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/'2'DI7'D9 NIWVXDX2 PTSD-2 'N1XI27 719'D7 7I7IDI19 - ‘T N9D1

(1X7n)

Study Title:
MSX-06 (Psilocybin) Supported Group Psychotherapy for PTSD - Single-Arm, Assessor-
Blinded Study.

Product:
MSX-06 - MSICS Pharma’s naturally-derived psilocybin based product, manufactured to
GMP.

Study Design:

3.1. Single-arm, multi-site, assessor-blinded; all participants receive group
psychotherapy + MSX-06.

3.2. No comparator and no placebo.

3.3. Estimated participant duration: Up to 6 months.

Participant Treatment Structure:

4.1. Three (3) group Preparation sessions (P1-P3).

4.2. Two (2) Dosing days with MSX-06 (D1, D2).

4.3. Six (6) group Integration sessions (11-16): 11-13 occur after D1; 14-16 occur after D2.

4.4, Total: Eleven (11) treatment sessions per participant (3 prep + 2 dosing + 6
integration).

4.5, Post-treatment follow-up assessments.

Group Size & Staffing:

5.1. Groupsize: _____ participants.

5.2. Staffing ratio: approx. 1:3-1:4 (two lead facilitators + floating facilitator); research
recording by a coordinator.

5.3. Medical cover on dosing days: site physician on-call; RN/paramedic present.

Dosing:
6.1. Nominal dose: 25 mg psilocybin on each dosing day (D1 and D2), administered as a
fixed dose or weight-banded per the IB.

Primary Endpoint:

7.1. Safety - incidence and severity of treatment-emergent adverse events (TEAEs),
including serious AEs and predefined PTSD-related AEs, from first dose through end
of follow-up.

Key Secondary Endpoints (examples):
8.1. Change in CAPS-5 from Baseline to week 24 post-D2, assessed by a blinded outcome
assessor.
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8.2. Self-reported PTSD symptoms (PCL-5).

8.3. Function (SDS) and quality of life (EQ-5D-5L).

8.4. Acute experience around dosing days (e.g., MEQ-30/EBI).
8.5. Cognitive control (computerized Go/No-Go).

8.6. Selected biomarkers as available (see lab manuals).

Safety & Risk Management:

9.1. Vitals monitored every 30-60 min during dosing peaks; emergency meds/equipment
available.

9.2. Risk window: 0-72 h post-D1/D2 with a 24/7 on-call line and scheduled safety calls.

9.3. Stopping rules: pre-specified participant-level and trial-level criteria.

9.4. Concomitant meds / rescue: tapered restrictions and limited rescue per protocol.

Dosing-Day Operations (“Pods” model):

10.1. Common room + quiet rooms; staggered dosing; silent safety signals.

10.2. Touch policy: no participant-to-participant touch; facilitator touch only with explicit
consent.

10.3. Standardized music arc; overnight stay; next-morning vitals and Integration prior to
escorted discharge.

Expectancy & Blinding:
11.1. Assessor-blinded outcomes; neutral scripts at consent/prep; physical separation of
assessment and therapy teams.

Statistics (at a glance):

12.1. Within-participant change over time (e.g., MMRM/paired change).

12.2. Analysis sets: FAS = all enrolled with =1 post-baseline efficacy assessment; Safety =
all dosed.

12.3.Interim: safety-focused only (no efficacy stopping).

Site Requirements:
13.1. Dedicated group rooms and quiet rooms; controlled-substance pharmacy capability;
EDC; trained staff; recruitment capacity.

Core Equipment:
14.1. Non-invasive monitors; emergency kit; approved audio setup; eye shades;
participant journals.

Fidelity & Training:
15.1. MSX-G-ACT adherence/competence checklists; sampling of session recordings for

QA.



