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O/W: How pezadeftide nails Phase IIB
We maintain our OVERWEIGHT rating and risked price target of $0.75 per share on Hexima. 
Later this month Hexima is scheduled to report top-line data from a Phase IIIB trial testing its 
lead asset in the treatment of onychomycosis. Previous non-clinical and clinical studies with 
Hexima’s lead asset (pezadeftide) have achieved promising results, treating deep seated fungal 
infections of the toenail, as a topical medication. Pezadeftide is a water-soluble agent that rapidly 
penetrates the nail, devastates the fungal pathogens in the nail bed and allows healthy nail 
regrowth. Positive Phase IIB data will set up the asset’s pathway to Phase III registration studies 
and possibly encourage a commercial partnering transaction for the drug’s Japanese rights. In this 
report we revisit the Phase IIB trial design, sketch out what success looks like and the returns 
investors can expect.

 Key points

Phase IIB clinical trial preview and clinical benchmarking. We understand that the last patient in 
Hexima’s 132 patient Phase IIB study completed last follow-up in April, leading us to anticipate 
top-line results towards the end of June. Hexima’s Phase IIB trial tested three different dosing 
approaches using pezadeftide as a topical agent to treat onychomycosis. Success in this trial 
opens up: a) progression to a pivotal Phase III trial campaign directed at US FDA approval 
(targeting a 2026 launch); and b) the prospect of partnering the asset in one or more ex-US 
jurisdictions, most notably Japan. Success criteria include: confirmation of: a) safety with dosing 
extending out to as long as 36 weeks; b) confirming efficacy with a short course of treatment, 
noting the Cohort 2 schedule (2 weeks of daily application followed by 23 weeks of weekly 
maintenance therapy) as the most commercially attractive; c) a headline mycological cure rate of 
between 50%-70%; d) a clinical cure rate >20%. Success in these criteria would position 
pezadeftide very favorably against all approved agents including topicals (JUBLIA and generic 
ciclopirox, tavaborole); orals (generic terbinafine and itraconazole); and OTC alternatives. 

Phase III and ancillary studies. Our capital budgeting forecasts allow for: a) the completion of two 
ancillary studies (chronic toxicology in minipigs + 20-patient maximal use [MUsT] study); and b) 
two Phase III trials of ~600 patients each, as the basis of a future Biologics License Application 
(BLA) to FDA. The Phase III primary endpoint is likely to be complete cure at 52 weeks’ follow-
up. 

Onychomycosis market forecast. Our target net sales projection for pezadeftide is US$250M in 
the US market with upside to >US$350M depending on efficacy, pricing and market access 
tactics. In the US, pezadeftide could launch into an uncontested branded market with today’s 
leader JUBLIA facing generic competition from 2026. A sensibly priced, short-course topical 
treatment should also readily displace low-efficacy, generic prescription-only and OTC topical 
treatments that patients resort to. 

Valuation. Our fully diluted $0.75 price target combines real options analyses of: a) independent 
commercialisation in the US market; and b) Pharma licensing scenarios to access the Japanese 
market. The specific ‘de-risking’ of the Phase IIB development phase would convey a 40% uplift 
in valuation to $1.07 per share (all else equal). Japanese partnering would unlock a further 8% in 
valuation but perhaps more, given the 3rd party validation and potential funding implications.

Recommendation OVERWEIGHT
12-mth target price (AUD) $0.75
Share price @ 31-May-22 (AUD) $0.30
Forecast 12-mth capital return 150.0%
Forecast 12-mth dividend yield 0.0%
12-mth total shareholder return 150.0%

Market cap ($m) 50.0
Enterprise value ($m) 11.4
Shares on issue (m) 166.7
ASX All Ords weight (%) 0.0
Median turnover/day ($m) 0.0

12-mth price performance ($)

Source: Company data, Wilsons estimate, Refinitiv.
All amounts are in Australian Dollar (A$) unless otherwise stated.
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Abs return (%) (3.3) (13.2) 73.5

Rel return (%) (0.7) (12.5) 71.3

Financial summary (Y/E Jun, AUD) FY20A FY21A FY22E FY23E FY24E

Sales ($m) 0.0 0.0 0.0 0.0 0.0

EBITDA norm ($m) (3.6) (6.8) (8.2) (14.9) 10.0

EPS norm (cents) (5.5) (4.4) (5.8) 3.7

Consensus EBITDA ($m) (9.0) (14.9) 10.0

EV/Sales (x) n/m n/m n/m n/m n/m

EV/EBITDA (x) (2.9) (1.6) (1.3) (0.7) 1.1

Key changes 9-Dec After Var %

EBITDA FY22E (8.2)

norm FY23E (14.9)

($m) FY24E 10.0

EPS FY22E (4.4)

norm FY23E (5.8)

(cents) FY24E 3.7

Price target 0.75

Rating O/W
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 Business Description
Hexima (HXL:ASX) is a clinical stage Australian biotechnology company 
developing a novel class of plant-derived antimicrobial peptides called 
defensins.  Hexima’s lead asset, pezadeftide, is the subject of a Phase IIB 
clinical trial treating onychomycosis.

 Investment Thesis
We maintain our OVERWEIGHT rating and risked price target of $0.75 per 
share on Hexima. Later this month Hexima is scheduled to report top-line 
data from a Phase IIIB trial testing its product in the treatment of 
onychomycosis. Positive Phase IIB data will set up the asset’s pathway to 
Phase III registration studies and possibly encourage a commercial 
partnering transaction for the drug’s Japanese rights.

 Catalysts
Clinical trial results. Regulatory interactions with EMA and FDA. Competitor 
development progress. Indication expansion opportunities. Corporate 
activity (out-licensing and/or M&A).

 Risks
Clinical trial failures or delays. Unsuccessful licensing activities. Access to 
development capital.

Source: Company data, Wilsons estimate, Refinitiv.
All amounts are in Australian Dollar (A$) unless otherwise stated.

P&L ($m) FY20A FY21A FY22E FY23E FY24E
Sales 0.0 0.0 0.0 0.0 0.0

EBITDA norm (3.6) (6.8) (8.2) (14.9) 10.0

EBIT norm (3.8) (6.9) (9.1) (15.2) 9.7

PBT norm (4.1) (7.1) (9.0) (15.2) 9.7

NPAT norm (4.1) (7.1) (9.0) (15.2) 9.7

NPAT reported (4.1) (7.1) (9.3) (15.2) 9.7

EPS norm (cents) (5.5) (4.4) (5.8) 3.7

DPS (cents) 0.0 0.0 0.0 0.0 0.0

Growth (%) FY20A FY21A FY22E FY23E FY24E
Sales n/m n/m n/m n/m

EBITDA norm 86.6 21.5 81.2 (167.0)

NPAT norm 70.4 28.1 68.2 (163.7)

EPS norm (cents) (18.9) 31.5 (163.7)

DPS (cents) n/m n/m n/m n/m

Margins and returns (%) FY20A FY21A FY22E FY23E FY24E
ROA n/m n/m n/m n/m 6.7

ROIC n/m n/m n/m n/m (116.5)

ROE n/m n/m n/m n/m 7.6

Interims ($m) 1H21A 2H21A 1H22A 2H22E 1H23E
Sales 0.0 0.0 0.0 0.0 0.0

EBITDA norm (2.7) (4.0) (3.2) (5.0) (5.2)

EBIT norm (2.8) (4.1) (3.9) (5.2) (5.3)

PBT norm (2.9) (4.2) (3.8) (5.2) (5.3)

NPAT norm (2.9) (4.2) (3.8) (5.2) (5.3)

NPAT reported (2.9) (4.2) (4.1) (5.2) (5.3)

EPS norm (cents) (3.1) (3.2) (2.6) (2.0) (2.0)

DPS (cents) 0.0 0.0 0.0 0.0 0.0

Balance sheet ($m) FY20A FY21A FY22E FY23E FY24E
Cash & equivalents 1.4 3.4 38.6 28.2 135.2

Current receivables 2.3 4.0 4.5 5.3 6.4

Current inventory 0.0 0.0 0.0 0.0 0.0

PPE 1.3 0.1 0.4 0.7 1.0

Intangibles 0.0 0.0 0.0 0.0 0.0

Other assets 0.0 1.0 0.9 0.9 0.9

Total assets 4.9 8.6 44.4 35.2 143.6

Current payables 3.4 3.3 1.0 7.0 10.0

Total debt 0.0 0.0 0.0 0.0 0.0

Other liabilities 0.2 2.2 0.0 0.0 6.7

Total liabilities 6.5 5.5 1.1 7.0 16.7

Minorities 0.0 0.0 0.0 0.0 0.0

Shareholders equity (1.6) 3.0 43.4 28.2 126.9

Cash flow ($m) FY20A FY21A FY22E FY23E FY24E
Operating cash flow (2.1) (5.8) (13.4) (9.8) 11.6

Maintenance capex 0.0 0.0 (0.3) (0.6) (0.6)

Free cash flow (2.1) (5.8) (13.7) (10.4) 11.0

Growth capex (0.0) (0.0) 0.0 0.0 0.0

Acquisitions/disposals 0.0 0.0 0.0 0.0 0.0

Dividends paid 0.0 0.0 0.0 0.0 0.0

Other cash flow 0.1 (0.9) (2.1) (0.0) (4.0)

Cash flow pre-financing (2.0) (6.7) (15.8) (10.4) 7.0

Funded by equity 1.4 8.7 51.0 0.0 100.0

Funded by cash/debt (0.8) (10.7) (86.2) 10.4 (207.0)

Liquidity FY20A FY21A FY22E FY23E FY24E
Cash conversion (%) 48.3 83.6 164.3 65.5 116.0

Net debt ($m) (1.4) (3.4) (38.6) (28.2) (135.2)

Net debt / EBITDA (x) 0.4 0.5 4.7 1.9 (13.5)

ND / ND + Equity (%) 45.6 917.8 (801.0) n/m n/m

EBIT / Interest expense (x) (11.0) (52.6) 85.5

Valuation FY20A FY21A FY22E FY23E FY24E
EV / Sales (x) n/m n/m n/m n/m n/m

EV / EBITDA (x) (2.9) (1.6) (1.3) (0.7) 1.1

EV / EBIT (x) (2.8) (1.5) (1.2) (0.7) 1.1

P / E (x) (5.4) (6.7) (5.1) 8.0

P / BV (x) 12.7 1.8 2.7 0.6

FCF yield (%) (15.0) (17.8) (13.4) 14.2

Dividend yield (%) 0.0 0.0 0.0 0.0 0.0

Payout ratio (%) 0.0 0.0 0.0 0.0

Weighted shares (m) 0.0 129.4 204.5 261.6 261.6



1 June 2022 Healthcare
Hexima Limited

Wilsons Equity Research Page 3

Commercial case for pezadeftide clinical 
development
 Investment merits

Elegant solution to an intractable problem in dermatology/podiatry. The structure of pezadeftide is based 
on a class of plant host-defence peptides called defensins. Pezadeftide is a hydrophilic antimicrobial 
peptide whose solubility allows it to pass readily through human toenails to reach the source of infection in 
the nail bed. Pre-clinical work demonstrates good distribution across, and accumulation of drug within the 
nails resulting in materially higher rates of drug penetration. The drug is lethal to fungal cells with a 
mechanism of action unlikely to prompt the development of drug-resistance. 

A short treatment course can change the treatment of onychomycosis. The standard of care for 
onychomycosis is either the oral or topical administration of anti-fungal drugs. Oral drugs have the highest 
intrinsic efficacy (~40% cure rates) but are unpopular due to side effects and drug-drug interactions. 
Topical drugs are safer but require long treatment (48 weeks versus 12 weeks) with lower success rates 
(4%-17%). Hexima’s program is targeting a 12-36-week topical treatment course after achieving a 69% 
mycological cure after 6 weeks of daily treatment. We assess this product specification would displace low 
cost generics and the multitude of OTC concoctions available for onychomycosis.

An un-contested, high value branded drug market could await in 2026. Bausch Health Care’s JUBLIA has 
led the branded topical market since launch in 2014. Generic competition is expected to erode JUBLIA from 
2026, the same year we expect FDA may approve pezadeftide. Pezadeftide is the only new chemical entity 
we can see heading towards Phase III development. If Bausch stops promoting JUBLIA in response to 
generics, pezadeftide will face very limited or no branded competition.

Long-dated patent protection and marketing exclusivities. Hexima is protected by granted patents in the 
USA, Europe, Japan and China with expiry dates 2035-2036. As a biologic entity, pezadeftide may also be 
eligible for 12 years’ market exclusivity under the Patient Protection and Affordable Care Act. In future, 
Hexima may pursue paediatric studies to secure an additional six months of patent term exclusivity.

US peak sales estimate of US$250M. Model structure accesses patients from OTC, 1st-line generic and 2nd-
line branded. We model pezadeftide as competitive in all markets where topical solutions are considered. 
Summary results are described in Table 1 below. For each category we have made two fundamental 
assumptions: a) target peak share; and b) an average percentage of patients with adequate insurance 
coverage. Furthermore, we assume compliance is 67% or in dosing terms, on average, patients obtain only 
2 of the 3 bottles indicated. We have assumed pricing of US$300 per bottle on an average wholesale price 
(AWP) basis and assume 40% gross to net deduction in preparing our net sales projections.

Table 1. Pezadeftide model structure and peak net sales estimates

Market segment OTC 1st Line 2nd Line Total

Annual prescriptions (M) 1.1 1.6 0.5 3.2

TAM (US$M) $990M $1,440M $450M $2,880M

Target peak category share 10% 40% 65% 36%

Average payer coverage 60% 55% 65% 58%

Treatment compliance 65% 65% 65% 65%

Peak net sales estimate (US$M) $35M $127M $88M $250M
Source: Wilsons’ estimates

We anticipate Phase IIB data and progression to Phase III pivotal trials this year. In the following section we 
revisit the design of Hexima’s Phase IIB trial and lay out some broad performance metrics. Noting the 
difficulties and caveats with cross-trial comparisons, we also provide a summary of published, Phase III 
efficacy results (mycological, clinical and complete cure rates) for approved agents JUBLIA (efinaconazole 
10%), KERYDIN (tavaborole 5%), PENLAC (ciclopirox 8%), LAMISIL (oral terbinafine) and the 
investigational agent MOB-015 (topical terbinafine). Note that all comparator results on page 5 in Table 2 
were generated from 48 weeks’ daily treatment. Comparator studies were reasonably consistent with 
respect to inclusion criteria, enrolling patients with mild to moderate nature of the onychomycosis at study 
entry. The definition of mycological cure is also standardised across trials. 
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Previewing Hexima’s Phase IIB trial results
 Phase IIB trial (HXP124-ONY-002)

Hexima’s HXP124-ONY-002 trial is a Phase IIB, randomised, double-blinded, vehicle-controlled clinical 
trial1. The trial was designed to examine three dosing strategies using 2.0% pezadeftide versus vehicle. The 
study enrolled 132 subjects and we understand that last patient follow-up occurred in April-22. Top line 
data should be available towards the end of Jun-22 allowing time for data cleaning and primary analysis.   

Results benchmarking

In previous research we have estimated pezadeftide peak sales of US$250M for the US market. The only 
successful branded topical agent to benchmark against is JUBLIA (launched by Valeant and now owned by 
Bausch Health) which achieved peak sales of US$338M from approximately 1M prescriptions. In assessing 
our ‘peak sales’ outlook we estimate 1.5M annual filled prescriptions for pezadeftide which would represent 
50% market share in the topical category and 30% market share more broadly (including oral azoles and 
over the counter alternatives). 

We will be assessing the Phase IIB trial results with reference to a ‘target product specification’ to achieve 
this level of uptake; namely:

• Safety. Pezadeftide appeared to be safe and well-tolerated at all three dose levels in Phase I/IIA 
There were no severe treatment emergent adverse events observed in the 36 subjects treated.

• Short course of treatment with good treatment compliance. The Phase IIB tests dosing periods 
between 13 and 36 weeks (trial design summarised in Figure 2 overleaf). The Cohort 2 schedule (2 
weeks of daily treatment followed by 23 weeks of weekly maintenance) is particularly attractive, 
commercially. If pezadeftide treatment can elicit visible improvements quickly, patients will be more 
likely to continue and complete the course of therapy, maximising their prospects of a cure. Note 
that all approved topical agents are labelled for a 48-week treatment course with daily application.

• Headline mycological cure rate 50%-70%. Recall that in Phase IIA pezadeftide achieved 69% 
mycological cure after only 6 weeks’ treatment. In Figure 1 we have provided two analyses for 
pezadeftide: a) the company reported rate of 69% based on all patients with a positive mycological 
result at screening; b) an adjusted rate of 55%, if patients with a mycological cure at baseline are 
excluded from the analysis. Note, that even on this adjusted basis, the mycological cure rate of 
pezadeftide (at ≥55%) is approximately twice that of all approved agents including oral terbinafine.

• Headline clinical cure rate >20%. The correlation between mycological and complete cure (drawn 
from prior Phase III studies) suggests a clinical cure rate >20% could be achievable with 
pezadeftide (noting 14% of patients achieved 90% clearance after 6-weeks, which should improve 
with time as the toenail continues to grow out with the infectious fungi killed).

• Dose dependency of responses. The Phase IIB dosing cohorts examine a broad range of dose 
exposures from 84 drug applications in Cohort 1 to 211 drug applications in Cohort 3. We’re 
expecting to see mycological and clinical cure rates increase with drug exposure.

Trial design

To be eligible for this study, participants had to be otherwise healthy, aged 18 to 65 years, with 
onychomycosis confirmed by mycological staining and/or culture. The onychomycosis needed to affect at 
least 20% but not more than 50% of one (or both) great toenail(s) as determined by visual inspection after 
the nail had been trimmed. Note this is a narrowed (milder) selection criterion than in Hexima’s Phase I/IIA 
(20%-70%). The study entails three dose cohorts displayed in Figure 2 overleaf:

• Cohort 1. 2 x 6 week once daily treatment with pezadeftide or vehicle. Each treatment period will 
be separated by a 1-week washout period. Treatment periods end in a 27-week treatment-free 
follow up period. 

• Cohort 2. 2 x 6 week once daily treatment separated by a 1-week washout period plus 1 x 23 
week once weekly treatment with pezadeftide or vehicle. Treatment periods end in a 4-week 
treatment-free follow up period.

• Cohort 3. 5 x 6 week once-daily treatment followed by 1 x 1 week once-weekly treatment with 
pezadeftide or vehicle. Treatment periods end in a 4-week treatment-free follow up period.

Figure 1. 12-week mycological 
cure data for pezadeftide. Data 
presented for active (left hand bar) 
and vehicle (right hand bar) arms. 

Source: HXL, Wilsons

1 https://www.anzctr.org.au/Trial/Registration/TrialReview.aspx?id=379733

https://login.wilsonsadvisory.com.au/rsearch/Equity%20Research%20Report%20-%20HXL%20-%209%20December%202021.pdf
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Figure 2. Phase IIB trial design. All cohorts randomised 2:1 (2.0% pezadeftide : vehicle). Note that a one week, treatment-free wash-out period 
separates all planned 6-week daily treatment intervals. 

Source: Hexima, Wilsons

Table 2. Summary results from randomised, vehicle-controlled clinical trials for comparative topical agents

Agent MOB-0152 tavaborole 5%3 efinaconazole 10%4 ciclopirox 8%5

Study NCT02859519 NCT01270971 NCT01302119 NCT01008033 NCT01007708 Study 312 Study 313

Phase III III III III III III III

Tx [follow-up] 
wks

48 [52] 48 [52] 48 [52] 48 [52] 48 [52] 48 [52] 48 [52]

N; Active [vehicle] 246 [119] 399 [194] 396 [205] 575 [187] 575 [187] 110 [109] 118 [117]

Demographics 84.1% male 81.2% male 81.6% male 74.5% male 80.0% male No data No data

Median age 55 yrs 53 yrs 55 yrs 54 yrs 52 yrs No data No data

Nail involvement 
[inclusion range]

NR† [20%-60%] NR [20%-60%] NR [20%-60%]
36.7% [20%-

50%]
36.2% [20%-

50%]
NR [20%-65%] NR [20%-65%]

Complete cure; 
Active [vehicle]

4.5% [0.0%]* 6.5% [0.5%]* 9.1% [1.5%]* 17.8% [3.3%]* 15.2% [5.5%]* 5.5% [0.9%]* 8.5% [0.0%]*

Mycological cure; 
Active [vehicle]

69.9% [27.7%]* 31.1% [7.2%]* 35.9% [12.2%]* 55.2% [16.8%]* 53.4% [16.9%]* 28.6% [13.3%]* 34.5% [8.8%]*

Clinical efficacy; 
Active [vehicle]

19.1% [8.4%] 26.1% [9.3%]* 27.5% [14.6%]* 35.7% [11.7%]* 31.0% [11.9%]* No data No data

AEs; Active 
[vehicle]

47.2% [51.3%] 64.4% {69.9%] 57.5% [54.0%] 66.0% [64.5%] 61.0% [58.5%] No data No data

Disc AEs; Active 
[vehicle]

2.8% [4.2%] 0.3% [1.0%] 0.5% [0.5%] 3.2% [0.5%] 1.9% [0.0%] No data No data

Complete cure defined as 0% clinical involvement of the target toenail and mycological cure.
Mycological cure defined as negative potassium hydroxide examination and negative fungal culture of target toenail samples.
Clinical efficacy defined as <10% clinical involvement of target toenail. 
NR – data not reported
* denotes a statistically significant result

† In the MOB-015 Phase III trial median clinical involvement at baseline was not reported but 79.7% patients had toenail involvement of ≥25% to ≤50%.

Moberg’s European Phase III trial for MOB-015 was a non-inferiority design versus 8% ciclopirox (MICLAST). Study enrolled 452 patients. Complete cure of 
target toenails at 52 weeks was achieved in 1.8% of patients receiving MOB-015 and in 1.6% of patients receiving ciclopirox. Mycological cure was achieved 
in 84% percent of patients for MOB-015, superior to 42% for ciclopirox. Treatment success (mycological cure and almost or completely clear great toenail) 
was reached for 21.9% of the MOB-015 patients versus 18.9% in the ciclopirox group. The study confirmed early onset of action with 46% of patients 
mycologically cured at 12 weeks.

Source: As referenced, Wilsons

2 Gupta. A. K. et al. (2020) Efficacy and safety of topical terbinafine 10% solution (MOB-015) in the treatment of mild-to-moderate distal subungual onychomycosis: A 
randomized, multi-center, double-blind, vehicle-controlled phase 3 study J. Am. Acad. Dermatology https://doi.org/10.1016/j.jaad.2020.06.055
3 Elewski, B. E. et al. (2015) Efficacy and safety of tavaborole topical solution 5% a novel boron-based antifungal agent for the treatment of toenail onychomycosis: results 
from 2 randomised Phase III studies J. Am. Acad. Dermatology 73: 62 – 69.
4 Elewski, B. E. et al. (2013) Efinaconazole 10% solution in the treatment of toenail onychomycosis: Two phase III multicenter, randomized, double-blind studies J. Am. Acad. 
Dermatology http://dx.doi.org/10.1016/j.jaad.2012.10.013
5 Aventis Pharma. Penlac monograph. df.hres.ca/dpd_pm/00015736.pdf
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 Phase III campaign considerations/assumptions

Two randomised, multicentre, vehicle-controlled Phase III trials to enroll approximately 
1,200 patients (2 × 600).

Primary efficacy endpoint. Complete cure at 52 weeks is the established predicate for approval in this 
indication. Two identical Phase III studies constitute the minimum, but sufficient, evidentiary basis for 
approval with that precedent set by existing approved agents (efinaconazole, terbinafine, tavaborole and 
ciclopirox). We would expect inclusion and exclusion criteria to resemble those chosen for Hexima’s Phase 
IIB: adult subjects with mild to moderate disease. Onychomycosis trials also often exclude patients with 
excessively thick nail plates (> 3mm) or with comorbidities including uncontrolled diabetes, peripheral 
circulatory insufficiency or immunodeficiency.

Secondary efficacy endpoints. Key secondary efficacy measures are likely to include:

• Mycological cure at week 52 (negative direct KOH microscopy AND negative fungal culture of 
dermatophytes of the nail). Note that the gold standard definition of KOH microscopy and fungal 
culture is controversial. KOH staining has a false negative rate ranging from 5%-15% and may 
lead to false positive efficacy signals because live fungal cells are indistinguishable from dead 
onesError! Bookmark not defined.. Fungal cultures take up to four weeks to yield results and are associated 
with 30%-57% sensitivity6. Hexima’s Phase III is likely to retain gold standard analytical 
approaches to assist benchmarking versus other agents. 

• Complete or almost complete cure (defined as ≤5% but ≥0% infection in the target nail using 
digital assessment) AND mycological cure.

• Clinical efficacy defined as 0% to ≤10% area of infection.

• A change in clear nail surface area ≥20% from baseline.

Sample size. Individual registration studies to date have recruited up to 762 patients each (efinaconazole) 
but as few as 220 (ciclopirox). Ultimately this will be informed by the efficacy signals observed in Phase IIB 
and the dosing strategy selected for Phase III development. A 2:1 randomisation plan is common. Given the 
long treatment and follow-up phase, trial sizing often anticipates and accommodates drop-out rates of at 
least 20%. Our expectation is two 600-pt trials (800pts on pezadeftide; 400 pts on vehicle).

Safety endpoints. Similar safety and tolerability analyses to those in Phase IIB: 

• incidence and severity of AEs and SAEs; 

• treatment discontinuations; 

• changes in clinical laboratory tests from baseline over time; 

• incidence of treatment emergent abnormal laboratory tests; 

• incidence of application site reactions (burning/stinging, induration/oedema, oozing/crusting, 
pruritis, erythema, pain and local irritation); 

• changes in vital signs (systolic and diastolic blood pressures, respiratory rate, heart rate and 
body temperature) and 12-lead ECGs; 

• pharmacokinetic and/or pharmacodynamic parameters.

6 Gustafson, E. et al. (2019) DNA-based detection for onychomycosis correlates better to histopathology than does fungal culture. Dermatol. Online J. 15: 25 – 27.
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Valuation implications
 Notional 40% uplift on Phase IIB de-risking event

We use a sum of the parts (SOTP) approach to value Hexima with a focus on pezadeftide commercialisation 
in the USA and Japan. Our SOTP valuation comprises: 

• Real options analysis of independent commercialisation of pezadeftide in the USA from FY26e;

• Real options analysis of an exclusive licensing transaction with a Japanese Pharma under which 
Hexima stands to receive milestone and royalty payments.

Table 3. Sum-of-the-parts (SOTP) valuation for Hexima only considers US and Japanese rights to pezadeftide for the treatment of 
onychomycosis.

Source: Wilsons

Price targets sensitive to de-risking events and financing assumptions. Our risked valuation of $0.75 per 
share is attenuated by certain risk probabilities in relation to clinical trials, regulatory approvals and market 
access assumptions. We have also made assumptions relating to sources of capital to finance the planned 
Phase III trial campaign considering equity issuance and non-dilutive options (venture debt and partnering 
income both feasible). In our Dec-21 initiation of coverage we assigned a 70% probability of success for the 
Phase IIB study. Setting this probability to 100% (in the event of a clean, successful trial readout) would lift 
our overall risked price target to $1.07 per share (42% uplift) with all else equal. These de-risking events 
are illustrated in Tables 4 and 5 noting that the Phase IIB trial risk plays into both US and Japanese 
valuations. 

Table 4. Real-options framework for US commercialisation (de-risked for Phase IIB success).

Source: Wilsons

Table 5. Real-options framework for Japanese partnering (de-risked for Phase IIB success).

Source: Wilsons

Further upside from Japanese transaction, Phase III success, approvals and market access. Adjusting the 
“Partnering” risk in Table 5 would add a further $0.11 (+8%) to price target. The actual impact to valuation 
would likely be much more considering the value of independent third-party validation and offsetting 
capital requirements (assuming a modest upfront licensing payment). Setting all success probabilities to 
100% yields an un-risked valuation of $2.43 per share implying pezadeftide value of ~$560M.

Valuation component Risked valuation (A$M) Unrisked valuation (A$M)
US pezadeftide commercialisation 131.9        Real options analysis on FY26 independent product launch 449.9
JP partnering optionality 42.7        Real options analysis of FY24 exlusive licensing transaction 114.2

Equity value (A$M) 174.6 564.1
Price target (A$/share) 0.75 2.43

Comments

pezadeftide - USA
Phase IIB Phase III FDA approval Market Access

Estimated probabilities (p) 100% 65% 85% 85%
Estimated timing 1/03/2022 30/12/2024 30/12/2025 23/02/2026
R&D costs (A$m) - 30.0 20.0 -
S+ (upside values, A$m) 223.9 451.4 584.2 697.2
S- (salvage values) - - - -
S (start of phase value) 229.3 223.9 451.4 584.2

Real option values (A$m) 188.4 184.0 431.4 584.2

pezadeftide - Japan
Phase IIB Partnering PMDA approval Market Access

Estimated probabilities (p) 100% 75% 85% 79%
Estimated timing 1/03/2022 30/12/2024 30/12/2025 23/02/2026
R&D costs (A$m) - - - -
S+ (upside values, A$m) 59.6 104.2 134.8 172.9
S- (salvage values) - - - -
S (start of phase value) 61.0 59.6 104.2 134.8

Real option values (A$m) 61.0 59.6 104.2 134.8

US valuation predicated on an 
FY26e NPV of pezadeftide after tax 
cash flows of ~$700M. SOTP 
component valuation adjusts for 
risks at each stage of development 
and $50M R&D expense. 

Japanese valuation predicated on 
an FY26e NPV of pezadeftide after 
tax cash flows of ~$173M. 
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Disclaimers and Disclosures
| Recommendation structure and other definitions

Definitions at wilsonsadvisory.com.au/disclosures.

| Analyst certification

Each analyst of Wilsons Advisory and Stockbroking Limited (ACN 010 529 665: AFSL 238375) (“Wilsons”) whose name appears in this research 
certifies that (1) the recommendations and opinions expressed in this research accurately reflect the analyst’s personal, independent and objective views 
about any and all of the subject securities or issuers; (2) no part of the analyst’s compensation was, is, or will be, directly or indirectly, related to the 
specific recommendations or views expressed by the analyst in the research; and (3) to the best of the analyst’s knowledge, he/she is not in receipt of 
material non-public information about the issuer.

| Disclaimer

This document has been prepared by Wilsons. This communication is not to be disclosed in whole or part or used by any other p arty without Wilsons’ 
prior written consent. All material presented in this document, unless specifically indicated otherwise, is under copyright to Wilsons. None of the 
material, its content, nor any copy of it, may be altered in any way, transmitted to, copied or distributed to any other party, without the prior express 
written permission of Wilsons. This document is not directed to, or intended for distribution to or use by, any person or entity who is a citizen or resident 
of or located in any locality, state, country or other jurisdiction where such distribution, publication, availability or use would be contrary to law or 
regulation or which would subject Wilsons to any registration or licensing requirement within such jurisdiction.

This document is being supplied to you solely for your information and no action should be taken on the basis of or in reliance on this document. To the 
extent that any information prepared by Wilsons contains any financial product advice, it is general advice only and has been prepared by Wilsons 
without reference to your objectives, financial situation or needs. You should consider the appropriateness of the advice in light of your own objectives, 
financial situation and needs before following or relying on the advice. You should also obtain a copy of, and consider, any relevant disclosure document 
before making any decision to acquire a financial product. Please refer to Wilsons’ Financial Services Guide for more information: 
wilsonsadvisory.com.au/disclosures. Any person, before acting on any advice contained within this communication, should first consult with a Wilsons 
investment adviser to assess whether the advice within this communication is appropriate for their objectives, financial situation and needs. Those acting 
upon such information without advice do so entirely at their own risk.

This document provided by Wilsons is current as at the date of the issue but may be superseded by future publications. Wilsons assumes no obligation 
to update the information or advise on further developments relating to the company or companies covered in this document (“Companies”) or relevant 
financial products. Wilsons has not independently verified all of the information given in this document which is provided at a point in time and may not 
contain all necessary information about the Companies. Wilsons makes no warranty, express or implied, concerning any information prepared by 
Wilsons. Wilsons expressly disclaims (1) any implied warranty of merchantability or (2) fitness for a particular purpose, including any warranty for the 
use or the results of the use of any information prepared by Wilson s with respect to their correctness, quality, accuracy, completeness, reliability, 
performance, timeliness, or continued availability. Wilsons’ research content should be viewed as an additional investment resource, not as your sole 
source of information. To the fullest extent permitted by law Wilsons, its related bodies corporate and their respective officers, directors, employees or 
agents, disclaim any and all liabilities for any loss or damage howsoever arising in connection with the use of this document or its contents. Past 
performance does not necessarily indicate a financial product’s likely future performance.

This document may contain “forward-looking statements”. Forward-looking statements, opinions and estimates provided in this document are based on 
assumptions and contingencies which are outside the control of Wilsons and are subject to change without notice (including but not limited to economic 
conditions, market volatility and company-specific fundamentals), and therefore may not be realised in the future.

This report does not constitute an offer or invitation to purchase any securities and should not be relied upon in connection with any contract or 
commitment whatsoever.

https://wilsonsadvisory.com.au/disclosures
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| Regulatory disclosure

Wilsons restricts research analysts from trading in securities for which they write research. Other Wilsons employees may hold interests in the company, 
but none of those interests are material. Wilsons further advises that at the date of this report, neither Wilsons Advisory and Stockbroking Limited or 
Wilsons Corporate Finance Limited have any material interests in the company. Wilsons Corporate Finance Limited ACN 057 547 323, AFSL 238 383
 acted as Joint Lead Manager in the October 2021 Institutional Placement
 of Hexima Limited securities for which it received fees or will receive fees
 for acting in this capacity. 

Wilsons Advisory and Stockbroking Limited may have a conflict of interest which investors should consider before making an investment decision. 
Wilsons Advisory and Stockbroking Limited, Wilsons Corporate Finance Limited and its related bodies corporate trades or may trade as principal in the 
securities that are subject of the research report. Wilsons further advises that at the date of this report, neither Wilsons Advisory and Stockbroking 
Limited or Wilsons Corporate Finance Limited have any material interests in the company. Wilsons restricts research analysts from trading in securities 
for which they write research. Other Wilsons employees may hold interests in the company, but none of those interests are material. 

| Wilsons contact

For more information please phone: 1300 655 015 or email: publications@wilsonsadvisory.com.au
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