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Cautionary Note Regarding Forward-Looking Statements 

This presentation includes “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995, as amended. In some cases, you can identify forward-looking statements by terms such as “believe,” “continue,” “could,” “estimate,” “expect,” “may,” 
“might,” “plan,” “potential,” “project,” “target,” “will,” “would,” or the negative of these terms, and similar expressions intended to identify forward-looking statements. However, not all forward-looking statements contain these identifying words. These forward-looking statements 
include express or implied statements relating to our strategic plans or objectives; our plans and expectations regarding our clinical trials, including our Phase 3 trials in TRD and our planned Phase 2b/3 trial in PTSD; our expectations regarding the t ime periods for the release of data 
from the COMP005 and COMP006 Phase 3 trials for TRD; our expectations regarding discussions with the FDA regarding potential NDA acceleration strategies, including potential for rolling NDA submission for COMP360 psilocybin treatment in TRD; our expectat ions regarding 
potential commercial launch timelines; the potential for the pivotal Phase 3 program in TRD to support regulatory filings and  approvals on an accelerated basis or at all; our expectations regarding the safety or efficacy of our investigational COMP360 psilocybin treatment, including as 
a treatment for TRD and PTSD; any implication that past results will be predictive of future results; our expectations regarding the benefits of our investigational COMP360 psilocybin treatment; our ability to obtain adequate coverage and reimbursement for our investigational 
COMP360 psilocybin treatment and related time and services to administer the treatment, if approved; our ability to transition from a clinical-stage to a commercial-stage organization and effectively launch a commercial product, if regulatory approval is obtained, or on an accelerated 
timeline or at all and our plans, expectations and ability to achieve our goals related to our strategic collaboration agreements. By their nature, these statements are subject to numerous risk and uncertainties, including the our need for substantial a dditional funding to achieve our 
business goals, including to repay the amended term loan facility, and if we are unable to obtain this funding when needed an d on acceptable terms or at all, we could be forced to delay, limit or terminate our clinical development efforts; clinical development is lengthy and outcomes 
are uncertain, and therefore our Phase 3 clinical trials in TRD and our other clinical trials may be delayed or terminated; the full results and safety data from the Phase 3 COMP005 trial or the results and safety data from the Phase 3 COMP006 trial may  not be consistent with the 
preliminary results to date; our acceleration strategies for our NDA submission may not be successful; FDA may ultimately disagree with our proposal for a rolling NDA submission and may not permit us to utilize the rolling review process; our efforts to obtain marketing approval from 
FDA or regulatory authorities in any other jurisdiction for our investigational COMP360 psilocybin treatment may be unsuccessful; the risk that our strategic collaborations will not continue or will not be successful; our efforts to obtain coverage and reimbursement for our 
investigational COMP360 psilocybin treatment, if approved, may be unsuccessful; our dependence on third parties in connection with our clinical trials; negative general economic and market conditions; unfavorable geopolitical conditions; changes in policy or resources of U.S. 
governmental agencies; and other factors beyond our control, that could cause our actual results, performance or achievements to differ materially and adversely from those anticipated or implied in our statements. For additional disclosure regarding these and other risks we may 
face, see the disclosure contained under the heading "Risk Factors" and elsewhere in the Company’s most recent Annual Report on Form 10-K, Quarterly Reports on Form 10-Q and subsequent public filings with the US Securities and Exchange Commission (the “SEC”). You should not 
rely upon forward-looking statements as predictions of future events. Although our management believes that the expectations reflected in our statements are reasonable, we cannot guarantee that the future results, levels of activity, performance or events and circumstances 
described in the forward-looking statements will be achieved or occur. Moreover, neither we, nor any other person, assumes responsibility for the accuracy and completeness of these statements. Accordingly, you are cautioned not to place undue reliance on these forward-looking 
statements, which speak only as of the date such statements are made and should not be construed as statements of fact. Excep t as required by applicable law, we undertake no obligation to update these forward-looking statements to reflect any new information, events or 
circumstances after the date hereof, or to reflect the occurrence of unanticipated events. No representations or warranties (expressed or implied) are made about the accuracy of any such forward-looking statements.

Market & Industry Data 

Market & industry data projections, estimates, industry data and information contained in this presentation, including our general expectations about our market position and market opportunity, are based on information from 

third-party sources, publicly available information, our knowledge of our industry and assumptions based on such information and knowledge. Although we believe that our third party-sources are reliable, we cannot guarantee 
the accuracy or completeness of our sources. All of the projections, estimates, market data and industry information used in this presentation involve a number of assumptions and limitations, and you are cautioned not to give 

undue weight to such information. In addition, projections, estimates and assumptions relating to our and our industry’s future performance are necessarily subject to a high degree of uncertainty and risk due to a variety of 

factors, including, but not limited to, those described above, that could cause future performance to differ materially from our expressed projections, estimates and assumptions or those provided by third parties. 

Disclaimer
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Welcome and Agenda

Kabir Nath
Chief Executive Officer
Compass Pathways
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Today’s Agenda
• Unmet Need and Current Treatment Landscape for PTSD 

Guy Goodwin, MD, Chief Medical Officer, Compass Pathways

• COMP360 in PTSD
Michael Gold, MD, Chief R&D Officer Compass Pathways

• Unmet need and Current Treatment Landscape for TRD
Gary Small, MD, Director of Behavioral Health Breakthrough Therapies, Hackensack Meridian 
School of Medicine

• COMP360 in TRD
Steve Levine, MD, Chief Patient Officer Compass Pathways

• Fireside Chat: TRD Treatment Delivery (Steve Levine, MD host)
Geoffery Grammer, MD, CMO at Greenbrook Mental Wellness Centers
Myriam Barthes, Co-founder and CEO at Journey Clinical
Dimitri Cavathas, CEO at Healthport

• Commercial Launch Readiness for COMP360 in TRD
Lori Englebert, Chief Commercial Officer Compass Pathways

• Q&A
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Post-traumatic Stress Disorder (PTSD) 
and Compass Clinical Program 

Guy Goodwin, MD
Chief Medical Officer, Compass Pathways

Michael Gold, MD
Chief R&D Officer, Compass Pathways
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Chronic and debilitating psychiatric condition affecting ~13 
million adults annually in the U.S.; lifetime prevalence ~6–8%

Evidence-based psychotherapies are first line, but difficult to 
adhere to and access is limited

Existing treatments yield limited efficacy — ~60% of patients 
fail to achieve remission

Lack of innovation as last medical therapeutics were approved 
over 25 years ago

No approved therapies directly targeting the underlying 
neurobiological circuits of fear memory and emotional 
regulation

High comorbidity with TRD and overlapping 
neurobiology and patients treated in the same settings of care 
as TRD

Post-Traumatic Stress 
Disorder (PTSD)

Source: https://www.ptsd.va.gov/understand/common/common_adults.asp;
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Note: CAPS-5 = clinician administered PTSD scale

Phase 2a PTSD Study: Meaningful and Sustained Symptom Improvement

Summary of change from baseline in CAPS-5 score
N=22, multi-center open-label, single administration of 25mg 
COMP360 (mean baseline of 47.5 CAPS-5 total score, which is 
considered severe)

Early onset and sustained change from baseline in CAPS-5 
observed at week 4 and week 12 

COMP360 was generally well tolerated with no treatment 
emergent serious adverse events reported; no participants re-
started SSRI’s or antidepressants after COMP360 
administration in study. Most frequent TEAES (>10%) were 
headache, nausea, crying, fatigue, hallucination, muscle 
tightness, paraesthesia, visual impairment.

Response in CAPS-5: 81.8% at week 4, 77.3% at week 12

Remission in CAPS-5: 63.6% at week 4, 54.5% at week 12

Summary of change from baseline in SDS score

Phase 3 trial expected to commence in Q1 2026.
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Notes: 
In both Part A and Part B COMP360 may be administered adjunctively to a single permitted oral antidepressant. 10mg arm included to help prevent unblinding. In Part B, eligible participants will 
receive a single open-label treatment with COMP360 25 mg. 

PTSD Late-Stage Phase 2b/3 Trial Design
Design: Multicenter, randomized, double-blind, controlled study, with an open label extension, to investigate the efficacy, 
safety, and tolerability of COMP360 in 234 participants

Primary Objective: To determine if two administrations of COMP360 at a dose of 25 mg compared to two administrations 
of 1 mg lead to improvement of PTSD symptoms (CAPS-5) at Week 8

Part A: blinded fixed repeat dose Part B: open label, long term follow up

Day 1 Week 4 Week 8
primary endpoint

Week 12 Week 52

COMP360 
25 mg
N = 100

COMP360 
1 mg

N = 100

COMP360 
25 mg

COMP360 
1 mg

COMP360 
10 mg
N = 34

COMP360 
25 mg

one dose for Part A non-responders or responders who later deteriorate

COMP360 
10 mg

Treatment 1 Treatment 2



Unmet Need & Treatment of TRD

Gary Small, MD
Director of Behavioral Health Breakthrough Therapies 

Professor of Psychiatry & Behavioral Health, Hackensack Meridian School of Medicine

Hackensack Meridian Health
Professor Emeritus of Psychiatry & Biobehavioral Sciences

Founding Director, UCLA Longevity Center
David Geffen School of Medicine at UCLA



Advisory Boards: Cogensus, Electro Cellular Health Solutions, LLC, Handok, 
Herbalife, Lundbeck, Lilly, McCormick Science Institute, Merry Life Biomedical, 
Otsuka, Roche, TheKey, Theravalues 

Equity Interest: Ceremark Pharma, LLC

Disclosures



• Definition

– Inadequate response to > 2 antidepressants despite adequacy of and adherence to 
treatment 

• Approximately 1/3 of patients with major depressive disorder (MDD) develop TRD

• Affects an estimated 100 million people worldwide

• Accounts for more than half of direct and indirect costs of MDD 

• Leads to significant personal, familial, and societal burdens

McIntyre RS, et al. Treatment‐resistant depression: definition, prevalence, detection, management, and investigational interventions. World 
Psychiatry. 2023:15;22(3):394–412

Treatment Resistant Depression (TRD)



• MDD

– Limited innovation

– Most based on monoaminergic (serotonin, norepinephrine, dopamine) 
mechanisms

• TRD

– Most strategies

• Ineffective/inefficient (e.g., extending, combining, or switching 
antidepressants, psychotherapy) 

• Require daily, chronic use

• Impose ongoing side effects

– Accessibility/tolerability issues (e.g., electroconvulsive therapy, repetitive 
transcranial magnetic stimulation)

McIntyre RS, et al. Treatment‐resistant depression: definition, prevalence, detection, management, and investigational interventions. World 
Psychiatry. 2023:15;22(3):394–412

Treatments Used for MDD & TRD



• Extending antidepressant trial

– Systematic review of available studies on response after 4 weeks: 

– About 20% of patients responded during weeks 5‐8 & 10% responded during 
weeks 9‐12

– Depressed patients prioritize rapidity of antidepressant action & reluctant to 
prolong trials

• Switching antidepressants

– Meta‐analytic data are conflicting as to whether switching antidepressants 
increases the likelihood of response in TRD

• Combining antidepressants

– Patients with TRD are often treated with antidepressant polypharmacy, but 
few relevant studies have been conducted specifically in populations with TRD

McIntyre RS, et al. Treatment‐resistant depression: definition, prevalence, detection, management, and investigational interventions. World 
Psychiatry. 2023:15;22(3):394–412; Henssler J, et al. Trajectories of acute antidepressant efficacy: how long to wait for response? A systematic 
review and meta‐analysis of long‐term, placebo‐controlled acute treatment trials. J Clin Psychiatry 2018;79:17r11470

Management of TRD



• Widely-used, FDA-approved treatment for TRD

• Labeled for 3rd-line use, but usually prescribed 5th-line or later and typically along 
with other antidepressants

• Limited durability requires frequent repeat dosing

– Typically, 25-35 or more administrations per year

• Substantial patient/caregiver burden

– Requires visits lasting 2 to 3 hours in REMS-certified centers

– Initial twice-weekly dosing

– Need for private monitoring rooms

– No same-day driving

• Logistical demands limit adoption and adherence, despite patient motivation 

Vasilu O. Esketamine for treatment-resistant depression: A review of clinical evidence (Review). Exp Ther Med. 2023:25;25(3):111; Vi Vincenzo M, 
et al. Facts and myths about use of esketamine for treatment-resistant depression: a narrative clinical review. Front Psychiatry. 2024 May 
15;15:1394787.

Intranasal Esketamine (Spravato)
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MDD Indicated with limited 
efficacy and tolerability 
challenges

First multi-hour medicine for 
TRD

Differentiated clinical profile in 
a TRD market with a high 
unmet need in a large patient 
population

Delayed onset of efficacy versus rapid 
onset

Over 55 pharmacotherapies approved 
for MDD

Side effects can be burdensome for 
patients including GI disruption, sexual 
dysfunction, weight gain, etc. 

Approximately 1/3 of MDD patients do 
not respond to first line of 
pharmacotherapies

Rapid onset of treatment effect

Initial treatment effect requires 8-10 
visits over a 6-week period for clinical 
response consistent with COMP360 
single dose (mean difference -4 
MADRS)*

Requires approximately ~25-35 visits 
to treatment centers per year to 
maintain treatment effect

Treating1 <2% of patients, expected over 
$1.4 billion annualized revenue in US in 
2025

Monitoring reimbursement suboptimal

COMP360

Rapid onset of treatment effect

Statistically significant and clinical 
responses consistent with Spravato® 
on single dose (mean difference -3.6 
MADRS)

Significant reduction in treatment 
burden for both patient and caregiver 
as patients must be driven to/from 
administration visit

Reimbursement code designed 
specifically for psychedelic monitoring

SSRIs / SNRIs / Antipsychotics

COMP360 Differentiated Emerging Profile

* Based on Spravato® Phase 3 data from NDA; 12024 IQVIA



Differentiated Profile of COMP360

• Rapid onset, durable efficacy

• Phase 3: 

– Effect size of 1 dose at week-6 comparable to Spravato after 8 doses

• Phase 2b data showed: 

– Psilocybin at a single dose of 25 mg reduced depression scores significantly 
more than a 1-mg dose over a period of 3 weeks 

Goodwin GM, et al. Single-Dose Psilocybin for a Treatment-Resistant Episode of Major Depression. N Engl J Med. 2022;387:1637-1648
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TRD Treatment Landscape

Steve Levine, MD
Chief Patient Officer
Compass Pathways
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Key Takeaways

1. The only marketed pharmacotherapy indicated for TRD - Spravato® - requires 
frequent dosing to maintain treatment effect and can be highly burdensome to 
both patients and their caregivers

2. There is currently no existing medicine indicated for TRD that offers both rapid 
onset and durability 

3. COMP360’s emerging profile positions it as a potentially transformative treatment 
option in TRD

4. Current interventional psychiatry treatment center infrastructure supports scalable 
real-world implementation

5. CPT codes specifically designed for monitoring psychedelic treatments means that 
provider economics will not be impacted regardless of treatment time required
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Fireside Chat:
TRD Treatment Delivery Landscape

Geoffery Grammer, MD
Greenbrook, Chief Medical Officer 

Myriam Barthes 
Journey Clinical, Co-founder and CEO 

Dimitri Cavathas 
HealthPort, Chief Executive Officer 



20  |  © Compass Pathways

Commercial Launch Readiness 
for COMP360 in TRD

Lori Englebert
Chief Commercial Officer
Compass Pathways
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~23M

~4M

~12M

The definition of TRD adopted by the US Food and Drug Administration (FDA) is failure to respond to two or 
more antidepressant regimens despite adequate dose and duration and adherence to treatment3TRD

1., 2. Data on file.  3. US Food and Drug Administration. Major Depressive Disorder: Developing Drugs for Treatment. Guidance for Industry. June 2018. 
https://www.fda.gov/media/113988/download. Accessed May 21, 2025. 

Over 55 medicines 
approved for MDD

Only 2 medicines approved 
for TRD and only one that is 
used, Spravato®

Prevalence of U.S. adults 
experiencing major 
depression each year1

Treatment-Resistant Depression (TRD) Affects Millions in the U.S.

Adult patients who are 
drug treated for MDD in 
the past year2

MDD patients failed by 
≥2 antidepressants and 
considered TRD2
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1. Wu B, et al. PLoS One. 2019;14(8):e0220763. 2. Amos TB, et al. J Clin Psychiatry. 2018;79(2):17m11725. 3. Gustafsson TT, et al. J Affect Disord. 2025;368:136-142. 

TRD Patients are Disproportionately Impacted vs. MDD

Patients with TRD have 
longer depressive episodes1

17-30% 
increased risk of 

all-cause 
mortality3

70% 
greater 

work time loss2

51% 
increased risk of 
mortality due to 

suicide3

1st MDD 
episode

1st TRD 
episode 571

6005004003002001000

Days

200

Compared to patients with non-TRD 
MDD, those with TRD experience:

lighter color = MDD darker color = TRD
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Clinical care teams

KOLs/HCPs

Federal and State policy makers

Patient advocacy organizations

Payers

DEA rescheduling (Federal & State)

Product distribution

Pricing & Reimbursement

Formulary access

Patient Support

Commercial team build-out

Product positioning

Site of care training 

Field force strategy

Omni-channel marketing

Our Commercial Planning Efforts are Focused on Ensuring 
Appropriate TRD Patients Can Access COMP360, if Approved

NOTE: KOL = key opinion leaders; HCP = healthcare professional

Enable Awareness & Access
Enable Patient AccessLaunch ReadinessEducate & Learn
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If Approved, COMP360 Prescribing, Dosing, and Reimbursement is 
Expected to Integrate within Current Clinical Practice

1. Based on draft guidance by the FDA for psychedelic drug development (June 2023), credentials for a qualified HCP are stated as: PhD, PsyD, MD, DO, MSW, LCPC, LMFT, NP 
2. Coding and reimbursement for COMP360 have not yet been established and are subject to change from current thinking
3. CPT stands for Current Procedural Terminology. It's a system of codes created by the American Medical Association (AMA) to describe medical procedures and services. These codes are used 

for billing purposes and are part of the national coding system under the Health Information Portability and Accountability Act (HIPAA)

Note: CPT III codes accepted, and language released by AMA for Psychedelic Drug Monitoring Services; published in the CPT Manual and effective on January 1, 2024

COMP360 expected to be available through specialty pharmacy and buy-and-bill – drug 
reimbursed through pharmacy benefit. Evaluation and Monitoring (E/M) CPTIII codes 
specifically for psychedelics- billed by the hour through medical benefit

Prescribed by an HCP licensed to prescribe medication to patients

Patient self-administers oral capsule and is monitored by a licensed HCP1 during session 

Dosing and monitoring to take place at a certified treatment center

Prescribing

Dose 
administration

Reimbursement2
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Part A (9-week) data from 
COMP006 in Q1 2026.

Part A (6-week) and Part B (26-
week) data from COMP005 in 
Q1 2026.

Part B (26-week) COMP006 
data expected in early Q3 2026.

Accelerating aggressive 
commercialization launch 
readiness plans.

Initiation of PTSD late-stage 
trial.

COMP360: Proprietary synthetic 
formulation of psilocybin.

Ongoing pivotal program is the 
largest of a classic psychedelic 
and first to report Phase 3  data.

Phase 2b and Phase 3 COMP005 
results in TRD demonstrated 
significant, rapid, and durable 
anti-depressant effects and  
tolerable safety profile.

FDA supportive of a rolling 
submission & review of planned 
NDA filing for COMP360 in TRD. 

Phase 2 data of COMP360 
showed a safe and differentiated 
profile in patients with PTSD.

TRD: ~4M in the U.S. suffer with 
TRD with limited treatment 
options available.

Only 2 medicines ever approved 
with <2% of TRD patients 
receiving TRD indicated 
medicine.

PTSD: ~13M in the U.S. suffer 
with PTSD with limited 
treatment options available. 

Only 2 medicines ever approved 
for PTSD, both over 25 years ago.

$186 million cash as of 
September 30, 2025.

Sufficient cash runway into 
2027, well beyond key 
catalysts.

Treatment-resistant depression (TRD), Post-traumatic stress disorder (PTSD)

Investment Highlights

Significant Unmet 
Medical Need with 
Large Target Markets

Late-stage 
Development

Near-term Value 
Drivers

Strong Cash 
Position
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Thank you…
Q&A

For more information:
Stephen Schultz
SVP, Investor Relations
stephen.schultz@compasspathways.com
+1 401-290-7324
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