
NOVEMBER 2020 CSW.OSU.EDU 

RESEARCH BRIEF 

EFFECTS OF PSILOCYBIN-ASSISTED THERAPY 
ON MAJOR DEPRESSIVE DISORDER 
A RANDOMIZED CLINICAL TRIAL 

ABOUT THE RESEARCH 
This study is part of a larger effort exploring the application of psilocybin-

assisted therapy in the treatment of depression and multiple other 

indications including substance use disorder and PTSD. Current larger 

Phase II/III multi-site trials are underway exploring the use of this therapy 

compared to placebo as a last step before FDA can determine whether it 

should be an approved therapy in the US.   
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This randomized clinical trial found that psilocybin-assisted therapy was efficacious in producing large, rapid, 

and sustained antidepressant effects in patients with major depressive disorder. 

 

About this Study 
 

Major depressive disorder (MDD) is a substantial public health burden, but 

current treatments have limited effectiveness and adherence. Recent evidence 

suggests that 1 or 2 administrations of psilocybin with psychological support 

produces antidepressant effects in patients with cancer and in those with 

treatment-resistant depression. This study was designed to investigate the effect 

of psilocybin therapy in patients in the larger population of patients with major 

depressive disorder. This randomized, waiting list–controlled clinical trial was 

conducted at the Center for Psychedelic and Consciousness Research at Johns 

Hopkins Bayview Medical Center in Baltimore, MD. Adults aged 21–75 years 

with an MDD diagnosis, not currently using antidepressant medications, and 

without histories of psychotic disorder, serious suicide attempt, or hospitalization 

were eligible to participate. A total of 27 participants were randomized to an 

immediate treatment condition group (n=15) or delayed treatment condition 

group (waiting list control condition; n=12). Data analysis included participants 

who completed the intervention (evaluable population; n=24). Two psilocybin 

sessions (session 1: 20 mg/70 kg; session 2: 30 mg/70 kg) were given 

(administered in opaque gelatin capsules with approximately 100 mL of water) in 

the context of supportive psychotherapy (approximately 11 hours). Participants 

were randomized to begin treatment immediately or after an 8-week delay. 

 

Conclusion 
 

Results of this randomized clinical trial demonstrated the efficacy of psilocybin-assisted therapy in producing large, 

rapid, and sustained antidepressant effects among patients with MDD. These data expand the findings of previous 

studies involving patients with cancer and depression as well as patients with treatment-resistant depression by 

suggesting that psilocybin may be effective in the much larger population of MDD. Further studies are needed with 

active treatment or placebo controls and in larger and more diverse populations. 

KEY FINDINGS 

 In the overall sample, 16 

participants (67%) at week 1 

and 17 (71%) at week 4 had 

a clinically significant 

response to the intervention 

(≥50% reduction in GRID-

HAMD score) 

 In the overall sample, 14 

participants (58%) at week 1 

and 13 participants (54%) at 

week 4 were in remission 

(≤7 GRID-HAMD score). 

 Findings suggest that 

psilocybin with therapy is 

efficacious in treating MDD. 
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