Effects of CBD/CBD-A Oral Extract on Resting-state EEG and Neuropathic Pain Symptoms After SCI
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Study timeline
Objectives: Primary Objectives: Compare changes in momentary

pain intensity and unpleasantness of the worst
neuropathic pain and resting state EEG power between
CBD/CBD-A and placebo administration.
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Neuropathic pain (NP) is one of the most common consequences associated with spinal
cord injury (SCI). Current treatments are not consistently effective. Analgesic, anti-

é

Secondary Objectives: Compare changes in neuropathic

inflammatory, and anti-epileptic effects of cannabidiol (CBD) have been demonstrated in (Placebo) (CBD) pain symptoms severity, sensory function, state anxiety

multiple clinical populations, including SCI. In our recent survey study, respondents with and subjective drug effects.

SCI and NP reported that cannabis, including CBD and tetrahydrocannabinol (THC), Screening Pain Assessment Pain Assessment

reduced their pain and their use of opioids, gabapentin and over-the-counter pain Informed Psychological Psychological . Bloodwork :

medications. However, to date the effects of CBD on neuropathic pain intensity, anxiety Consent Asgassnnt Assemment - ISCIPBDS EndelntS: Primary Endpoint: Change in momentary pain intensity

and electroencephalography (EEG) in participants with SCI remain still poorly understood. Bloodwork + Sefitory Tedting Sensoiy Testifig gggelfirr‘g%%%ang;?_sdsr o adErEiﬁisrﬁZ%ggses between

In this study (cross-over, double-blind, placebo-controlled phase I/ll) we aim to: 1) Viinagy Sample EEG EEG P g '

compare changes in momentary pain intensity/unpleasantness of the worst NP and ISCIPBDS Vital Signs / Vital Signs / Secondary Endpoints: Change in neuropathic pain

resting state EEG power between CBD/CBD-A and placebo administration; 2) explore MR Motiteting JerAE symptom severity, sensory function, state anxiety, and
\ ) \ ) \ ) \ 4 subjective effects between baseline and post-drug

changes in neuropathic pain symptoms severity, sensory function, state anxiety and

administration.

subjective drug effects after CBD/CBD-A and placebo administration

Figure 1 A: General timeline and associated assessments (described in detall
under 1.3). Washout periods are indicated between visits 2 and 3 (2-weeks) and Stu dy
visits 3 and 4 (1-week). Abbreviations: International SCI Pain Basic Data Set
(ISCIPBDS, version 3.0), Adverse Events (AE), Electroencephalogram (EEG).

This protocol will include 20 participants consisting of
Population: Poth menand women, between the ages of 18-64, and

P - who have experienced an SCI. Participants will also
have moderate to severe neuropathic pain symptoms for
a minimum of three months.

Methods
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P P -Current use of cannabis plant or cannabis products or approved (2025) enrolled

acquired SCI

Assessment 1: . .
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form of birth control (condoms, diaphragm, birth : CBD/CBD-A or temperature) and . was approved and reviewed by the UM IRB on July 1, 2024. Since then, we've submitted
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control pill, IUD), and prisoners two major amendments to both the FDA and UM IRB. In spring, we transitioned to UM's

EEG adverse events EEG

-Have a history of renal or hepatic Have suicidal
ideations

-Cannot abstain from the use of alcohol during the
study period

-Have known or suspected hypersensitivity to
cannabidiol or tetrahydrocannabinol

-Have a known or suspected hypersensitivity to
sesame seed oill, lecithin, or bovine gelatin

Figure 1 B: A comprehensive schedule for visits 2 and 3. Each block shows the
assessments that will be conducted at that point (described in detail under 1.3).
Assessment 1 is the participants baseline measurements. Following drug administration
and a 3-hour wait period to ensure maximal absorption, per manufacturer we will conduct
Assessment 2. The asterisk shown above the timeline indicates the time monitoring vital
signs and any adverse effects. Abbreviations: Electroencephalogram (EEG).

Vital Signs and Physical (*)

new electronic system (Complion) and coordinated administrative updates with our clinical
monitor. Due to resulting delays, our supplier (Cultivate) issued a new drug batch with
slightly altered concentrations and an updated expiry. This led to a revised protocol
submission to the FDA on April 10, 2025, and a new UM IRB submission on April 15,
reviewed on May 19 and approved on May 21. To date we have 2 participants enrolled
and we held several team meetings to clarify the protocol and prepare for swift study
enrollment, covering logistics, regulations, equipment, and participant outreach.
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