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Our client completed preclinical and first-in-human studies abroad with 
a dual orexin receptor antagonist (DORA) and subsequently sought to 
begin clinical trials in the United States to swiftly advance their investigational 
drug through proof-of-concept, phase 2, and phase 3 pivotal trials.  Their  
ultimate goal was to market a new product for the treatment of insomnia 
disorder.  To achieve their objective, the company needed the guidance 
of an expert CRO that specialized in the development of sleep therapeutics 
and understood the regulatory framework for marketing approval.

This CRO would understand the unique challenges of assessing the 
effects of sleep-promoting drugs, and of collecting and assessing 
objective sleep data across multiple investigator sites.  At each phase of 
development, they needed a CRO and a global panel of investigators that 
could execute complex clinical trial designs and work within tight 
timelines.   

The client engaged Clinilabs, the only full-service CRO focused 
exclusively on central nervous system (CNS) drug development.  The 
company has deep experience in the development of drugs for the 
treatment of sleep disorders, including insomnia.  At the outset of the 
engagement, Clinilabs’ Clinical Research Unit successfully executed a 
phase 1 adaptive design trial, progressing from healthy volunteers to 
patients with insomnia disorder.  The data obtained from this study led 
to phase 2 proof-of-concept trials, and the positive outcomes of these 
trials supported progression to large, global phase 3 pivotal safety and 
efficacy studies. 

Successful completion of the phase 1 study and our experience with 
investigator sites helped pave the way to supportive trials that provided 
novel information regarding drug efficacy and safety.  

Throughout the clinical development program, Clinilabs’ full portfolio of 
services were engaged from protocol design and consulting to polysom-
nography (PSG) core lab, data management, project management, 
monitoring, pharmacovigilance and more. 

By engaging Clinilabs from early phase through NDA, the client company 
moved seamlessly through each clinical development phase and 
maximized speed and efficiency.  This level of collaboration was advantageous 
for both client and CRO, as they formed one cohesive team that worked 
in lockstep toward a common goal. 

Working with a client from phase 1 through NDA is one way we add value to 
CNS development programs.  It enables us to build cohesive teams, forecast 
key milestones, and operate with great speed and efficiency. 

The sponsor was able to successfully proceed to NDA, with Clinilabs providing full support for routine regulatory inspections prior to approval.  The 
product currently is marketed in the US and abroad.  Clinilabs was selected to continue the development of this drug in China through its subsidiary, 
Clinilabs Asia Pacific Corporation. 
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