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Nalpropion recognizes the importance of the PREA program and remains committed to fulfilling 
this postmarketing requirement. Several challenges have caused delay in completing this study
on time. (1) After Nalpropion’s acquisition of Contrave, a contract research organization (CRO) 
selection was made in Q4 2020. Through the process of ensuring trial readiness and patient 
safety a comprehensive review of the protocol and selected CRO was performed before the study 
initiation. This process revealed a series of specific protocol items that required revision and 
clarity, and a series of quality concerns with the identified CRO. Thus, the CRO contract was 
terminated in Q4 2021. (2) Protocol, version 2.0, was submitted to the FDA in Q1 2022 to 
address FDA comments and provide clarity on the protocol safety measures: dose modifications, 
dose interruption periods, subject stratification, and the required PK assessment. (3) Based on the 
FDA comments received on protocol version 2.0, several additional modifications were needed. 
This was completed and the updated protocol, version 3.0, was submitted to the FDA in Q4
2022. 

Nalpropion is currently in the process of negotiating an agreement with the new CRO selected to 
support this study. The protocol is also under revision to address the additional FDA comments 
received in Q1 2023. We plan to submit the revised protocol, version 4.0, to the FDA in Q3 
2023. The trial will be initiated after the protocol is submitted. 

If you have any questions about this submission, please feel free to contact the undersigned at 
(949) 463-5345 or via email at achesnut@curraxpharma.com.

Sincerely,

Aaron Chesnut
Vice President, Technical Operations
Nalpropion Pharmaceuticals LLC
155 Franklin Road, Suite 450
Brentwood, TN 37027
Phone: (949) 463-5345
E-mail: achesnut@curraxpharma.com
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