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NCT07301632

Status RECRUITING
Phase Phase 2

Sponsor Unity Health Toronto
Enrollment 40 participants

Key Eligibility Criteria

Inclusion (8)
» Consenting adults 18 years and older.

» Diagnosis of chronic neuropathic pain (greater than 3 months in duration) by a clinician with specialized training in chronic pain,
confirmed with the standardized Leeds Assessment of Neuropathic Symptoms and Signs questionnaire.

« Suffering from moderate-to-severe pain as defined by

« Baseline Patient Reported Outcomes Measurement System - Pain Interference (PROMIS-PI) score of greater than or equal to
60

* An average pain intensity of greater than or equal to 5 on a 0-10 numeric rating scale,43

... and 3 more (see full listing online)

Exclusion (31)
« Past or current history of a psychotic disorder, mania, hypomania, bipolarity, current suicidal ideation, stimulant use disorder
(i.e., cocaine, amphetamine, methamphetamine, MDMA, methylphenidate (Ritalin), etc , and any other substance use disorder
within the past 12 months assessed by history and confirmed the Mini-International Neuropsychiatric Interview \[MINI\]. Other
secondary psychiatric comorbidities (e.g., anxiety disorders, trauma related disorders, other personality disorders. etc.) will not
be excluded

« Participants with a history of suicide attempts are not excluded unless a significant risk of suicidal behavior is present at the
time of screening as determined by the CRSS (Columbia suicide rating scale)

« History of prior MDMA use (excluded to maintain blinding integrity)
» Long QT syndrome, measured by an ECG with a QTc more than 450 ms for males, and 470 ms for females.
« Presence of a relative or absolute contraindication to MDMA or Methylphenidate:

... and 26 more (see full listing online)

Locations (1 total)

St. Michael's Hospital, Toronto, Ontario, Canada

https://clinicaltrials.gov/study/NCT07301632
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