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Disclaimer
ÅThis presentation has been prepared by Actinogen Medical Limited. (ñActinogenò or the ñCompanyò) based on information available to it as at the date of this presentation. The information in this 

presentation is provided in summary form and does not contain all information necessary to make an investment decision. 

ÅThis presentation does not constitute an offer, invitation, solicitation or recommendation with respect to the purchase or sale of any security in Actinogen, nor does it constitute financial product advice or 
take into account any individualôs investment objectives, taxation situation, financial situation or needs. An investor must not act on the basis of any matter contained in this presentation but must make 
its own assessment of Actinogen and conduct its own investigations. Before making an investment decision, investors should consider the appropriateness of the information having regard to their own 
objectives, financial situation and needs, and seek legal, taxation and financial advice appropriate to their jurisdiction and circumstances. Actinogen is not licensed to provide financial product advice in 
respect of its securities or any other financial products. Cooling off rights do not apply to the acquisition of Actinogen securities.

ÅAlthough reasonable care has been taken to ensure that the facts stated in this presentation are accurate and that the opinions expressed are fair and reasonable, no representation or warranty, express 
or implied, is made as to the fairness, accuracy, completeness or correctness of the information, opinions and conclusions contained in this presentation. To the maximum extent permitted by law, none 
of Actinogen its officers, directors, employees and agents, nor any other person, accepts any responsibility and liability for the content of this presentation including, without limitation, any liability arising 
from fault or negligence, for any loss arising from the use of or reliance on any of the information contained in this presentation or otherwise arising in connection with it. 

ÅThe information presented in this presentation is subject to change without notice and Actinogen does not have any responsibility or obligation to inform you of any matter arising or coming to their 
notice, after the date of this presentation, which may affect any matter referred to in this presentation.

ÅThis presentation is not for general distribution or third party reliance or use.

ÅThis presentation contains certain budget information, forecasts and forward looking statements that are based on the Companyôs managementôs beliefs, assumptions and expectations and on 
information currently available to management in respect of which there is NO guarantee of future performance. Such budget information, forecasts and forward looking statements involve known and 
unknown risks, uncertainties, and other factors which may cause the actual results or performance of Actinogen to be materially different from the results or performance expressed or implied by such 
forward looking statements. These risks and uncertainties include, but are not limited to the performance of Actinogen in its clinical trials including whether it's technology proves to be a safe and 
effective treatment, market penetration, competition from any other similar products, intellectual property risks (including securing rights in technology and patents) and global economic conditions. 
Furthermore, Actinogen's research, product development, testing, pricing, marketing and other operations are subject to extensive regulation by domestic and foreign government regulatory authorities. 
There is no guarantee that Actinogen will obtain the required approvals, licences and registrations from the relevant authorities in jurisdictions in which it operates. Actinogen or others could identify 
product and efficacy issues relating to the safety of our technology. Accordingly, all forward looking statements are based on numerous assumptions regarding the Companyôs present and future 
business strategies and the political and economic environment in which Actinogen will operate in the future, which are subject to change without notice. Past performance is not necessarily a guide to 
future performance and no representation or warranty is made as to the likelihood of achievement or reasonableness of any forward looking statements or other forecast. There is no guarantee that 
Actinogen will achieve its stated objectives/milestones, that any of its forecasts will be met or that forward looking statements will be realised. You are cautioned not to place undue reliance on these 
forward-looking statements that speak only as of the date hereof, and we do not undertake any obligation to revise and disseminate forward-looking statements to reflect events or circumstances after 
the date hereof, or to reflect the occurrence of or non-occurrence of any events. 

ÅNeither Actinogen nor any other entity or person in or associated with Actinogen guarantee any return (whether capital or income) or generally the performance of Actinogen or the price at which its 
securities may trade. Any investment in Actinogen is subject to investment risks including the possibility of loss of capital invested and no return of income or payment of any dividends. 

ÅTo the maximum extent permitted at law, Actinogen and all of its representatives, directors, officers, partners, employees or professional advisers (Parties) exclude all direct and indirect liability arising 
out of or in connection with any use or reliance of the information contained or described within this presentation. Other than to the extent required by law (and only to that extent), the Parties do not 
make any representation or give any assurance, guarantee or warranty (express or implied) as to, nor assume any responsibility or liability for, the authenticity, origin, validity, accuracy, suitability or 
completeness of, or any errors in or omissions from, any information, statement or opinion contained in this presentation or any accompanying, previous or subsequent material or presentation.

Fundraising Presentation September 2024 2



Overview
Novel mechanism and attractive oral profile

ÅXanamem is a unique brain-penetrant tissue cortisol synthesis inhibitor (11ɓ-HSD1 enzyme)

ÅOnce-daily oral therapy with potential efficacy, safety and ease of use greater than competitors

ÅMore than 380 people treated with promising safety profile and low drug interaction risk

Large and growing market opportunities with significant unmet need

ÅSignificant benefits in major depressive disorder (MDD) in phase 2a trial, phase 2b/3 in planning

ÅDisease-modifying activity to slow Alzheimerôs disease (AD) in phase 2a data, phase 2b/3 on-going

ÅTrials potentially read through to bipolar disease, other dementias including Parkinsonôs

Patent protection

ÅComposition of matter protection to 2031 ï to 2036 with extensions in major markets

ÅAdditional recent patents protect further against future competition

Capital Raising of $11.1m led by $1 million investment from CEO, clinical milestones funded

ÅUndertaking a capital raising of $11.1m via a $8.1m Placement and $3m SPP at $0.03 per share. Placement and SPP shares 

will receive an attaching three for four option with an exercise price of $0.05 and expiry date of 30 September 2027

ÅCEO, Dr Steven Gourlay, will be subscribing for $1m in the Placement (subject to shareholder approval)

ÅFunds raised will be used for XanaMIA phase 2b/3 trial

ÅPost capital raising the company will have a cash runway through mid 2026

ÅPhase 2b/3 XanaMIA Alzheimerôs Disease interim data mid 2025, final data mid 2026
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Dr. Nicki Vasquez

Non-Executive Director

PhD

Dr. Geoff Brooke

Chairman

MBBS; MBA

Mr. Malcolm McComas

Non-Executive Director

BEc, LLB; FAICD; SF Fin

Dr. Steven Gourlay*

CEO & MD

MBBS; FRACP; PhD; MBA

Dr. George Morstyn 

Non-Executive Director

MBBS; PhD; FRACP CD

Management Team

Experienced board and management team

* Invested  ~$2m post raise on personal account



ƇȄŬŌűƏŌǀόǈϔņűǈŌģǈŌϔƽŬģǈŌϔ͆ľδ͇
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Recent developments increase confidence in XanaMIA

ÅRecently released data showing clinically and statistically significant improvement in depression 
symptoms validate Xanamemôs mechanism of action and 10 mg dose to control brain cortisol

ÅLack of superiority over placebo for cognitive enhancement in depressed patients prioritizes 
modification and functional endpoints as the primary evaluation tool in XanaMIA

ÅXanaMIA is established as one of two potential ñpivotalò trials by:

ÅContinuous enrolment of the full 220 participants in Australia and US to speed enrolment

ÅCDR-SB as the primary endpoint (used for Eisaiôs Leqembiôs FDA approval)

ÅIndependent Data Monitoring Committee to conduct interim analysis similar to market precedents

ÅñPhase 3-standardò statistical methods

ÅFull statistical power for primary endpoint (p < 0.05)

ÅSequential examination of secondary endpoints after primary (p < 0.05)

ÅAdditional quality oversight and auditing of trial sites, vendors and procedures

ÅUse of commercial tablet formulation
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XanaMIA Alzheimerôs disease trial moving to full enrolment and full phase 2b/3 design



ƇȄŬŌűƏŌǀόǈϔņűǈŌģǈŌ
Strong scientific rationale to address huge unmet medical need

ÅCortisol levels are elevated in brain fluid in 
early AD

ÅChronic corticosteroid treatment leads to 
hippocampal atrophy and cognitive impairment

ÅElevated cortisol levels are associated with 
clinical progression

ÅAlzheimerôs disease mouse model: 
30ï60% inhibition of 11ɓ-HSD1 provides 
full neuroprotection

ÅAD Phase 2a trial shows slowed disease 
progression in biomarker-positive patients

ÅMDD Phase 2a trial shows benefits in depression

Alzheimerôs Disease market ï U.S.

Large unsatisfied and growing market

Scientific rationale

5.8M

14.0M

2020 2060 (Est.)

$200B

$400+B

2010 2040 (Est.)

# of patients Cost to treat
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Worse

performance

Ideal trajectory 
with disease 
stabilization

Drugs targeting other mechanisms like Xanamem are needed

Unmet need 
despite amyloid 
therapy

Anti -amyloid therapy modestly slows AD progression
Ideally patients with AD would not worsen on treatment at all
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Xanamem  slows AD progression markedly
Phase 2a data in biomarker-positive patients with mild AD (n=34)1

1. Taylor et al. 2024, biomarker is pTau181 measured in blood



Interim results mid 2025, final results mid 2026

10Fundraising Presentation September 2024NIA-AA=National Institute of Aging - Alzheimerôs Association; CDR-SB Clinical Dementia Rating Scale ï Sum of Boxes 

40 Weeks-4 0 36 Weeks

10mg Xanamem

Placebo

Screening 
from Dec 23

Double-blind, randomised treatment period (N=220)

Interim analysis N=100 @ 24 weeks

Follow-up & 

open label

Key Inclusion Criteria Primary Endpoint Key Secondary Endpoints Implementation

ÅBlood pTau biomarker positive

ÅMild-moderate Alzheimerôs by NIA-
AA criteria

ÅCDR-SB (functional and 
cognitive measure)

ÅAmsterdam Activity of Daily Living 
(functional measure)

ÅCognitive Test Battery 
(7 cognitive measures well-
validated in the Alzheimerôs field)

ÅTo-be-marketed tablet 
formulation

ÅEnrolment at 15 Australian sites

ÅCurrently expanding to US

ÅInterim analysis when 100 people 
complete 24 weeks

XanaMIA ƽŬģǈŌϔ͆ľδ͇ϔǔǀűģƇϔűƑϔ ƇȄŬŌűƏŌǀόǈϔņűǈŌģǈŌ



Positive phase 2a depression data
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XanaCIDD trial design
Phase 2a, double-blind, proof-of-concept controlled trial to assess safety and efficacy

12

10 Weeks

post-treatment
-4 0 6 Weeks

10mg Xanamem +/- Existing Antidepressant

Placebo +/- Existing Antidepressant

Screening

Double-blind, randomised treatment period (N=167)

Follow-up

Primary Endpoint Key Secondary Endpoints

ÅCogstate Cognitive Test Battery Attention 
Composite (attention and working memory)

ÅMontgomery-Åsberg Depression Rating Scale 
(MADRS) 

ÅPatient Global Impression-Severity (PGI-S)

ÅExecutive Function Cognitive Composite (EFC)

ÅMemory Function Cognitive Composite (MC)
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Results summary

13

ÅClinically and statistically significant treatment benefits on depression symptoms

ÅCognition improved markedly in both Xanamem and placebo groups without evidence of 
greater Xanamem benefit vs. placebo

ÅXanamem was safe and well tolerated (n=165 treated)

ÅThe trial was well-conducted, with excellent data quality, no major differences between 
Australia and the UK or at high enrolling clinical sites
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MADRS & PGI-S depression benefits

14

ÅXanamem treatment performed better than placebo, to a clinically, and in many 
cases, statistically significant extent:

VIn all patients (n=165) a clinically significant MADRS benefit was seen at the 
end of 6 weeks treatment and a clinically and statistically significant benefit four 
weeks post-treatment at Week 10 (p < 0.05)

VXanamem showed higher response rates e.g. achieving 50% MADRS 
reduction (34% vs. 22%) and 50% higher remission rates (26% vs. 17%)

VPGI-S curves separated earlier than MADRS and favored Xanamem at all 
timepoints

VSubgroup analysis showed broadly consistent MADRS and PGI-S activity also 
with maximal effect at Week 10

Montgomery-Åsberg Depression Rating Scale, Patient Global Impression-Severity
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15Abbreviations: MADRS = Montgomery-Åsberg Depression Rating Scale 
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16Abbreviations: PGI-S = Patient Global Impression of Severity 
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Xanamem  major improvement in depression response
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Broad & durable subgroup effects - MADRS & PGI-S 

Response/variable
All

(n=165)

*No anti-

D

(n=31)

Yes anti-

D

(n=134)

*MADRS 

< 26

(n=81)

MADRS 

Ó 26

(n=83)

*Cog. < 

0.07

(n=82)

Cog. Ó 

0.07

(n=82)

MADRS (Cd Ó 0.3) (week)10 2,6 10 2,6,10 (4),10 2,6,10 -

MADRS (p < 0.05) (week) 10 - 10 6 - 2,10 -

PGI-S (Cd Ó 0.3) (week)- 6,10 4,6,10 4,6,10 6,10 4,6,10 -

PGI-S (p < 0.05) (week) - - 10 - - 10 -

Selected demographics:

Mean age (SD) 49 (14) 50 (13) 49 (14) 49 (14) 50 (13) 53 (13) 45 (13)

% female 62% 45% 66% 62% 63% 66% 59%

Mean HAM-D (SD) 21 (3) 21 (4) 21 (3) 20 (3) 23 (3) 22 (3) 21 (3)

% on anti-D therapy 81% 0% 100% 79% 83% 79% 83%

Mean boxfiller (SD) 21 (5) 22 (6) 21 (5) 22 (5) 21 (6) 20 (5) 23 (5)

18

Measured at Weeks 2, 4, 6 & 10 (green favors Xanamem, red placebo)
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Excellent safety profile consistent with prior trials
Summary of Treatment-Emergent Adverse Effects (TEAE)

19

Xanamem 

N = 82

Placebo

N = 83

Overall

N = 165

Any TEAE 69 (84.1%) 67 (80.7%) 136 (82.4%)

TEAE related to trial drug 27 (32.9%) 24 (28.9%) 51 (30.9%)

Serious adverse event 0 1 (1.2%) 1 (0.6%)

Related TEAE discontinuation or interruption of drug 3 (3.7%) 1 (1.2%) 4 (2.4%)

TEAEs with incidence Ó 5% overall

Headache 11 (13.4%) 16 (19.3%) 27 (16.4%)

Fatigue 6 (7.3%) 5 (6.0%) 11 (6.7%)

Nasopharyngitis 4 (4.9%) 6 (7.2%) 10 (6.1%)

Upper respiratory tract infection 5 (6.1%) 5 (6.0%) 10 (6.1%)
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There remains significant unmet need in depression
Xanamemôs unique mechanism and safety differentiate it from older drugs

ÅMore than 50 years of research associates 
cortisol with depression

ÅElevated CSF and plasma cortisol levels 
associated with diagnosis, treatment outcomes 
and relapse

ÅPositive effects of cortisol receptor antagonism 
reported with mifepristone3

ÅNow positive phase 2a data on depressive 
symptoms for Xanamem

Scientific rationale U.S. Depression market large unmet need

Å21M patients have had Ó 1 MDD episode

ÅTwo-thirds with an episode with severe impairment 
in the past year

Å61% of adults with MDD episodes receive treatment 
with existing drugs (that have many side effects)

ÅÓ365 M prescriptions per year

20

A safe, effective and combinable small molecule is an attractive product profile for depression

Fundraising Presentation September 20243. Ding et al 2021



Offer Summary 

21Fundraising Presentation September 2024



Placement 

Á Institutional Placement to raise approximately A$7.0m under Actinogenôs existing L.R. 7.1 placement capacity (Institutional Placement) and;

ÁPlacement to Directors of $1.1m, including CEO, Dr Steven Gourlay for $1.0m, subject to shareholder approval (Director Placement) (together, the 

Institutional Placement and Director Placement are the Placement)

ÁApproximately 270.2 million new fully paid ordinary shares in Actinogen (New Shares) to be issued under the Placement, representing 

approximately 10.0% of Actinogenôs current shares on issue

Ranking ÁNew shares under the Placement and SPP will rank pari passu with existing ordinary shares in Actinogen 

Actinogen is seeking to raise up to approximately A$11.1m via a Placement and SPP

Joint Lead Managers ÁBell Potter Securities Limited and MA Moelis Australia Advisory Pty Ltd 

Share Purchase Plan

Á The Company intends to offer eligible shareholders the opportunity to participate in a Share Purchase Plan (SPP) and apply for up to $30,000 of 

New Shares, to raise up to an additional $3 million

ÁRecord date for determining eligibility for the SPP is 7:00pm on Tuesday, 17 September 2024

Á The Company  reserves the right to increase the size of the SPP or to scale back applications in its absolute discretion

Á Further details in relation to the SPP including the timetable will be provided to eligible shareholders in an SPP booklet expected to be released 

following the Placement. The SPP is subject to shareholder approval and is not underwritten. 

Offer Pricing

ÁNew Shares issued under the Placement and SPP will be issued at an offer price of A$0.03 per share (Offer Price), which represents:

ã A discount of 14.3% to the last close of A$0.035 per share on 16 September 2024

ã A discount of 18.2% to the 5-day VWAP of A$0.0375 per share to 16 September 2024

ã A discount of 30.6% to the 15-day VWAP of A$0.0436 per share to 16 September 2024

Capital raising overview

Attaching Options 

ÁNew Shares will be offered under the Placement and SPP with three free attaching options (intended to be listed on the ASX) for every four New 

Shares issued (Options) subject to shareholder approval at the upcoming EGM

Á The Options will have an exercise price of $0.05 and will expire on 30 September 2027

Director participation 
ÁDirectors Steven Gourlay, Geoff Brooke, George Morstyn and Malcolm McComas will participate in the Placement for $1.13m. This includes a 

subscription of $1.0m by CEO Steven Gourlay. Director participation is subject to shareholder approval at an extraordinary general meeting. 
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Use of funds 

Details A$m 

Full enrolment of phase 2b/3 XanaMIA trial for 220 participants

Á Additional site and patient costs
9.5

Á Additional data management, data monitoring committee and statistical costs
0.5

Á Additional quality activities
0.5

Á Offer costs 0.6

Total 11.1

XanaMIA phase 2b/3 trial and other activities
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Offer timetable

24

Indicative capital raising timetable1 Date

Trading halt Monday, 16 September 2024

Record Date for SPP Tuesday, 17 September 2024

Placement and SPP announced, and trading halt lifted Wednesday, 18 September 2024

Settlement of Placement Shares Monday, 23 September 2024

Allotment of Placement Shares and SPP Opens Tuesday, 24 September 2024

SPP Closes Tuesday, 8 October 2024

Note: 1. The timetable is indicative only and is subject to change Fundraising Presentation September 2024



Conclusions
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Controlling brain tissue cortisol really works!

26

ÅClinically, statistically significant and durable treatment benefits on depression

Å Xanamem was safe and well tolerated; no significant safety issues were observed

ÅDurability of Xanamem benefits for four weeks after the end of treatment suggests underlying 
biological modification due to cortisol control has occurred

ÅDepression data suggest higher probability of success for XanaMIA phase 2b/3 trial

Fundraising Presentation September 2024

Proof of 11ɓ-HSD1 as a therapeutic target is a major scientific and clinical advance



2024 2025 2026

H1 H2 H1 H2 H1 H2

Two promising late -phase clinical programs

Phase 2b/3 Alzheimerôs Interim data Final results

Phase 3 Alzheimerôs

Phase 2a 
Cog/Depression

Phase 2b/3 DepressionFinal results

Phase 3 Depression

Ancillary Clinical Pharmacology and Non-clinical Studies

PET Trial 
Publication 

Phase 2a AD biomarker trial manuscript Other peer-reviewed trial publications 

27

Expert, partner &
 FDA discussions
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Appendix ξ corporate
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Stock price and key shareholders*

ASX: ACW ï Last 12 months

*Data as at 16 September 2024; market cap undiluted (excludes options); cash balance excludes options converted post 30/6 and R&D tax rebate of $9m expected in Q4 FY2024

0

20.00mm

40.00mm

60.00mm

80.00mm

100.00mm

120.00mm

140.00mm

0.01

0.02

0.03

0.04

0.05

0.06

0.07

0.08

0.09

V
o
lu

m
e

S
h
a
re

 p
ri
c
e
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Key data

52 Week Range $0.015 - $0.099

YTD CY24 change +75%

Shares on issue 2.7Bn

Unlisted options 349m

Closing price $0.035

Closing market cap* $94.9m

30 June cash balance $9.45m

Key Shareholders

Biotechnology Value Fund 9.2%

CEO Steven Gourlay 3.6%

Top 20 (ex BVF/Management) 22.8%
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Xanamem  pipeline

30

Indication Preclinical Phase 1 Phase 2 Phase 3

Alzheimerôs disease

MDD

Fragile X syndrome

Bipolar disorder

Frontotemporal dementia

Lewy-body dementia

CI and dementia PD

On-going phase 2b/3

Phase 2a complete, Phase 2b/3 in planning

Phase 2a paused

Open INDs 

Phase 2/3 trials

Potential next indications

MDD: Major depressive disorder; CIAS: Cognitive impairment associated with schizophrenia; CI: Cognitive impairment; PD: Parkinsonôs disease Fundraising Presentation September 2024



Recent neuroscience acquisitions and IPOs
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Lead Drug(s) TRPML1 KarXT Emraclidine ALTO-100
PIPE-307
PIPE-791

RAP-219

Phase Preclinical Phase 3 Phase 2 Phase 2 Phase 2 Phase 1

Lead asset PD, other neuro Schizophrenia Schizophrenia MDD MS & MDD
Epilepsy, BPD, 

other neuro

Transaction Acquisition Acquisition Acquisition IPO IPO IPO

Amount US$610m* US$14.0b US$8.7b US$148m US$110m US$174m

Date 23-Nov 23-Dec 23-Dec 24-Feb 24-Apr 24-Jun

Caraway

PD: Parkinsonôs disease; MDD: major depressive disorder; MS: multiple sclerosis; BPD: bipolar disorder

* Upfront and milestones combined



Active licensing for clinical neuroscience assets
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Drug ACI ï 24.060 PRX-005 NBI-1117567
ulotaront, 

SEP- 378614 
and others

AL-001 BIIB-124 Bepranemab

Phase Phase 1b/2 Phase 1 Phase 2 Phase 3 Phase 3 Phase 3 Phase 1

Indication
Alzheimerôs 

(amyloid beta 
antibody)

Alzheimerôs 
(tau antibody)

Schizophrenia
Schizophrenia/ 

Depression

Dementias 
(progranulin 

target)
Depression

Alzheimerôs 
Disease 

(tau antibody)

Deal Type
Exclusive 

Option & License
Exclusive 

Option & License*
License License License License License

Upfront US $100m US$100m US$100m US$300m US$700m US$1.5b US$100m

Earnout US $2.1b US$2.1 US$2.6b US$0.6b US$1.5b US$UNK US$2.0b

Total 
Consideration

US$2.2b US$2.2b US$2.7b US$0.9b US$2.2b >US$1.5b US$2.1b

Date May-24 Jun-21/Oct-23 21-Nov 21-Sep 21-Jul 20-Nov 20-Jun

* By exercise of previously negotiated option agreement during early development 



Appendix ξ other Xanamem
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Controlling brain cortisol 1 has durable benefits
Xanamem inhibits local tissue production of cortisol in key regions of the brain via 11ɓ-HSD12

34

SLOW changes in gene expression and 

protein synthesis over days to weeks 

lead to durable ñlow stressò settings

RAPID changes in kinases, cell function, 

neurotransmitters over hours to days 

lead to short-term ñlow stressò settings

ñLower stressò longer term e.g.

Å Improving neural circuitry

ÅGenerating new brain cells

Å Ideal receptor configurations

ñLower stressò shorter term e.g.

ÅReducing inflammation

Å Improving neurotransmitter balance

Å Decreasing cell death

1. Ramamoorthy & Cidlowski 2016   2. For a comprehensive review of 11ɓ-HSD1 see Seckl J. 2024 Fundraising Presentation September 2024

ñSTRESSò in the brain becomes ñCHILLò




