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Event
AVE announced the interim analysis of its Phase 3 insomnia trial was successful,
meeting the pre-specified criteria and therefore demonstrating that the drug is working
better than placebo. The independent Data Monitoring Board (DMB) unanimously
recommended that the trial continue to its originally planned 519 patients, with no need to
increase the patient count. In addition, no serious adverse events have been identified to
date across the 244 patients in the interim analysis at either the 75mg or 150mg dose.

The trial is evaluating AVE's lead asset, synthetic cannabidiol (CBD) enhanced with its
proprietary drug delivery platform, Tocopheryl Phosphate Mixture (TPM). 

Impact

Notably, the trial remaining at its original 519 patients implies that the efficacy and data
variability are in line with, or ahead of, expectations. Combined with the clean safety
profile, this positions AVE's drug as highly differentiated and a potential new category
leader in insomnia treatment. An estimated 9.5m Australians experience insomnia, of
whom 3.6m are chronic sufferers, with no long-term OTC treatment available. We
estimate the Australian TAM for AVE's drug at ~A$900m pa, excluding off-label demand,
with the global opportunity potentially worth billions of dollars. 

The company will now recruit the remaining ~300 patients, which it expects to complete
within ~12 months of opening additional sites, in line with our estimate. We continue to
see final results in 2H CY27, a TGA filing in 1H CY28, and approval/launch in 2H CY28.

AVE is well placed to realise the product's value in Australia, having executed a licensing
deal last year with Sandoz, a US$38bn global pharma, for the Australian rights to its
insomnia drug. Critically, that deal was struck at risk, ahead of these interim results. In
Australia, Sandoz is the 2nd-largest player in generics and 1st in biosimilars, with a
dedicated OTC commercial team and a distribution network capable of supplying every
pharmacy in the country. Under this deal, AVE is eligible to receive up to A$23m in
development milestones prior to sales, plus tiered royalties of 14-19% on net sales.

In parallel, AVE remains in ongoing ex-AUS licensing discussions. The successful interim
analysis, and the de-risking it brings, enhances the attractiveness of the asset and should
accelerate these talks, with major regions such as the US and EU still to be licensed.

The company remains well funded, with ~A$6.3m in pro forma cash. AVE has stated it is
confident of funding the balance of the trial by executing additional regional licensing
agreements, a path it has already proven via the Sandoz deal.

Action
We maintain our Spec Buy with an upgraded $0.06 PT. Our unrisked valuation is $0.078.
Our valuation is solely based on Australia, with no value ascribed to the rest of the world. 

Catalysts
Trial Updates | Final Results | TGA Filing / Approval | Further Licensing Deals

This represents a major catalyst that materially de-risks the Phase 3 trial and takes AVE
a step closer to bringing its insomnia treatment to market. If approved, the drug would
also become the first and only over-the-counter (OTC) CBD treatment in Australia,
available without a prescription and, with no competitors in late-stage development,
positioned to command an effective monopoly.
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Share Price 0.021 A$/sh

Price Target 0.060 A$/sh
Risked Valuation 0.060 A$/sh
Unrisked Valuation 0.078 A$/sh
Discount Rate 12.0% %
TGR 2.5% %

Shares on issue 3,977.1 m,dil
Market Cap 83.5 A$m
Enterprise Value 76.2 A$m
Debt (inc. leases) 0.0 A$m
Proforma Cash 6.3 A$m
Unpaid capital 1.0 A$m
Key Metrics 26F 27F 28F
Revenue (A$m) 3.2 2.6 9.4
EBITDA (A$m) -2.7 -12.3 5.4
EBIT (A$m) -2.8 -12.4 5.2
NPAT (A$m) -3.0 -13.0 5.2
Gross CF (A$m) -2.9 -13.0 27.6
Capex (A$m) 0.0 0.0 0.0
Op. FCF (A$m) -2.5 -12.2 26.2
EPS (Ac) -0.1 -0.3 0.1
Revenue Growth -4% -16% 254%
PER (x) na na 15.4
EV/EBITDA (x) na na 14.2
EV/Revenue (x) 24.1 28.8 8.1
Net Cash* 4.0 1.7 27.9
*inc. leases
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Income Statement (CY) 25A 26F 27F 28F Performance Ratios (CY) 25A 26F 27F 28F
Milestone Payments* 0.0 0.0 0.0 0.5 Growth
Royalty Income 0.0 0.0 0.0 1.7 Revenue Growth (%) 9% -4% -16% 254%
Manufacturing Revenue 0.0 0.0 0.0 0.6 EBITDA Growth (%) na na na na
Other Income 3.3 3.2 2.6 6.6 EBIT Growth (%) na na na na
Total Revenue 3.3 3.2 2.6 9.4 NPAT Growth (%) na na na na
(-) COGS -0.3 -0.4 -0.4 -0.4 Margin
Gross Profit 2.9 2.8 2.3 9.0 EBITDA Margin (%) -116% -85% -465% 57%
(-) R&D -4.3 -3.0 -12.0 -1.0 EBIT Margin (%) -120% -90% -470% 56%
(-) SG&A -2.4 -2.5 -2.6 -2.6 PBT Margin (%) -134% -94% -493% 56%
EBITDA -3.8 -2.7 -12.3 5.4 NPAT Margin (%) -134% -94% -493% 56%
(-) D&A -0.1 -0.1 -0.1 -0.1 Effective Tax Rate (%) 0% 0% 0% 0%
EBIT -4.0 -2.8 -12.4 5.2 Liquidity
(+/-) Finance costs -0.5 -0.1 -0.6 0.0 Capex/depreciation (x) 0.0 0.0 0.0 0.0
PBT -4.4 -3.0 -13.0 5.2 Current ratio (x) 10.0 3.7 1.3 23.8
(-) Tax 0.0 0.0 0.0 0.0 Quick ratio (x) 34.6 15.6 7.3 104.5
NPAT -4.4 -3.0 -13.0 5.2 Receivable days 244.8 230.8 276.1 100.0
Cash Flow Statement (CY) 25A 26F 27F 28F Payable days 10.7 30.0 30.0 30.0
NPAT -4.4 -3.0 -13.0 5.2 Risk Measures
(+) D&A 0.1 0.1 0.1 0.1 Dividend Cover (x) na na na na
(+) Upfront/milestones 4.8 0.0 0.0 22.9 Payout ratio (%) 0% 0% 0% 0%
(-) Leases -0.1 -0.1 -0.1 -0.1 Net interest cover (x) na na na na
(-) Non-cash revenue 0.0 0.0 0.0 -0.5 Net debt/equity (%) na na 67% na
(+/-) Other 0.4 0.0 0.0 0.0 Returns
Gross Cash Flow 0.8 -2.9 -13.0 27.6 ROIC (%) na na na 115%
(-) Capital Expenditure 0.0 0.0 0.0 0.0 ROA (%) na na na 17%
(+/-) Working Capital 0.1 0.5 0.7 -1.5 ROE (%) na na 509% 196%
Operating Free Cash Flow 0.9 -2.5 -12.2 26.2 Share Data/Valuation (CY) 25A 26F 27F 28F
(+/-) Acquisition/Disp 0.0 0.0 0.0 0.0 Share Data
(+) Placement/Equity 2.3 1.9 10.0 0.0 Issued shares (m) 3,673.5 3,830.4 3,830.4 3,830.4
(+/-) Other 0.1 0.0 0.0 0.0 Weighted ave shares (m) 3,421.4 3,752.0 3,830.4 3,830.4
Net Cash Flow 3.3 -0.6 -2.2 26.2 Fully diluted shares (m) 3,673.5 3,977.1 3,977.1 3,977.1
BoP Net Cash / (Debt) 1.3 4.6 4.0 1.7 Basic EPS (c) -0.1 -0.1 -0.3 0.1
(+/-) Net Cash Flow 3.3 -0.6 -2.2 26.2 YoY change (%) na 64% 440% -40%
(+/-) Other 0.0 -0.1 -0.1 -0.1 Fully diluted EPS (c) -0.1 -0.1 -0.3 0.1
EoP Net Cash / (Debt) 4.6 4.0 1.7 27.9 YoY change (%) na 62% 440% -40%
Balance Sheet (CY) 25A 26F 27F 28F Fully dil norm EPS (c) -0.1 -0.1 -0.3 0.1
Cash 4.7 5.0 6.7 28.4 YoY change (%) na 62% 440% -40%
Receivables 2.2 2.0 2.0 2.6 Dividend/share (c) 0.0 0.0 0.0 0.0
Inventories 0.0 0.0 0.0 0.0 Franking (%) 100% 100% 100% 100%
Other assets 0.2 0.2 0.2 0.2 Gross cash flow/share (c) 0.0 -0.1 -0.3 0.7
Total current assets 7.1 7.2 8.9 31.1 NBV/share (c) 0.0 0.0 -0.1 0.1
PP&E 0.0 0.0 0.0 0.0 NTA/Share (c) 0.0 0.0 -0.1 0.1
ROUA 0.0 0.0 0.0 0.0 Valuation
Other assets 0.0 0.0 0.0 0.0 PER (Basic) (x) na na na 15.4
Total non-current assets 0.0 0.0 0.0 0.0 PER (Fully diluted) (x) na na na 15.9
Total assets 7.1 7.3 9.0 31.2 PER (Fully dil, norm) (x) na na na 15.9
Payables 0.2 0.5 1.2 0.3 P/CFPS (x) 92.9 na na 2.9
Borrowings 0.0 1.0 5.0 0.5 Price/NBV (x) 49.5 167.4 na 30.1
Lease liabilities 0.0 0.0 0.0 0.0 Price/NTA (x) 49.5 167.4 na 30.1
Provisions 0.5 0.5 0.5 0.5 Dividend Yield (%) 0% 0% 0% 0%
Total current liabilities 0.7 2.0 6.7 1.3 EV/EBITDA (x) na na na 14.2
Contract liabilities 4.8 4.8 4.8 27.2 EV/EBIT (x) na na na 14.6
Lease liabilities 0.0 0.0 0.0 0.0 EV/Revenue (x) 23.2 24.1 28.8 8.1
Provisions 0.0 0.0 0.0 0.0
Total non-current liabilities 4.8 4.8 4.8 27.2
Total liabilities 5.5 6.8 11.5 28.5
Net Assets 1.6 0.5 -2.6 2.7
Issued capital 246.9 248.8 258.8 258.8
Reserves 28.5 28.5 28.5 28.5
Retained Earnings -273.8 -276.8 -289.8 -284.6
Total equity 1.6 0.5 -2.6 2.7
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Phase 3 Interim Analysis Discussion

Pleasingly, no serious adverse events have been identified to date across the 244 patients
in the interim analysis at either the 75mg or 150mg dose.

The trial is evaluating AVE’s lead asset, synthetic cannabidiol (CBD) enhanced with its
proprietary drug delivery platform, Tocopheryl Phosphate Mixture (TPM). It is the largest
CBD insomnia trial globally (n=519).

The interim analysis was conducted by an independent Data Monitoring Board (DMB),
which reviewed unblinded data from the trial. The DMB comprises independent experts in
sleep medicine, clinical safety and biostatistics. Following its review, the DMB
unanimously recommended that the trial continue to its originally planned 519 patients,
with no need to increase the patient count.

An estimated 9.5m Australians experience insomnia, of whom 3.6m are chronic sufferers,
with no long-term OTC treatment currently available. We estimate the Australian total
addressable market for AVE's drug at ~A$900m per annum, excluding off-label demand,
with the global opportunity potentially worth billions of dollars.

The company will now recruit the remaining ~300 patients, which it expects to complete
within ~12 months of opening the additional sites, in line with our estimate. We continue to
see final results in 2H CY27, a TGA filing in 1H CY28, and approval/launch in 2H CY28.

AVE is well placed to realise the product's value in Australia, having executed a licensing
deal last year with Sandoz, a US$38bn global pharmaceutical company, for the Australian
rights to its insomnia drug. Critically, that deal was struck at risk, ahead of these interim
results. In Australia, Sandoz is the second-largest player in generics and first in
biosimilars, with a dedicated OTC commercial team and a distribution network capable of
supplying every pharmacy in the country. Under the Australian deal, AVE is eligible to
receive up to A$23m in development milestones prior to sales, plus tiered royalties of 14-
19% on net sales.

In parallel, AVE remains in ongoing ex-Australia licensing discussions, a key strategic
priority. The successful interim analysis, and the de-risking it delivers, enhances the
attractiveness of the asset and should accelerate these talks, with major regions such as
the US and Europe still to be licensed.

The company will also now look to engage with the US FDA and other regulatory agencies
to determine the path forward for the product in those markets.

The company remains well funded, with A$6.3m in pro forma cash that includes March
quarter-end cash, recent option exercises and the R&D rebate. AVE has stated it is
confident of funding the balance of the trial by executing additional regional licensing
agreements, a path it has already proven via the Sandoz deal.

AVE has announced that the interim analysis of its Phase 3 insomnia trial was
successful, meeting the pre-specified criteria and therefore demonstrating that the drug
is working better than placebo.

This represents a major catalyst that materially de-risks the Phase 3 trial and takes AVE
a step closer to bringing its insomnia treatment to market. If approved, the drug would
also become the first and only over-the-counter (OTC) CBD treatment in Australia,
available without a prescription and, with no competitors in late-stage development,
positioned to command an effective monopoly.

Importantly, the trial remaining at its original 519 patients implies that the efficacy and
data variability are in line with, or ahead of, expectations. Combined with the clean
safety profile, this positions AVE's drug as highly differentiated and a potential new
category leader in insomnia treatment.
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Phase 3 Clinical Trial Overview
Today's successful results speak to a robust and well-considered clinical trial which, as
previously articulated in our initiation, we believe is the most rigorous CBD insomnia trial
designed to date and the largest globally.

AVE's Phase 3 trial is a randomised, double-blind, placebo-controlled study evaluating two
doses of TPM-enhanced CBD (75mg and 150mg, taken before bed) against placebo over
eight weeks (NCT05840822; see Figure 1).

The Phase 3 trial was developed using both EMA and FDA guidance documents and
modelled on recently approved insomnia drugs.

The trial has two primary endpoints: change in the Insomnia Severity Index (ISI) and
change in sleep efficiency (SE), with only one needing to be met for the trial to be
considered successful and the drug approvable.

The Insomnia Severity Index (ISI) is a self-reported, seven-item questionnaire
covering night-time sleep difficulties (falling asleep, staying asleep and early-morning
awakening), daytime functioning, distress, and satisfaction with sleep over the prior
two weeks. Scores range from 0 to 28, with higher scores indicating more severe
insomnia. A score of 7 or less indicates no clinically significant insomnia; and

Sleep efficiency (SE) is the ratio of time asleep to total time in bed, captured via a
daily sleep diary.

These endpoints are complementary, capturing different aspects of insomnia and different
potential mechanisms of action, effectively giving AVE two shots at goal.

The interim analysis, comprising 244 patients, confirmed that AVE's drug is working and
that the trial remains powered to the original 519 patients. The company will now resume
recruitment to enrol the balance of ~300 patients.

In preparation for this outcome, AVE plans to open ~10 already identified clinical trial sites,
substantially increasing the trial footprint and, as a result, materially accelerating
recruitment. The company expects this to take approximately 12 months from the opening
of these additional sites, consistent with our expectations.

  

Figure 1: AVE Phase 3 Insomnia Trial Design

Source: Company presentation

We therefore continue to expect final results in 2H CY27, TGA filing in 1H CY28, and
approval/launch in 2H CY28.
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Commercialisation
AVE is pursuing an out-licensing strategy to commercialise its TPM-enhanced CBD
insomnia treatment.

Australia
The company has already proven it can execute on this front, signing a licensing
agreement in March 2025 with Sandoz (SWX: SDZ), a US$38bn global pharmaceutical
company, for the Australian rights to the product.

Notably struck at risk, ahead of the interim analysis, the deal comprised:

US$3m (~A$4.8m) upfront;

up to US$16m (~A$23m) in development milestones prior to commercial sales; and

tiered royalties of 14-19% on net sales.

Headquartered in Basel, Switzerland, Sandoz is a near-ideal commercial partner in
Australia: the second-largest player in generics and the largest in biosimilars, with a
dedicated OTC commercial team, a 47-person national sales force, and established
relationships with the major pharmacy banner groups. Its distribution network can reach
every pharmacy in the country.

Sandoz was also granted a right of first refusal over commercial rights in territories outside
Australia and over new clinical indications for the CBD capsule, providing a clear pathway
for the partnership to expand. We read this as a signal of Sandoz's interest in the asset
beyond Australia, an interest the current de-risking should only sharpen.

The company is targeting a regulatory pathway in Australia that is both commercially
lucrative and, to date, entirely untapped. The TGA recently introduced a framework
enabling low-dose CBD drugs (up to 150mg) to be approved as Schedule 3 medicines,
available in pharmacies without a prescription. No CBD product has navigated this
pathway to date. If successful, AVE would become the first and only over-the-counter
(OTC) CBD drug in Australia, with no competitors in late-stage development.

An estimated 9.5 million Australians experience insomnia symptoms, of whom ~3.6 million
are chronic sufferers. The OTC insomnia market in Australia is limited, with few viable
long-term, non-prescription options. AVE's TPM-enhanced CBD has the potential to
become the first broadly accessible, long-term OTC insomnia treatment for adult patients.

Existing non-prescription treatments fall into two main categories, both pharmacist-only
(Schedule 3):

Antihistamines: Tolerance can develop within days to weeks, limiting their use to
short-term or occasional relief. Next-day sedation is common, and side effects such
as dry mouth and cognitive impairment make them less suitable for ongoing use,
particularly in older patients.

Melatonin: Available as a Schedule 3 medicine, but only for individuals aged 55 and
over; all other patients require a prescription.

We conservatively estimate the Australian total addressable market for AVE's TPM-
enhanced CBD in insomnia at approximately A$900 million per annum, based on chronic
sufferers currently accessing prescription or OTC sleep medications. This excludes
potential off-label demand, which could be substantial given AVE's product will be the first
and only Schedule 3 CBD medicine available in Australia.

We model our full Australian commercial forecasts in Figure 9.
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Rest of World 
AVE now sits at a pivotal point, with the successful interim analysis set to accelerate
licensing discussions. Importantly, the company enters this phase with one deal already in
hand. Given the calibre of the partner, that provides meaningful commercial validation.

While we estimate Australia alone is a highly lucrative opportunity, it remains a relatively
small market globally. On AVE's own estimates, the US market is roughly 30x the size of
Australia, Europe 20x, Japan 5x, and China 10x. The scale of the unlicensed opportunity
dwarfs what has already been secured.

The US represents the largest market globally. We estimate ~35 million prescriptions of
insomnia drugs were dispensed in the last 12 months alone (See Figure 3), based on
Symphony Health prescription data, equating to more than 1 billion doses of medicine.

There remains a need for better insomnia treatments. Existing options come with high
rates of adverse side effects alongside risk of dependence and withdrawal, and generally
are not suitable for long term use.

Notably, the US commands premium drug pricing. We note the newer class of Dual Orexin
Receptor Antagonists (DORAs) for insomnia, such as Quviviq (daridorexant), Dayvigo
(lemborexant) and Belsomra (suvorexant), are priced at several hundred US dollars a
month. Together, these imply a market that could be worth several billion dollars a year.

  

The United States, Europe, and the rest of the world represent potentially multi-billion-
dollar markets yet to be licensed for AVE's TPM-enhanced CBD in insomnia. AVE has
disclosed that discussions covering multiple global territories are ongoing.

Figure 2: Unlicensed Market Opportunity by Region, Relative to Australia

Source: Company presentation
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We would expect AVE's product to pursue FDA approval as a prescription medicine,
primarily for labelling reasons. As we understand it, a full insomnia indication requires
prescription status, whereas OTC approval would result in a more limited label restricted
to short-term or occasional sleeplessness. In either case, this decision will be guided by a
commercial partner.

Until recently, we viewed the US market as several years away, given the long-standing
requirement for two well-controlled Phase 3 clinical trials for approval. Under that
framework, we would have expected AVE to supplement its current Phase 3 trial
(measuring subjective outcomes) with a smaller objective trial in US patients measuring
polysomnography in a sleep clinic setting, consistent with the approval pathway for recent
insomnia medications including Quviviq and Dayvigo.

Earlier this year, however, the FDA announced it would move from the default two Phase 3
trial requirement to a single well-controlled Phase 3 trial. This is a potentially significant
development for AVE. In principle, its current Phase 3 trial could be submissible for FDA
approval, though key obstacles remain, including the absence of polysomnography data
and US-based trial sites. A middle-ground outcome is plausible. Notably, AVE's Phase 3
trial was developed using both EMA and FDA guidance documents and was modelled on
recently approved insomnia medications. The precise pathway will ultimately be
determined through a formal FDA meeting. Following the successful interim analysis, AVE
has stated it intends to engage directly with the FDA to define this.

Europe, likely the second-largest market, is similarly large. Notably, it is the home market
of AVE's Australian partner, Sandoz, which generates more than half its sales there and
ranks among the region's leading players. As noted, Sandoz holds a right of first refusal in
territories outside Australia, including Europe.

We would expect AVE's product to seek prescription approval at the EU level via the
European Medicines Agency (EMA), with OTC opportunities pursued on a country-by-
country basis where regulation permits. As in the US, the category remains nascent.
There are currently only two EMA-approved CBD-based medicines, Epidiolex and Sativex
(a THC/CBD combination approved for muscle spasticity in multiple sclerosis), and none
for insomnia. EMA approval has historically required two Phase 3 trials, similar to the
previous FDA standard, though a single trial may be sufficient subject to certain criteria
and regulatory feedback. As noted, AVE's Phase 3 trial was developed using both EMA
and FDA guidance documents, which we view as a meaningful point of differentiation in
any regulatory discussion.

Figure 3: Insomnia prescriptions sold (millions) in the US, last 12 months 

Source: Symphony data, Bloomberg LP
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Sandoz's right of first refusal also adds a favourable dynamic to these discussions. It will
likely deter smaller potential licensees, who would risk being outbid by a global major. In
effect, AVE is now engaging counterparties of a higher calibre, those with the financial
capacity to compete with Sandoz. This dynamic could ultimately work in AVE's favour,
driving stronger terms on future deals across the world's largest pharmaceutical markets.

Beyond these core regions, a number of additional markets could represent opportunities
for AVE, with regulatory pathways varying by geography and some, such as New Zealand
and Canada, offering OTC routes comparable to Australia. We also expect the rest of the
world to be split across several partners, since some markets will be over-the-counter and
others prescription-only, each demanding a different commercial skillset. As above, we
expect commercial outcomes, most notably the securing of licensing agreements, to
determine the sequencing of market entry.

Importantly, the successful interim analysis also hands AVE a strategic lever in these
licensing discussions. With the drug now shown to be working and recruitment of the
remaining ~300 patients set to commence across roughly 10 new sites, AVE has the
flexibility to locate some of that additional recruitment in regions it is looking to license. In-
region trial sites would generate local clinical data and, in turn, could support a parallel
regulatory approval process in those markets, with data available on trial completion.

Dimerix (ASX: DXB) is an instructive case study in how an ASX-listed company can build
licensing momentum on the back of a positive interim readout. In 2023, Dimerix signed its
first licensing agreement, covering Europe and select other regions. After a positive
interim analysis in 2024 showed its drug outperforming placebo, licensing activity
accelerated. Over the following years it executed four further deals spanning the Middle
East, Japan, China and the United States, with the US agreement with Amicus
Therapeutics (now BioMarin) ranking as one of the largest in ASX biotech history. We see
a similar trajectory as plausible for AVE.

For context, recent licensing deals across insomnia and sleep disorders more broadly
have carried upfront payments of US$11-66m and total deal values as high as US$1.1bn,
spanning both regional agreements for key markets such as the US or Europe and global
deals (see Figure 4).
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Figure 4: Insomnia  Sleep Disorder Licensing Deals

Upfront Milestones Total Deal
Year Licensee Licensor Drug Indication US$m US$m US$m Royalty Rate Region Stage
2019 Idorsia (SWX: IDIA) Mochida (TYO: 4534) daridorexant Insomnia 11 n.d. n.d. n.d. Japan Phase 2
2022 Idorsia (SWX: IDIA) Simcere (HKG: 2096) daridorexant Insomnia 30 143 173 Low-high single digits China Phase 3
2022 Sumitomo (TYO: 4506) Jazz Pharma (NASDAQ: JAZZ) DSP-0187 Sleep disorders 50 1,090 1,140 Low double-digit Global (ex-JP, CN, APAC) Phase 1
2023 Pharmanovia (Private) Axsome (NASDAQ: AXSM) solriamfetol Narcolepsy/sleep dis. 66 101 167 Mid-twenties EU/MENA Approved
2024 Bioprojet (private) Harmony (Nasdaq: HRMY) TPM-1116 Narcolepsy/sleep dis. 26 368 393 Mid-teens US/LATAM Preclinical
2025 XWPharma (private) Avadel Pharma (acquired) valiloxybate Narcolepsy/sleep dis. 20 460 480 High single digits to mid-teens Global (ex-CN,HK) Preclinical
2026 Idorsia (SWX: IDIA) EMS S.A. daridorexant Insomnia n.d. 20 20 double-digit Brazil Approved

Source: SEC filings, press releases, Factset, EH analysis, Note: TPM-1116 is unrelated to AVE’s TPM delivery technology
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Forecasts
We continue to model royalty, milestone, and manufacturing margin income based on the
commercialisation of AVE's TPM-enhanced CBD in Australia for the treatment of insomnia,
based on the terms of the Sandoz licensing agreement.

We do not model any additional licensing deals at this stage, with any future agreements
representing upside to our forecasts.

We have outlined our forecasts and detailed our key assumptions below.

Figure 5:  AVE Australian royalties, milestone, and
manufacturing margin income  Figure 6:  AVE Australian Revenues

Source:  EH analysis Source:  EH analysis, *Revenue from milestone payments are
recognised over contract term

Figure 7:  TPM-enhanced CBD Net Sales Australia Figure 8:  Patients treated with TPM-enhanced CBD Australia 

Source:  EH analysis Source:  EH analysis
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Australia - Sandoz

Figure 9:  Australia TPM-enhanced CBD Forecasts

Calendar Year (CY) Units 2025 2026 2027 2028 2029 2030 2031 2032 2033 2034 2035 2036 2037

Aus Chronic Insomniacs '000s 3,600 3,708 3,819 3,934 4,052 4,173 4,299 4,428 4,560 4,697 4,838 4,983 5,133
…change %

Market Penetration % 0.5% 1.6% 2.6% 3.7% 4.7% 5.8% 6.8% 7.9% 8.9% 10.0%

Patients '000s 19.8 63.1 109.1 157.7 209.1 263.5 321.0 381.7 445.7 513.3
Avg Refills/pa x 6.0 6.0 6.0 6.0 6.0 6.0 6.0 6.0 6.0 6.0

Unit Sales '000s 118.6 378.7 654.3 946.1 1,254.8 1,581.2 1,926.1 2,290.2 2,674.4 3,079.6

Wholesale Price A$/unit 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0
…change % 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

Sandoz Net Sales A$m 11.9 37.9 65.4 94.6 125.5 158.1 192.6 229.0 267.4 308.0
…Growth % 0% 219% 73% 45% 33% 26% 22% 19% 17% 15%

Royalties to AVE A$m 0.0 0.0 0.0 1.7 5.5 9.9 15.0 20.8 27.0 33.6 40.5 47.8 55.5
Milestone Payments to AVE A$m 4.8 0.0 0.0 22.9 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
Manufacturing Margin to AVE A$m 0.0 0.0 0.0 0.6 1.9 3.3 4.7 6.3 7.9 9.6 11.5 13.4 15.4
Total AVE AU Cash Income A$m 4.8 0.0 0.0 25.1 7.4 13.2 19.8 27.1 34.9 43.2 52.0 61.2 70.9
Total AVE AU Revenue* A$m 0.0 0.0 0.0 2.8 8.4 14.7 21.8 29.6 38.0 46.8 56.0 65.7 75.9

Source: EH analysis, *Revenue from milestone payments are recognised over contract term; **AUD/USD: 0.70 
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Our forecasts are deliberately conservative, focusing entirely on insomnia sales in
Australia and excluding potential off-label demand and the broader uplift that may come
from AVE's product being the only Schedule 3 CBD medicine available in the country.

Key forecast assumptions:

We assume topline Phase 3 results in 2H CY27, TGA filing in 1H CY28, and
approval and commercial launch in 2H CY28. We model sales over a 10-year period.

Estimated 3.6 million Australians classified as chronic insomniacs, assuming 3%
annual growth.

Peak market share of 10% by year 10, at a wholesale price of A$100 per unit (one
unit = one month of treatment), with 0% price growth assumed. This is conservative
relative to standard OTC medicines which typically escalate with inflation.

Tiered royalties of 14-19% on net sales, in line with the Sandoz agreement.

US$16 million (~A$23 million) in milestone payments

We assume a 10% manufacturing margin on cost of goods sold, reflecting AVE's role
as supplier of finished product to Sandoz
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Valuation and Price Target

Our valuation is based solely on the Australian market. We assume AVE's lead asset,
TPM-enhanced CBD, is approved by the Australian TGA as a Schedule 3 medicine for the
treatment of insomnia in 2H CY28 and subsequently commercialised by its Australian
licensing partner, Sandoz (SWX: SDZ).

Our valuation is derived using a sum of the parts (SOTP) risked net present value (rNPV).
Our fully unrisked valuation is A$0.078 per share (see Figure 10).

Our valuation is derived using a 12.0% discount rate, 2.5% terminal growth rate, and is
risk adjusted based on a modelled 77% probability of success from Phase 3 to approval,
increased following the successful interim analysis. Our valuation is fully diluted for all
options outstanding.

Our valuation is based solely on AVE's existing licensing agreement with Sandoz for the
Australian rights to TPM-enhanced CBD in insomnia. 

We maintain our Speculative Buy Recommendation with an increased $0.06 Price
Target, reflecting the successful interim analysis and associated de-risking it brings.

Figure 10: Sum of the Parts (SOTP) Valuation

  NPV NPV* Risking rNPV rNPV*
(A$m) (A$/sh) (%) (A$m) (A$/sh)

Insomnia - Australia (Sandoz) 313.4 0.079 77% 239.7 0.060
Insomnia - RoW 0.0 0.000 77% 0.0 0.000
Other Indications 0.0 0.000 0% 0.0 0.000
Corporate/Other -8.8 -0.002 100% -8.8 -0.002
Enterprise Value 304.6 0.077   230.9 0.058
(+) Cash 6.3 0.002 100% 6.3 0.002
(-) Debt 0.0 0.000 100% 0.0 0.000
(+) Unpaid Capital 1.0 0.000 100% 1.0 0.000
Equity Value 311.8 0.078   238.2 0.060

Source:  EH analysis, company announcements,  *fully diluted for all options outstanding

Figure 11:

Stage Unit Phase 3 Adj TGA Filing Approved
Phase Success Rate % 85% 90% 100%
Phase Likelihood of Approval (LOA) % 77% 90% 100%
Risked Valuation A$/sh 0.060 0.071 0.079

Source: EH analysis,  *fully diluted for all options outstanding

Our valuation does not include the following, each of which represents upside to our
base case:

No value ascribed for off-label purchasing of TPM-enhanced CBD in Australia,
which could be substantial. If AVE's drug is approved, it will be the only Schedule 3
CBD medicine on the market, enabling any adult to walk into a pharmacy and
purchase it, including for off-label indications such as anxiety or chronic pain.

No value ascribed for TPM-enhanced CBD in insomnia in the rest of the world,
including the United States, Europe, Japan, China, and other countries, despite
AVE disclosing that licensing discussions covering multiple global territories are
ongoing.

No value ascribed for TPM-enhanced CBD in any other indications, or for AVE's
broader development pipeline.
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