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June 20, 2025 

Re: NCT05076370  

Attached please find the most recent informed consent form for the study, “Safety and Tolerability of 
Cannabidiol Among Persons with Opioid Use Disorder Receiving Methadone or Buprenorphine” (PI: De 
Aquino; NCT05076370).  

The goal of the study is to examine the safety, tolerability, and efficacy of oral cannabidiol (Epidiolex) as an 
adjunctive treatment for persons with comorbid opioid use disorder and chronic pain who receive opioid 
agonist maintenance treatment. 

This human laboratory crossover study will include a total of 40 participants across two consecutive phases: 
One open-label phase including 6 participants (NCT05076370), and one placebo-controlled phase including 34 
participants (NCT04587791). We obtained initial approval for the open-label study on 07/02/2020, and 
continuing reapproval for the placebo-controlled phase on 04/17/2025.  

In the open-label phase, we administered single doses of 400 mg, 800 mg, and 1200 mg of CBD, across 3 test 
sessions, using a dose-escalation paradigm. The open-label phase will ensure the collection of critical safety 
data and inform the subsequent placebo-controlled phase. The placebo-controlled phase will administer 
placebo, 400 mg, 800 mg, and 1200 mg of CBD, across 4 test sessions, in a random order. This study is 
conducted at the VA Connecticut Healthcare System and at Yale University and has been approved by the 
Institutional Review Board of both institutions (VA Connecticut Healthcare Human Subjects Subcommittee and 
Yale University Human Investigation Committee).  

Attached please find the up-to-date study informed consent form. If you have any questions, please do not 
hesitate to contact me at 203- 923-5711 Ext. 12916 or at the email address provided in this letter. 

 
Sincerely, 

 
 
 

Joao P. De Aquino, M.D. 
 
 
 

Department of Psychiatry 
VA Connecticut Healthcare System,  
950 Campbell Avenue, West Haven, 

Connecticut, 06516  
Phone: 203-932-5711x12916 

Fax: 203-937-3422 
Email: joao.deaquino@yale.edu 

 
 
 

Joao P. De Aquino, M.D. 
Assistant Professor of Psychiatry, 

Yale School of Medicine 
Assistant Chief of Inpatient Psychiatry, 

Clinical Neuroscience Research Unit (CNRU) 
Connecticut Mental Health Center 
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