information 60 calendar days from the date of this letter.

Please identify your response to this letter as a “RESPONSE TO PREA NON-
COMPLIANCE LETTER.”  To facilitate our review, submit this information to your NDA 
with a cross-reference letter to the investigational new drug application (IND) to which 
your protocol has been submitted.
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If you have any questions, contact Mary Chung, Regulatory Project Manager, at 
(301)796-0260 or Mary.Chung@fda.hhs.gov.

Sincerely,

{See appended electronic signature page}

Erica Lyons, M.D.
Associate Director for Therapeutic Review
Division of Gastroenterology
Office of Immunology and Inflammation
Office of New Drugs 
Center for Drug Evaluation and Research
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