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Disclaimer
This presentation has been prepared by Ellex Medical (Ellex, ELX: ASX). While the information in this presentation
has been prepared in good faith and with reasonable care, no representation or warranty, express or implied, is made
as to the accuracy, adequacy or reliability of any statement, estimates, opinions or other information contained in the
presentation. This presentation may contain forward looking statement. These forward-looking statement have been
made based upon Ellex’s expectations and beliefs concerning future developments and their potential effect on Ellex
(and it’s controlled entities) and are subject to risks and uncertainty which are, in many instances, beyond Ellex’s
control. No assurance is given that future developments will be in accordance with Ellex’s expectations. Actual
results could differ materially from those expected by Ellex. This presentation does not constitute an offer to sell or a
solicitation of an offer to purchase any security or financial product or service. Any such offer or solicitation shall be
made only pursuant to a Product Disclosure Statement, Information Memorandum, Prospectus or other offer
document relating to a financial product or service. Past performance is not necessarily indicative of future results
and no person guarantees the performance of any financial product or service or the amount or timing of any return
from it. There can be no assurance that the financial product or service will achieve any targeted return, that asset
allocations will be met or that the financial product or service will be able to implement its investment strategy and
investment approach or achieve its investment objective. The information contained in this presentation is not
intended to be relied upon as advice to investors or potential investors, who should consider seeking independent
professional advice depending upon their specific investment objectives, financial situation or particular needs.
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Our Business
Today, over 35,000 Ellex ophthalmic laser and ultrasound systems are in use
around the globe; and we have sold over 20,000 consumable devices to treat
patients with glaucoma
• Our network of over 50 distributors in over 100 countries provides us with an
ability to efficiently and effectively market and sell our innovative treatments and
technologies to ophthalmologists globally
• Ellex now offers breakthrough treatments across a range of eye pathologies,
including glaucoma, diabetic eye disease, secondary cataract, age-related
macular degeneration (AMD) and vitreous opacities
• The major growth opportunities for Ellex sit within its glaucoma and age-related
macular degeneration (AMD) segments
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Our Business
82m people worldwide
with glaucoma

107m people worldwide
with diabetic retinal disease
Glaucoma
US $4.6bn

122m people with
early age-related
macular degeneration

AMD
US $5.1bn

Retinal
Disease
US $1.9bn

Cataract
US $3.3bn

25.3m
cataract operations
performed per year

Today most of these markets are dominated by pharmaceutical treatments. Ellex currently markets and sells medical devices within
each of these different segments that aims to replace current pharmaceutical treatments.
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Our Strategies
1.

Ellex Laser & Ultrasound: we will continue to provide a strong base for our business
using our well-known industry heritage and strong market position through a
combination of technological innovation, new product releases, marketing and cost
management to drive growth in both sales and earnings.

2.

Ellex iTrack: we will leverage the Ellex Laser & Ultrasound base to exploit the
proprietary, comprehensive and rejuvenative method of action of the Ellex iTrack™
surgical system to deliver sales growth and ultimately earnings in the very fast-growing
MIGS market.

3.

Ellex 2RT® for iAMD: using the trusted Ellex ophthalmic laser brand, we will aim to
make Ellex 2RT® nanopulse laser therapy the standard of care for the +25 million
people worldwide with intermediate AMD (iAMD).

In the long term, these strategies will provide our shareholders with material returns.
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Our Strategies - Glaucoma
Ellex is the only ophthalmic company globally with products to treat
across the full spectrum of the glaucoma disease process.

EARLY

LASER

INTERMEDIATE

MIGS*

LATE

SURGERY

Treating both Angle Closure and
primary open angle glaucoma

MEDICATION AS AN ADJUNCT TREATMENT, AS REQUIRED

*MIGS – minimally invasive glaucoma surgery
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Our Strategies - Glaucoma
• Two major trends driving growth in Ellex glaucoma products:
(1) Market shift from eye drops to SLT (laser) treatment in early patients and
(2) Widespread adoption of MIGS
• Glaucoma market expected to grow from US$4.9bn to US$5.3bn in 2022, driven by a
~six fold expansion of MIGS/SLT at cost of pharma (eye drops)
• Our strategy is to grow and strengthen our strong laser position globally, and materially
expand our MIGS position with iTrack™ through enhancements of product marketing,
and growth in experience & productivity of our sales team
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Our Strategies – AMD
Ellex is the only ophthalmic company globally with a laser-based intervention
in intermediate AMD (iAMD) which has shown clinical efficacy in a large,
randomized controlled clinical study, the LEAD study.

AMD
Progression over time
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No approved
Treatments
(AREDS vitamins
recommended)

No approved
treatments

EARLY STAGE
66% of all AMD patients

INTERMEDIATE STAGE
27% of all AMD patients
LATE STAGE
7% of all AMD patients; only ~50%
treatable = US$5bn market in 2016)

2.6m patients annually in the USA
15m patients in approved markets

Health of retina and macula

Our Strategies – AMD
2RT® intervention to prevent blindness
Morbidity

Normal Vision

AMD progression
without Ellex 2RT®
2RT® slows AMD
progression by 77%

2RT®
application

Defer CNV / GA

Visual difficulty

GA with vision loss, or
CNV requiring antiVEGF injection

Blindness

t1

75 years old
Detection

Indication of retinal health failing, as shown in retinal imaging

GA/CNV
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Our Strategies - AMD
1.

Our short term strategy is to increase our
European, Australian and NZ footprint,
where Ellex 2RT® is approved for iAMD
(leveraging LEAD)

2.

Our medium term strategy (<12 months) is to
identify a pathway from the FDA for
registration of Ellex 2RT® in the United
States

3.

Our long term strategy is to receive US FDA
clearance, and become the standard of care
treatment for iAMD in all approved markets

ELLEX 2RT® LASER
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FY18 Operating Highlights
• Expanded China footprint for Ellex iTrack ™ - only approved MIGS
• Raised $23.6M in additional capital from share placement & SPP
• Major expansion of Ellex iTrack™ sales and marketing in the USA & other markets
• Increased production capacity and invested into product development for iTrack™ surgical system

• Strengthened Board with appointment of two highly experienced US Medical Device Executives
• Mike Southard – 25 years with world’s largest ophthalmology company, Alcon
• Mike Mangano – 23 years in devices; President of ReShape Medical & Sirtex Medical, Inc.

• Executed major facility upgrades in Adelaide, Australia and Fremont, California – on time and
on budget
• Strengthened Ellex’s corporate structure to meet long term growth objectives and enhance
culture
• Improved sales force cross-selling synergies, particularly in rapidly growing glaucoma
franchise
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FY18 Financial Results
Constant currency (cc)1 sales growth of 13% to
$79.1M compared to prior corresponding period
(pcp), driven by:
• 39% cc growth in Ellex iTrack ™ sales to $11.4M
(incl. 48% growth in USA)
• 10.4% cc growth Laser & Ultrasound sales to
$67.5M

$4M improvement in
operating cash flow to
$0.5M versus pcp

Group EBITDA loss of $1.2M comprised of:
•
•
•
•
1

Lasers & Ultrasound EBITDA of $8.3M
Ellex 2RT® loss of $1.0M
Ellex iTrack ™ loss of $5.1M
Corporate costs of $3.4M (lower than pcp)

Constant currency (cc) was determined by converting FY18 at FY17 average A$ exchange rates for USD, EUR, YEN

Cash at bank of $23.1M
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FY18 Financial Results – Ellex iTrack™
Strong performance at the unit
level, with 31% growth versus pcp

12 months to 30 June in US$
2017

2018

Growth

USA

4,347

6,392

47%

China

1,165

1,550

33%

Rest of world

4,143

4,695

13%

9,655

12,637

31%

USA

3,604,816

5,322,153

48%

China

555,000

752,250

36%

2,046,254

2,456,505

20%

6,206,070

8,530,908

38%

Units:

• Revenue growth in US$ outpaced volumes
due to beneficial mix effects (higher
volumes in US market)
• Pricing remained stable
• Available reimbursement remained strong
• Gross margin (ex-labour) showed
significant improvement (84% v 78% in
pcp) – mix benefits
1

Constant currency (cc) was determined by converting FY18 at FY17 average
A$ exchange rates for USD, EUR, YEN

US$ sales revenue:

Rest of world
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FY18 Financial Results – Ellex iTrack™
Strong growth in re-orders from US clinicians, highlighting greater adoption
and throughput at the centre level
• New account orders comprise 15% of
mix (compared to 9% FY17)

ELLEX iTRACK™ USA SALES REVENUE
3,000,000

• 39% growth in reorders compared with
pcp

2,500,000
2,000,000

• Gross margin (ex-labour) showed
significant improvement (84%
compared to 78% in pcp) – mix
benefits
• 17 USA sales reps in place
1

Constant currency (cc) was determined by converting FY18 at FY17 average A$
exchange rates for USD, EUR, YEN

1,500,000
1,000,000
500,000
H1FY17

H2FY17
Reorder

H1FY18
New

H2FY18
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FY18 Financial Results – Lasers & Ultrasound
Segment revenue CAGR over FY13-FY18 of 8%
Strong performance from Tango™
and Tango Reflex™ SLT lasers to
treat glaucoma, with growth of 41%
to $3.0M compared to pcp
•

•

•

•

Improved adoption in USA of SLT
in place of pharmaceutical
interventions (eye drops)
Launch of Ellex Tango Reflex™
provides added floater indication

Retinal disease lasers, principally to
treat diabetic eye disease grew
10% to $14.6M, reflecting higher
volumes albeit lower pricing due to
competitive pressures

•

Cataract and vitreous opacity
laser sales declined 16% to
$16.3M, resulting from
clinicians electing to purchase
Ellex Tango Reflex™ to treat
opacities and subsequent
product cannibalisation of
Ellex Ultra Q™
Diagnostic ultrasound sales
declined 25% to $6.8M,
reflecting purchasing delays
ahead of new product
introductions planned for
FY19

ELLEX LASER & ULTRASOUND REVENUE BY DISEASE (A$)
35,000,000
30,000,000

A$ Revenue

•

25,000,000
20,000,000
15,000,000
10,000,000
5,000,000
Diagnostic
Ultrasound

Glaucoma
Laser (SLT)

FY17

Cataracts and Retina disease
vitreous
opacities

FY18
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2RT® for Intermediate AMD
• Ellex released the LEAD clinical results in September 2018
• LEAD was the first ever study to show a significant efficacy effect in an
iAMD population
• Over three-quarters of patients treated every six months exhibited a
77% reduction in the rate of progression to late stage AMD over 3
years, with no safety concerns

76%
of patients

• This result is highly clinically meaningful and the treatment effect in
these patients was remarkable

• In markets with regulatory approval, this represents an annual
addressable market opportunity of 15 million patients
• Other than 2RT ® there are currently no regulatory approved treatments
for patients with early or iAMD – significant first mover advantage
• 2RT® is underpinned by robust patent position until at least 2035, and no
applicability of existing competitive lasers to treat AMD

77%
Reduction in
progression rate
to late AMD

18

2018 ANNUAL GENERAL MEETING

Presentation of LEAD Study
Significant physician education and marketing campaign at AAO, Chicago
(~25,000 attendees) and EURETINA, Vienna (~5,000 attendees)
• Hosted an AAO Roundtable with experts in AMD to generate enduring educational
content for clinicians

Prof. Andrea Cusumano
(Italy), ophthalmologist to
the Pope, shares his
clinical experience with
2RT®

Roundtable discussion at
AAO featuring a panel of
leading AMD researchers
and Ellex CMO, Dr. David
Lubeck
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Presentation of LEAD Study
Major focus on practice development via patient education and referral tools
• Online tools to capture significant patient traffic i.e. www. Retinal-Rejuvenation.com

20

2018 ANNUAL GENERAL MEETING

2RT® Next Steps – EU, AUS, NZ
• Since 2014, Ellex has European (CE Mark) clearance for 2RT® in the
treatment of early AMD
• Limited installed base in Europe, as clinicians were waiting for LEAD data
• Since LEAD, our strategies in these three markets have focused on:
•
•
•
•

Generating support from Key Opinion Leaders
Driving education and awareness programs at the clinician and patient level
Training our key sales and marketing staff and distributors on LEAD data
Establishing 2RT® centres of excellence at key academic sites across Europe

• Ellex anticipates significant interest generated post LEAD data to translate
to materially higher revenues in FY19 and beyond

21

2018 ANNUAL GENERAL MEETING

2RT® Next Steps - USA
• Ellex 2RT® has clearance for 2RT® in Clinically Significant Macular Edema (CSME), but not
iAMD
• To allow Ellex to promote and sell 2RT® on-label in the USA for iAMD requires an additional
claim on its approved label (to include iAMD)
•

Prioritized engagement with FDA to understand requirements for regulatory clearance

• One of three outcomes likely (most desirable to least desirable):
1. Approvable, based on LEAD clinical data
2. A second registration-directed clinical study, replicating LEAD study endpoints – multi
modal imaging (MMI)
3. A second registration-directed clinical study, only using accepted FDA endpoints for
AMD studies – visual acuity (VA)

• In parallel, Ellex is examining whether or not 2RT® may qualify for some of the recently
announced accelerated FDA approval pathways
• FDA registration pathway is expected to be defined during CY19
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FY19 Trading Update
• 4 month group sales to 31 October have increased 27% to $24.7M [17% on constant
currency (cc)1]
• Sales growth driven by key glaucoma franchise comprising Ellex iTrack ™ and SLT laser
portfolio (Ellex Tango ™ / Ellex Tango Reflex ™ )
• Ellex iTrack™ USA sales were up 38% (+26% cc) to $2.2M, China sales were up 38% cc, sales in
the rest of the world were flat in constant currency
• Rest of world sales growth temporarily impacted by pending takeover by Hoya Corporation of
German distributor
• Worldwide Ellex Tango™ and Tango Reflex™ sales were up 39% (+25% cc) to $8.9M

• Sales and marketing expansion of Ellex iTrack ™ continues with 18 sales reps and 4
clinical trainers in place, revenue from new account has grown 21% (compared to FY18)
• First four months of FY19 for Ellex 2RT® delivered revenue of $0.6M compared with
$0.1M pcp
1

Constant currency (cc) was determined by converting 4 month FY19 at 4 month average FY18 A$ exchange rates for USD, EUR, YEN
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Outlook
Ellex remains on track to grow group sales and deliver an improved operating
result in FY19 subject to global economic conditions and foreign exchange rates
• Multi-product glaucoma segment will remain the primary driver of sales growth in
FY19
• Ellex iTrack ™ will show continued growth in FY19, with an improved operating result
expected as sales and marketing investments made in FY18 crystallise
• Ellex Laser & Ultrasound segment growth expected due to continued clinical
adoption of Ellex Tango ™ / Ellex Tango Reflex ™ in glaucoma disease management
• Based on LEAD clinical results, Ellex 2RT® sales are expected to grow significantly,
albeit off a low base
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Contacts
TOM SPURLING

MARIA MAIELI

DR. TOM DUTHY

CEO

CFO &
Company Secretary

Investor Relations &
Corporate Development

W: +61 8 7074 8200

M: +61 402 493 727

E: mmaieli@ellex.com

E: tduthy@ellex.com

M (USA) : +1 510 504 1267
M (AUS) : +61 417 818 658
E: tspurling@ellex.com

For more information visit www.ellex.com
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QUESTIONS/DISCUSSION

