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To: SLCTR Sri Lanka <srilankactr@gmail.com>
Cc: Sonali liyanagamage <sonali@remediumone.com>, Dinushi Dias <dinushi@remediumone.com>

18 Aug 2026
 
Sri Lanka Clinical Trials Registry 
Sri Lanka Medical Association 
6, Wijerama Mawatha 
Colombo 07 

 
Dear Sir/ Madam,  
 
Protocol Title  A Phase III, 52-week, Prospective, Randomized, Double-Blind, Placebo-

Controlled, Parallel-Group, Multi-Center study, with a primary efficacy
endpoint at 12 weeks, to determine the efficacy, safety, and tolerability
of fixed doses of 15 mg bid and 30 mg bid of Evenamide as add-on in
patients with documented Treatment-Resistant Schizophrenia, which is
not adequately controlled by a stable therapeutic dose of the patient’s
current antipsychotic medication(s)
 

Subject  Notification of Study Termination
 
 
The referenced study registered in Sri Lanka Clinical Trials Registry on 03 Oct 2026 (Registration No:SLCTR/2025/040). 
 
The Sponsor has informed us that all required regulatory and ethics approvals and making every effort to initiate the study in Sri Lanka, the
investigational medicinal product (IMP) could not be imported due to regulatory requirements related to the Certificate of Analysis and shelf-
life verification. Despite extensive discussions with the relevant authorities to identify a suitable regulatory pathway, the required import
clearance for the IMP could not be obtained.
 
Consequently, the Sponsor has decided to discontinue the study in Sri Lanka due to the inability to obtain the required import clearance for
the IMP. As the study did not commence at the site, no participants were screened, enrolled, or treated. Furthermore, no investigational
medicinal product was imported or dispensed, and no study-related procedures or activities involving participants were conducted.
 
We sincerely apologize for any inconvenience caused and greatly appreciate the time, effort, and support extended by the Committee
throughout the review and study start-up process.
 
Please find enclosed the Sponsor's letter confirming the withdrawal of the study in Sri Lanka & the ERC Acknowledgment letter for your
reference. 
 
This is for your information and notification.    
 
Please acknowledge the receipt of this notification.
 
 
Thank you!
 
Kind Regards,
Regulatory team
Dinushi Dias
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