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The  information  contained  in this  presentation  has  been  prepared  by  Helus  Pharma Inc . and  its  affiliates  (“Helus”  or the  “Company”) . The  information  contained  in this  presentation : (a)  is  provided  as  at  the  date  hereof,  is  subject  to change  without  notice,  and  is  based  on publicly  available  information,  internally  
developed  data  and  third  party  information  from  other  sources ; (b)  does  not  purport  to contain  all  the  information  that  may  be  necessary  or desirable  to fully  and  accurately  evaluate  an  investment  in the  Company ; (c)  is  not  to be  considered  as  a recommendation  by  the  Company  that  any  person  make  an  
investment  in the  Company ; and  (d)  is  for  information  purposes  only  and  shall  not  constitute  an  offer  to buy,  sell,  issue  or subscribe  for,  or the  solicitation  of  an  offer  to buy,  sell  or issue,  or subscribe  for  any  securities  in any  jurisdiction  in which  such  offer,  solicitation  or sale  would  be  unlawful . Where  any  opinion  
or belief  is  expressed  in this  presentation,  it is  based  on  certain  assumptions  and  limitations  and  is  an  expression  of  present  opinion  or belief  only . The  third - party  information  has  not  been  independently  verified . While the  Company  may  not  have  verified  the  third - party  information,  it believes  that  it obtained  the  
information  from  reliable  sources  and  has  no  reason  to believe  it is  not  accurate  in all  material  respects . No warranties  or representations  can  be  made  as  to the  origin,  validity,  accuracy,  completeness,  currency  or reliability  of  the  information . Helus  disclaims  and  excludes  all  liability  (to  the  extent  permitted  by  
law),  for  losses,  claims,  damages,  demands,  costs  and  expenses  of  whatever  nature  arising  in any  way  out  of  or in connection  with  the  information  in this  presentation,  its  accuracy,  completeness  or by  reason  of  reliance  by  any  person  on  any  of  it. This  presentation  should  not  be  construed  as  legal,  financial  or 
tax  advice  to any  individual,  as  each  individual’s  circumstances  are  different . Readers  should  consult  with  their  own  professional  advisors  regarding  their  particular  circumstances . In  making  an  investment  decision,  investors  should  not  rely  solely  on  the  information  contained  in this  presentation . The  delivery  of  
this  presentation,  at  any  time,  will  not  imply  that  the  information  contained  in the  presentation  is  correct  as  of  any  time  subsequent  to the  date  set  forth  on the  cover  page  of  the  presentation  or the  date  at  which  such  information  is  expressed  to be  stated,  as  applicable . No securities  commission,  exchange  or  
similar  regulatory  authority  in Canada  or the  United  States  has  reviewed  or in any  way  opined  on  the  merits  of  this  presentation,  and  any  representation  to  the  contrary  is  an  offence .  

Certain  statements  in this  presentation  constitute  forward - looking  information  or forward - looking  statements,  within  the  meaning  of  applicable  securities  legislation  (together,  “forward  looking  statements”) . All  statements,  other  than  statements  of  historical  fact  contained  in this  presentation,  including,  without  
limitation,  statements  regarding  Helus’  future,  strategy,  plans,  objectives,  goals  and  targets,  and  any  statements  preceded  by,  followed  by  or that  include  the  words  “believe”,  “expect”,  “aim”,  “intend”,  “plan”,  “continue”,  “will”, “may”,  “would”,  “anticipate”,  “estimate”,  “forecast”,  “predict”,  “project”,  “seek”,  “should”  
or similar  expressions  or the  negative  thereof,  are  forward - looking  statements . These  statements  are  not  historical  facts  but  instead  represent  only  Helus’s  expectations,  estimates  and  projections  regarding  future  events . These  statements  are  not  guaranteeing  future  performance  and  they  involve  
assumptions,  risks  and  uncertainties  that  are  difficult  to  predict . Therefore,  actual  results  may  differ  materially  from  what  is  expressed,  implied  or forecasted  in such  forward - looking  statements .  

Forward - looking  statements  are  based  on  a number  of  factors  and  assumptions  made  by  management  and  considered  reasonable  at  the  time  such  information  is  provided,  and  forward - looking  statements  involve  known  and  unknown  risks,  uncertainties  and  other  factors  that  may  cause  the  actual  results,  
performance  or achievements  to be  materially  different  from  those  expressed  or implied  by  the  forward - looking  statements . Risk  Factors  that  could  cause  actual  results,  performance  or achievement  to differ  materially  from  those  indicated  in the  forward - looking  statements  include,  but  are  not  limited  to the  
following : regulatory,  legislative,  legal  or other  developments  with  respect  to its  operations  or business ; general  economic  conditions  and  financial  markets ; the  loss  of  key  management  personnel ; capital  requirements  and  liquidity ; access  to capital ; the  timing  and  amount  of  capital  expenditures ; the  impact  of  
disease  outbreaks ; conflicts  of  interest ; uninsurable  risks ; and  litigation  and  other  factors  beyond  the  Company’s  control . Readers  are  cautioned  that  the  foregoing  list  and  the  risk  factors  under  the  heading  “Risk  Factors”  are  not  exhaustive . The  forward - looking  information  and  forward - looking  statements  
included  in this  presentation  are  made  as  of  the  date  of  this  presentation . The  Company  does  not  undertake  any  obligation  to update  such  forward - looking  statements  or forward - looking  information  to reflect  new  information,  subsequent  events  or otherwise  unless  required  by  applicable  securities  law . Readers  
should  not  place  undue  importance  on forward - looking  information  and  should  not  rely  upon  this  information  as  of  any  other  date . Third  party  information  has  not  been  independently  verified . No warranties  or representations  can  be  made  as  to the  origin,  validity,  accuracy,  completeness,  currency  or reliability  of  
the  information .  

RISK  FACTORS  
There  are  a number  of  risk  factors  that  could  cause  future  results  to differ  materially  from  those  described  herein . A discussion  of  the  principal  risk  factors  relating  to the  Company’s  operations  and  business  appear  in  the  Company’s  most  recently  filed  management's  discussion  and  analysis  and  the  annual  
information  form,  which  are  available  under  the  Company's  profile  on www .sedarplus .ca  and  with  the  United  States  Securities  and  Exchange  Commission  on  EDGAR  at  www .sec .gov . Additional  risks  and  uncertainties,  including  those  that  the  Company  is  not  aware  of  currently,  or that  it currently  deems  
immaterial,  may  also  adversely  affect  the  Company’s  business  or any  investment  therein . All  of  the  forward - looking  statements  made  in this  presentation  are  qualified  by  these  cautionary  statements  and  other  cautionary  statements  or other  factors  contained  herein . Although  management  believes  that  the  
expectations  conveyed  by  forward - looking  statements  herein  are  reasonable  based  on information  available  on the  date  such  forward - looking  statements  are  made,  there  can  be  no  assurance  that  forward - looking  statements  will  prove  to be  accurate,  as  actual  results  and  future  events  could  differ  materially  
from  those  anticipated  in such  statements . The  Company  undertakes  no  obligation  to update  forward - looking  statements  if  circumstances  or management’s  estimates  or opinions  should  change  except  as  required  by  applicable  securities  laws . The  forward - looking  statements  contained  herein  are  presented  for  
the  purposes  of  assisting  readers  in understanding  the  Company’s  plan,  objectives  and  goals  and  may  not  be  appropriate  for  other  purposes . The  reader  is  cautioned  not  to  place  undue  reliance  on  forward - looking  statements . 

CAUTIONARY  NOTE  REGARDING  FUTURE - ORIENTED  FINANCIAL  INFORMATION  
To  the  extent  that  any  forward - looking  statement  in this  presentation  constitutes  “future - oriented  financial  information”  or “financial  outlooks”  within  the  meaning  of  applicable  securities  laws,  such  information  is  being  provided  to demonstrate  the  anticipated  market  penetration  and  the  reader  is  cautioned  that  
this  information  may  not  be  appropriate  for  any  other  purpose  and  the  reader  should  not  place  undue  reliance  on  such  future - oriented  financial  information  and  financial  outlooks . Future - oriented  financial  information  and  financial  outlooks,  as  with  forward - looking  statements  generally,  are,  without  limitation,  
based  on the  assumptions  and  subject  to the  risks  set  out  above  under  the  heading  “Cautionary  Statement  Regarding  Forward - Looking  Information” . The  Company’s  actual  financial  position  and  results  of  operations  may  differ  materially  from  management’s  current  expectations  and,  as  a result,  the  Company’s  
revenue  and  expenses . 

CAUTIONARY  NOTE  REGARDING  REGULATORY  MATTERS  
The  Company  conducts  research  and  development  and  is  focused  on  developing  and  commercializing  therapeutics  are  regulated  as  controlled  substances  in certain  jurisdictions,  including  Canada,  Ireland,  The  United  Kingdom,  The  United  States,  and  certain  of  the  states  and  provinces  therein . For  these  
reasons,  the  Company  may  be  (a)  subject  to heightened  scrutiny  by  regulators,  stock  exchanges,  clearing  agencies  and  other  authorities,  (b)  susceptible  to regulatory  changes  or other  changes  in law,  and  (c)  subject  to risks  related  to drug  development,  among  other  things,  including  a possibility  such  
scheduling  or laws  would  need  to change  for  the  Company  to  commercialize  certain  of  its  proposed  products . The  Company  makes  no  medical,  treatment  or health  benefit  claims  about  the  Company’s  proposed  products,  nor  have  any  regulatory  authorities  approved  such  proposed  products . The  efficacy  of  such  
products  has  not  been  confirmed  by  approved  research .  If  the  Company  cannot  obtain  the  approvals  or research  necessary  to  commercialize  its  business,  it may  have  a material  adverse  effect  on  the  Company's  performance  and  operations . 

DRUG  DEVELOPMENT
Drug  development  involves  long  lead  times,  is  very  expensive  and  involves  many  variables  of  uncertainty . There  is  no  assurance  that  any  timelines  estimated  herein  will  be  met . Anticipated  timelines  regarding  drug  development  are  based  on  reasonable  assumptions  informed  by  current  knowledge  and  
information  available  to the  Company . This  presentation  contains  certain  forward - looking  statements  regarding  anticipated  or possible  drug  development  timelines . Such  statements  are  informed  by,  among  other  things,  regulatory  guidelines  for  developing  a drug  with  safety  studies,  proof  of  concept  studies,  
and  pivotal  studies  for  new  drug  application  submission  and  approval,  and  assumes  the  success  of  implementation  and  results  of  such  studies  on  timelines  indicated  as  possible  by  such  guidelines,  other  industry  examples,  and  the  Company’s  development  efforts  to  date .  

INDUSTRY  INFORMATION  
This  presentation  also  contains  or references  certain  market,  industry  and  peer  group  data  which  is  based  upon  information  from  independent  industry  publications,  market  research,  analyst  reports  and  surveys  and  other  publicly  available  sources . Although  the  Company  believes  these  sources  to be  generally  
reliable,  such  information  is  subject  to interpretation  and  cannot  be  verified  with  complete  certainty  due  to  limits  on  the  availability  and  reliability  of  data,  the  voluntary  nature  of  the  data  gathering  process  and  other  inherent  limitations  and  uncertainties . The  Company  has  not  independently  verified  any  of  the  
data  from  third  party  sources  referred  to  in this  presentation  and  accordingly,  the  accuracy  and  completeness  of  such  data  is  not  guaranteed . 

US  DISCLAIMER  
This  corporate  overview  is  not  a prospectus  or an  offering  memorandum  pursuant  to applicable  United  States  securities  laws . The  securities  of  Helus  may  not  be  offered  or sold  in the  “United  States”,  or to, or for  the  account  or benefit  of,  “U.S . persons”  as  such  terms  are  defined  in Regulation  S  under  the  United  
States  Securities  Act  of  1933 , as  amended  (the  “U.S . Securities  Act”),  unless  pursuant  to the  registration  requirements  of  the  U.S . Securities  Act  and  applicable  state  securities  laws  or an  exemption  from  such  registration  requirements . The  securities  of  Helus  have  not  been  approved  or disapproved  by  the  United  
States  Securities  and  Exchange  Commission,  or any  other  securities  commission  or regulatory  authority  in the  United  States,  nor  have  any  of  the  foregoing  authorities  passed  upon  or endorsed  the  merits  of  any  of  the  securities  of  Helus  nor  have  they  approved  this  presentation  or confirmed  the  accuracy  or 
adequacy  of  the  information  contained  in this  presentation . Any  representation  to  the  contrary  is  a criminal  offense . 

Cautionary Statement

http://www.sedarplus.ca/
http://www.sedarplus.ca/
http://www.sedarplus.ca/
http://www.sedarplus.ca/
http://www.sedarplus.ca/
http://www.sec.gov/
http://www.sec.gov/
http://www.sec.gov/
http://www.sec.gov/
http://www.sec.gov/
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Welcome & Introduction
Michael Halstead
Chief Executive Officer, Helus Pharma 



Agenda

ITEM SPEAKER(S)

WELCOME & INTRODUCTION Michael Halstead , CEO, Helus Pharma

MAJOR DEPRESSIVE DISORDER 
(MDD) DISEASE STATE & TREATMENT 
LANDSCAPE

Roger McIntyre , MD, FRCPC , University of Toronto

HLP003 PROGRAM OVERVIEW Amir Inamdar , MBBS, DNB (Psych), FFPM, Chief Medical Officer, Helus Pharma 

KOL PANEL DISCUSSION

Rakesh Jain , MD, MPH, Texas Tech University - Permian Basin

Martha B. Koo , MD, LFAPA, FCTMSS, FASAM, Chief Medical Officer, Your Behavioral Health  
Roger McIntyre , MD, FRCPC , University of Toronto

Ken Kramer , PhD, SVP Medical Affairs, Helus Pharma

HLP004 PROGRAM OVERVIEW Amir Inamdar , MBBS, DNB (Psych), FFPM, Chief Medical Officer, Helus Pharma 

Q&A SESSION
Michael Halstead , CEO, Helus Pharma
Amir Inamdar , MBBS, DNB (Psych), FFPM, Chief Medical Officer, Helus Pharma 
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Helus Pharma Pipeline 1

1. Forward - looking statements are subject to risks and assumptions. See “Cautionary Statement” earlier in this presentation .

PROGRAM INDICATION PRECLINICAL PHASE 1 PHASE 2 PHASE 3

HLP003
DEUTERATED PSILOCIN
(ORAL)

Adjunctive 
treatment of Major 
Depressive 
Disorder (MDD)

Granted U.S. Food and 
Drug Administration 
(FDA) Breakthrough 
Therapy Designation

HLP004
DEUTERATED DMT
(INTRAMUSCULAR) 

Generalized 
Anxiety Disorder 
(GAD)

New Phase 2 study 
expected to initiate in 1Q 
2027

HLP005
PHENETHYLAMINES 
AND TRYPTAMINES

Central Nervous 
System (CNS) 
Disorders

Development candidate 
anticipated in 2H 2027

5

APPROACH: Phase 3 Study -  Enrollment Completed

EMBRACE : Phase 3 Study -  Enrollment Ongoing

EXTEND: Long - Term Extension Study –  Ongoing

Preclinical studies

Phase 1/2a Study -  Completed

Phase 2 Signal - Finding Study 
Completed

Phase 2 Study

Phase 1 Dose - Proportionality Study 
Completed

Broad IP portfolio expected to provide patent protection through at least 2041 across HLP003 and HLP004 assets



Targeting Highly Prevalent Mental Health 
Conditions with Persistent Unmet Need

HLP003 · PROGRAM INDICATION

Major Depressive Disorder 
MDD

~22 Million
U.S. Adults 1

>300 Million
People Affected by Depressive Disorders Worldwide 2

HLP004 · PROGRAM INDICATION

Generalized Anxiety Disorder  

GAD

~20 Million
U.S. Adults 3

>300 Million
People Affected by Anxiety Disorders Worldwide 4

6
1. Key substance use and mental health indicators in the United States: Results from the 2023 National Survey on Drug Use and He alt h. Center for Behavioral Health Statistics and Quality, Substance Abuse and Mental Health Services Administration. Link  2. World 
Health Organization Depressive disorder (depression) , Accessed 10/14/2026. 3. Ringeisen, H., et al. RTI International, 2023.  4. World Health Organization Anxiety disorders Accessed 10/14/2026.  

https://www.samhsa.gov/data/sites/default/files/reports/rpt47095/National%20Report/National%20Report/2023-nsduh-annual-national.pdf
https://www.who.int/news-room/fact-sheets/detail/depression
https://www.who.int/news-room/fact-sheets/detail/anxiety-disorders
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HLP003 (Deuterated Psilocin)  
Development Program for the Adjunctive Treatment of MDD



Adjunctive Treatment in MDD is a Common 
Approach with Fewer Approved Drugs than 
Monotherapy

TREATMENT - RESISTANT DEPRESSION (TRD)

Monotherapy Therapy

25+
FDA Approved Drugs 1

Adjunctive Therapy

5
FDA Approved Antipsychotics 2- 6

WHY CLINICIANS REACH FOR ADJUNCTIVE TREATMENT

Continuity
Begin treatment immediately, without a washout period 

Avoid withdrawal from discontinuing background therapy

Efficacy
Build on the partial benefit of existing medication

MAJOR DEPRESSIVE DISORDER (MDD)

FDA Approved TRD Drugs 7,8

8

Remaining care relies on ECT, TMS, VNS, MAOIs or TCAs

2

1. U.S. Food & Drug Administration, Depression Medicines Depression Medicines FDA  Accessed 10/14/2026. 2. CAPLYTA® ( lumateperone ) capsules, for oral use - Prescribing Information. Revised 4/2026. 3. REXULTI® ( brexpiprazole ) tablets, for oral use - Prescribing 
Information. Revised 4/2026. 4. SEROQUEL XR® (quetiapine) extended - release tablets, for oral use - Prescribing Information. Revise d 1/2025. 5. ABILIFY® (aripiprazole) Tablets, for oral use - Prescribing Information. Revised 1/2025. 6. VRAYLAR® ( cariprazine ) 
capsules, for oral use - Prescribing Information. Revised  12/2025. 7. SPRAVATO® (esketamine) nasal spray, CIII - Prescribing Inform ation. Revised 3/2026. 8. SYMBYAX (olanzapine and fluoxetine) capsules, for oral use - Prescribing Information. Revised 1/2025.

https://www.fda.gov/consumers/womens-health-topics/depression-medicines


Rapid & Robust
Efficacy

Potential for rapid, robust, 
and durable antidepressant 

effects

Favorable 
Safety Profile

Potential for a favorable safety 
profile with adverse events 

primarily limited to dosing day

Infrequent
Dosing

Potential for a durable 
clinical benefit that requires 

infrequent dosing

HLP003 has the Potential to Address 
Unmet Needs in MDD 1

9
1. Forward - looking statements are subject to risks and assumptions. See “Cautionary Statement” earlier in this presentation.



MDD Disease State & 
Treatment Landscape

10

Roger McIntyre , MD, FRCPC
University of Toronto 



Global Disability Burden

1st 2nd 3rd

Depressive 
Disorders

2nd  leading cause of years lived with disability globally 1

Increased Risk of Suicide 
for Patients with MDD

More likely to die by suicide 2

8.6x

Depression’s Disability & Suicide Burden 
Highlight Need for Improved Treatment Options

11
1. GBD 2023 Disease and Injury and Risk Factor Collaborators. Burden of 375 diseases and injuries, risk - attributable burden of 8 8 risk factors, and healthy life expectancy in 204 countries and territories, 1990 - 2023: a systematic analysis for the Global Bu rden of 
Disease Study 2023. The Lancet. 2025;406(10513):1873 - 1922. 2. Armone D, et al. Risk of suicidal behavior in patients with major depression and bipolar disorder –  A systematic review and meta - analysis of registry - based studies, Neuroscience & Biobehavioral 
Reviews, Volume 159, 2024.



There are numerous monotherapy options 
with effect sizes small to medium across classes 2

Switching does not guarantee improvement 
and risks losing what has been gained

Adjunctive therapy is a common treatment approach 
for patients who experience partial improvement with an initial 

antidepressant, helping to build on treatment progress

~2 out of 3  of patients do not 
remit on first - line therapy 1

Despite Numerous Therapies, Two - Thirds of 
Patients Do Not Remit on First - Line Treatment

12
1. Pigott HE, et al., BMJ Open. 2023;13(7):e063095. 2. Cipriani A, Furukawa T, Salanti G et al. Comparative efficacy and acceptability of 21 antidepressant drugs for the acute t rea tment of adults with major depressive disorder: a systematic review and network meta -
analysis. The Lancet, 2018; 391, 1357 - 1366.
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BrexpiprazoleLumateperone Quetiapine ER Aripiprazole Cariprazine

FDA Approved Antipsychotics for Adjunctive Treatment 
of MDD Leave Room for Meaningful Differentiation

13

ATYPICAL ANTIPSYCHOTIC MADRS CHANGE vs. PLACEBO at PRIMARY ENDPOINT 1- 6

1. The information presented in this slide is derived from FDA approved package inserts which includes from multiple clinical tr ials, each conducted under distinct protocols and settings. As such, these data may not be directly comparable due to the lack o f a  
head - to- head comparison. Differences in trial design, patient demographics, and other variables may account for variations in th e observed outcomes. Study results for each drug are intended to be representative, however, multiple trials of the approved 
treatments have been conducted with varying results, including results that may have demonstrated a larger or smaller treatme nt effect than those presented. 2. CAPLYTA® ( lumateperone ) capsules, for oral use — Prescribing Information. Revised 4/2026. 3. 
REXULTI® ( brexpiprazole ) tablets, for oral use — Prescribing Information. Revised 4/2026. 4. SEROQUEL XR® (quetiapine) extended - release tablets, for or al use — Prescribing Information. Revised 1/2025. 5. ABILIFY® (aripiprazole) Tablets, for oral use — 
Prescribing Information. Revised 1/2025. 6. VRAYLAR® ( cariprazine ) capsules, for oral use — Prescribing Information. Revised 12/2025.



Surveyed MDs who stated they had tolerability or safety concerns that prevented or delayed them from 
adding an antipsychotic for a particular patient 1

Weight Gain Metabolic 
Concerns

EPS/Akathisia Prolactin - related
side effects

73% Real - world adherence to adjunctive atypical antipsychotics in MDD is poor: in a large claims analysis of 
10,325 patients, 73.2% (100% - 26.8% adherent) were not adhere nt to medication  over 12 months 2

Sedation

58 %60% 43% / 26 % 22%32%

Safety & Tolerability Concerns Limit the 
Clinical Uptake of Antipsychotics in MDD

14
1. McIntyre RS, Weiller E. Adv Ther. 2015;32(5):429 - 444. 2. Yan T, Greene M, Chang E, et. “Impact of Atypical Antipsychotics as Adj unctive Therapy on Psychiatric Cost and Utilization in Patients with Major Depressive Disorder.” ClinicoEconomics  and Outcomes 
Research. 2020;12:81 –89.



EMOTION REGARDING MEDICATION
TOP 3 RESPONSES

N = 2,096

% of respondents

Frustrated 29.8%

Hopeless 27.4%

Apprehensive/
Anxious/ Scared

27.4%

REASON FOR FRUSTRATION
TOP 3 RESPONSES

N = 536

% of respondents with mod - severe frustration

Lack of efficacy/
doesn’t treat all 
symptoms

59.3%

Side effects 19.7%

Having to take 
medication 
daily/for a lifetime

5.5%

Feelings of Frustration are Frequent 
in Patients with Inadequate Response 
to Currently Available Antidepressants 1

15
1. Mago R, Fagiolini  A, Weiller E, Weiss C. “Understanding the emotions of patients with inadequate response to antidepressant treatments: results  of an international online survey in patients with major depressive disorder.” BMC Psychiatry. 2018;18(1):33.



Rapid and robust efficacy 

What Patients & Clinicians Need

Favorable safety profile
Durable effect with 
infrequent dosing

16

An adjunctive treatment that 
builds on existing progress



HLP003 (Deuterated P siloc in)  
Development Program for the Adjunctive Treatment of MDD

17

Amir Inamdar MBBS, DNB (Psych), FFPM
Chi ef Medical Officer, Helus Pharma  



Active Metabolite

PSILOCIN

Inactive Prodrug

PSILOCYBIN DEUTERATED PSILOCIN

Advantages: 2

Bypasses first metabolic step

• Increases efficiency of delivery 

• Decreases drug load 

*See Footnote 1

Dephosphorylation Deuteration

HLP003: Deuterated Psilocin

18

Stabilizes active moiety

1. Image for illustrative purposes . 2. As compared to psilocybin. 
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LARGE IMPROVEMENT IN DEPRESSION SYMPTOMS 
AFTER SINGLE DOSE OF HLP003 1

DOSE 1 PRIMARY Endpoint † EFFECT SIZE P - VALUE*

12 mg - 14.11 2.31 0.0001

16 mg - 12.99 2.54 0.0080
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CONTINUED IMPROVEMENT THROUGH 1 YEAR
2 ADMINISTRATIONS OF 16 MG 2
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1. Data based on patients who received at least one dose of HLP003 and have at least one post -  baseline MADRS assessment. 2. Da ta based on post - hoc analysis of patients who received two doses of 16 mg of HLP003 and participated in long - term open label 
extension study. † Primary endpoint: LS -  means 2 difference in change from baseline in MADRS total score between HLP003 and placebo at 3 weeks



HLP003 - 002

Approach

220  randomized, double - blind 1:1 vs. placebo

Placebo

16 mg

Day 1
Dose 1

Week 3
Dose 2

Week 6
Primary endpoint

Week 12
Secondary endpoint

HLP003 - 003

Embrace

330  randomized, double - blind 1:1:1 vs. placebo

Placebo

8 mg

16 mg

Day 1
Dose 1

Week 3
Dose 2

Week 6
Primary endpoint

Week 12
Secondary endpoint

HLP003 - 004

EXTEND — Long - term extension study
Assesses durability of effect and time / frequency of re - dosing for participants who did not respond in APPROACH or EMBRACE, or who relapsed during the extension

HLP003 Phase 3 Pivotal Studies 
in Adjunctive Treatment of MDD
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Week 6 Primary Endpoint
MADRS change from baseline vs. placebo

Week 12 Secondary Endpoint
MADRS change from baseline vs. placebo



Trial & Design

• Disposition
• Demographic
• Baseline characteristics

Efficacy

• Primary endpoint: MADRS change from baseline at Week 6 vs. placebo
• Secondary endpoint: MADRS change from baseline at Week 12 vs. 

placebo 
• Select secondary endpoints

Safety

• Adverse events

Participants enrolled

BASELINE CHARACTERISTICS

Baseline MADRS scores
 reflected moderate - to- severe MDD 

and similar to  Phase 2 study

TOPLINE DATA READOUT PREVIEW

223  

~33

Phase 3 APPROACH Study on Track for Anticipated 
Q4 Readout 1

21
1. Forward - looking statements are subject to risks and assumptions. See “Cautionary Statement” earlier in this presentation.



KOL Panel Discussion

Rakesh Jain, MD, MPH

Texas Tech University - Permian Basin

Martha B. Koo, MD, LFAPA, 
FCTMSS, FASAM

Chief Medical Officer, Your Behavioral Health

Roger S. McIntyre, MD, FRCPC

University of Toronto
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HLP004 (Deuterated DMT) 
Development Program for the Treatment of GAD
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Amir Inamdar MBBS, DNB (Psych), FFPM
Chi ef Medical Officer, Helus Pharma  



Global Disability Burden

1st 2nd 3rd

3rd  leading cause of years lived with disability globally 4

Anxiety
Disorders

Large Patient Population

• ~20 million U.S adults living with GAD 1

• More than 300 million people affected with anxiety 
disorders worldwide 2

Limited Treatment Options 3

• About half of patients treated for GAD will fail to 
respond to initial treatment

• Few FDA approved drugs for GAD with no new approvals in ~20 
years

• Benzodiazapines are not recommended for long term use due 
to tolerance and dependence

GAD is a Highly Prevalent Mental Health 
Condition with Significant Burden & Unmet Need

1. Ringeisen, H., et al. RTI International, 2023.  2. Yang, X., et al. Epidemiol Psychiatr  Sci, 2021. 30:e36. 3. Ansara, E. D. (2020). Management of treatment - resistant generalized anxiety disorder. Mental Health Clini cian, 10(6), 326 –334. https://doi.org/10.9740/ 
mhc.2020.11.326. 4. GBD 2023 Disease and Injury and Risk Factor Collaborators. Burden of 375 diseases and injuries, risk - attribu table burden of 88 risk factors, and healthy life expectancy in 204 countries and territories, 1990 - 2023: a systematic analysis for the 

Global Burden of Disease Study 2023. The Lancet. 2025;406(10513):1873 - 1922 . 24



• HLP004 is designed to improve upon IV DMT

• DMT is not orally bioavailable, and 
the half - life is very short (~15 minutes)

• HLP004 prolongs the half - life compared 
to non - deuterated DMT (~ 60 minutes)

• In Phase 1 dose - ranging trial of HLP004, acute 
effects lasted 90 minutes and time to discharge 
readiness was ~3 hours *

HLP004: IMPROVED PHARMACOKINETIC
 PROPERTIES VS. IV DMT

HLP004 Overview

25

HLP004 is a Deuterated Form of DMT

*No different from placebo at 90 min.



HLP004 - 101: 
Phase 1 IM Dose 
ranging study

HLP004 IM provides higher exposure, 
slower clearance, and a prolonged systemic 

duration, while preserving rapid onset 
compared to DMT and has dose - dependant 

pharmacokinetics.  

In the study’s dose range of 2 mg to 30 mg, 
all adverse events were mild to moderate

HLP004 - 002: 
Phase 2 IM

Signal finding study

IM administration of HLP004 provides rapid and 
robust symptom improvement in GAD

Phase 1 Study 
of IV HLP004 and IV DMT

Deuteration extends the 
duration of effects of DMT

Together, these studies established the evidence base for the design of the next 
Phase 2 trial to investigate HLP004 30mg in adult participants with GAD

Key Evidence that Supports HLP004 
Development Program

26



Hamilton Anxiety Rating scale

In the signal finding study, the psychedelic effect correlated 
with Hamilton Anxiety Rating scale (HAM - A) 

In the dose proportionality study, 
• Highest intensity of effects at 30mg
• Highest scores on MEQ and EBI at 30mg
• 30 mg dose was well tolerated

n = 31 (Pooled 2mg and 20mg) 

Pharmacodynamic & Safety Profile Support 
30mg for Further Development 
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*p <0.05 vs. placebo
The Mystical Experience Questionnaire (MEQ) and Emotional Breakthrough Inventory (EBI) are self - reported questionnaires that mea sure different constructs of the psychedelic experience.

p=0.0047

Study
101

002



Trial Highlights

Monotherapy study in patients with moderate to severe 
anxiety: 

• Maximizes opportunity for statistically significant effect 
size

• Monotherapy study results in efficient patient recruitment 
as there are limited FDA approved treatments that can be 
used as background medication in adjunctive trials

30 mg was selected for further development based on its 
intensity of expected pharmacodynamic effects and 
favorable  tolerability 

A Randomized, Double - Blind, Placebo - Controlled, Multi - center Phase 2 Trial to Investigate the 
Clinical Efficacy and Safety of HLP004 as Monotherapy in Adult Participants with GAD

Monotherapy Study

~144  randomized, double - blind 1:1 vs. placebo

Placebo

30  mg

Day 1
Dose 1

Week 3
Dose 2

Week 6
Primary endpoint

Week 12
Secondary endpoint

Efficacy Measures

Primary endpoint: HAM - A change from baseline at Week 6 vs. placebo
Key Secondary endpoint: HAM- A change from baseline at Week 12 vs. placebo

Upcoming Phase 2 Monotherapy Trial for 
GAD Expected to Initiate in Q1/2027 1

28
1. Forward - looking statements are subject to risks and assumptions. See “Cautionary Statement” earlier in this presentation.



Key Inclusion Criteria:

• Adult participants with a diagnosis of Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition (DSM - 5) GAD, who are  otherwise healthy

• HAM - A (Hamilton Anxiety Rating Scale) score ≥20 and Clinical Global Impression -  Severity (CGI - S) score ≥4 at Screening and Base line

Key Exclusion Criteria: 

• A psychiatric disorder that is the primary focus of treatment, other than GAD

• History or current diagnosis of post - traumatic stress disorder, psychosis, bipolar disorder, personality disorder or substance a buse disorder

• Clinically significant risk of suicidality

• Exposure to psychedelics within 6 months

Screening
Up to 35 days

Baseline
Day - 1

Total sample size
approximately N=144

Active
n≈72

Day 1 Day 2 Day 8 Day 21 Day 22 Day 23 Day 29 Day 43 Day 64 Day 85

Administration 1
Day 1

Administration 2
Day 223 weeks

apart

Primary
endpoint

Key secondary
endpoint

Placebo
n≈72

Day 1 Day 2 Day 8 Day 21 Day 22 Day 23 Day 29 Day 43 Day 64 Day 85

Administration 1
Day 1

Administration 2
Day 223 weeks

apart

Primary
endpoint

Key secondary
endpoint

Visit Schedule (Both Arms)

Visit 3 Visit 4 Visit 5 Visit 6 Visit 7 Visit 8 Visit 9 Visit  10 Visit 11 Visit 12

Visit 2Visit 1

Phase 2 Monotherapy Study Design in GAD
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Despite its large prevalence, GAD remains an area of significant unmet need with few FDA-approved 

first-line treatment options

HLP004 combines a novel serotonergic mechanism of action with well-characterized pharmacokinetics 

and pharmacodynamics, supported by promising efficacy and a favorable safety profile

In signal detection study, HLP004 showed potential for efficacy in GAD

HLP004 Summary

Upcoming Phase 2 GAD monotherapy study designed to maximize opportunity of large effect size 

is expected to initiate in Q1 20271

30
1. Forward - looking statements are subject to risks and assumptions. See “Cautionary Statement” earlier in this presentation.
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Closing Remarks
Michael Halstead
Chief Executive Officer, Helus Pharma



Two  Late - Stage  C linical  P rograms

HLP003  for adjunctive treatment of MDD & HLP004  for 
GAD

Positive Phase 2 
safety & efficacy

Leading the 
Development 
of  Novel 
Serotonergic
Agonists (”NSAs”)

NSAs: synthetic molecules designed to 
activate serotonin pathways 
that are believed to drive 
neuroplasticity

Broad IP Portfolio

Expected to provide U.S. patent protection until at least 2041 
for HLP004 and 2042 for HLP003

Expected protection until 
at least 2041 (HLP004) 

& 2042 (HLP003)

FDA Breakthrough Therapy Designation

Granted for HLP003 , currently in global Phase 3 studies 
for the adjunctive treatment of MDD  

Expedited 
development 

& review

Deuterated by Design

Differentiated, proprietary deuterated molecules 
engineered to potentially optimize drug performance

Proprietary 
deuterated molecules

Advancing interventional 
therapies for mental health that 
aim to improve patient outcomes
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Q&A Session 

Michael Halstead
Chief Executive Officer, Helus Pharma

Amir Inamdar MBBS, DNB (Psych), FFPM
Chi ef Medical Officer, Helus Pharma  
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