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feedback or confirmation from the FDA. We apologize for not responding to the non-compliance 
letter within 45 calendar days as we were awaiting clarification in response to a prior email. 
Of note, the CSR to fulfill PMR 3980-3 was submitted on 27Nov2024 (SN0068), and more 
recently, the CSR to fulfill PMR 3980-4 was submitted on 22JAN2026 (SN0085) 
Considering the above, we respectfully request that FDA reconsider the issuance of the PREA 
noncompliance letter. We further request confirmation of FDA’s current expectations regarding 
any remaining PREA obligations for Azstarys considering the class-wide safety updates.  
Please contact me by phone at 617-752-1941, or by email at Manisha.amin@corium.com with any 
questions.  We welcome the opportunity to discuss this matter further. 
Sincerely, 
 

 
 
Manisha Amin, PharmD, RPh 
Vice President, Regulatory Affairs 
Corium, LLC. 
55 Cambridge Parkway, Suite 401 
Cambridge, MA, 02142 
Tel: 617-752-1941  
Fax: 857-465-7706 
Manisha.amin@corium.com 
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Technical Point of Contact 

Annette Arlinghaus or Daniel Quach 
Premier Research, LLC 
3800 Paramount Parkway, Suite 400 
Morrisville, NC 27560 
Office Number: 919-627-9100 
Fax: 919-627-9110 
Email: regops@premier-research.com 




