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The current milestone timeline for this project is noted below.  

Final Protocol Submission: 02/2018 
Study Completion:  05/2020 
Final Report Submission: 11/2020  

We are in the process of conducting a feasibility study in order to determine when sites will 
be starting research activities. We are also researching the feasibility of conducting this 
study as we have been told by several sites that participated in the previous morphine 
pediatric study that they do not use codeine for pediatrics under the age of 18.  We 
respectfully request an extension to the timelines in order to adequately recruit and complete 
the required study.  

Final Protocol Submission: 06/2021 
Study Completion:  12/2021 
Final Report Submission: 12/2023 

Hikma Pharmaceuticals USA Inc. remains committed to working with the agency to meet 
its post-marketing obligations under PREA.  

This correspondence is being submitted in the electronic Common Technical Document 
(eCTD) format. Additionally, we certify that this report is virus free via scan by Cisco. 

Hikma Pharmaceuticals USA Inc. is the application holder for this product.. 
Correspondence concerning this submission should be directed to the undersigned by 
telephone at (614) 241-4108 or email at dra-columbus@hikma.com.  In my absence please 
contact Lissa Thomas, MBA, Clinical Research Manager, Clinical Development by 
telephone (614-256-3481).  

 

Regards,  

Tae Kim 
Director, Clinical Development 
Hikma 
1809 Wilson Road 
Columbus, OH 43228 
Phone: 1 (614) 241-4108 
Email:  tkim@hikma.com 
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