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Agenda

● regulatory agency 

● recruitment - dual  stigma 

● reducing placebo  response 



The regulatory pathway for CNS drugs can be long and 

uncertain, with agencies focused on the sustainability of 

trials and the need for inclusive and representative 

populations. 

Utilizing real-world data and drug-product monitoring registries may support 

regulatory submissions.

Early and frequent engagement with regulatory agencies is essential to 

understand their evolving expectations regarding trial design, endpoints, and data 

requirements. Placebo arm issue  concern  (Circular 1 ANMAT)



Recruiting and retaining representative patient populations in CNS trials can 

be difficult due to factors like stigma reduced awareness, misconceptions 

about clinical trials, the burden of subjects and families (especially for those 

with cognitive or mood symptoms ),

patient recruitment strategies that address awareness and misconceptions, reduce patient 

burden through decentralized trial elements (telehealth, remote visits, e-consent), 

leverage technology for online recruitment and engagement, and prioritize participant 

satisfaction and safety are crucial. 

Engaging patient advocacy groups and tailoring recruitment strategies to specific 

populations can also improve enrollment and retention. 





CNS Trials high placebo response rates in Psychiatric disorders 

site-specific training  >>>>reduce placebo response 

specifics training 

challenge : 

maintaining

● engagement 
● retention 



Thanks ! 
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