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Delivering independent investment research to investors on Australian
biotech, pharma and healthcare companies
Extract from Bioshares –

Anteris – Positive Data from First Five Patients
in 15 Patient Pilot Study

Anteris Technologies (AVR:$3.75) is commercialising a novel heart valve for the treatment of aortic stenosis. The DurAVR valve is novel because it’s formed as a single piece,
in contrast to how separate leaflets are structured to form other aortic replacement valves.
The aim of the 3D DurAVR valve program is to develop a valve that is more durable than
current devices and achieves superior hemodynamic performance. Anteris' ADAPT anticalcification tissue processing technology offers the potential for heart valves to be
implanted in younger patients. This durability benefit relates to ADAPT’s superior ability
to strip bovine or porcine pericardium of cellular DNA, significantly resisting the tendency to calcify. Evidence has accumulated that shows no calcification in ADAPT treated
tissue more than ten years after treatment.
Anteris’ novel 3D single piece design is already showing improvements in hemodynamics,
according to data emerging from a 15 patient trial of the DuAVR valve at the Universitys
Hospitals, Leuven, Belgium, for which the principal investigator is Professor Bart Meuris.
The single piece design is closer in shape to native heart valves, which allows for more
natural motion of the leaflet, has an 85% increase in coaptation area and a 35% reduction
in leaflet stress according to Meuris. (Coaptation refers to the way in which the leaflets fit
together. Incomplete coaptation results in regurgitation.)
The outcomes of the trial will be two hemodynamic measures at six months, mean pressure gradient and EOA (effective orifice area).
PCR London Valves
At a recent PCR London Valves e-session for the Best Innovation session, Professor Bart
Meuris was one of three surgeons invited to present on a current innovation.
Meuris presented data for five patients at discharge who have been implanted with
Anteris Technologies' 3D DurAVR valve. While the eventual goal is to have the 3D
DurAVR valve implanted using a catheter, the current trial has the patients being implanted using conventional open surgery methods. A sixth patient has been successfully implanted, however, data for that patient was not included.
The table that follows (next page) records peak gradient, mean gradient and EOA for
these patients, along with selected data from trials of two competing TAVR devices,
Medtronic's Corevalve Evolut and Edward Life Sciences’ Sapien device.
Mean (pressure) gradient is a measure of blood pressure. EOA is a measure of the openness of the valve. The data for these devices is relevant because it is expanding the
opportunity for aortic heart valves to be implanted in younger patients and at the same
time increasing the appeal of TAVR devices relative to surgically implanted devices.
Continued over
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The Corevalve Evolut TAVR arm was superior to the surgical arm
achieving better measures for mean gradient and EOA at two years
post-implant. ELS's PARTNER 3 trial did not deliver as strong a
difference for its Sapien device, between the TAVR arm and the
surgical arm at two years for hemodynamics; the mean gradient
figure of 11.8 mmHg was superior in the TAVR arm, compared to
13.6 mmHg in the surgery arm, with both arms recording an EOA of
1.7 at two years. (Note however that the primary endpoint at two
years was met, which was mortality, stroke or re-hospitalisation of
11.5% in the TAVR arm being superior to 17.4% in the surgery
arm.)

Professor Meuris said that the second patient in the study had
“high gradients because it had a very narrow aortic annulus, of 18
to 19 mm, which meant it was to be expected that they would have
slightly higher gradients.”

Bioshares

What is distinctive about the data emerging from the trial of the
3D DurAVR valve is the strong trend towards normal values, or
healthy human measures, with obvious differences emerging between the 3D DurAVR valve and the TAVR trial data for the
Corevalve Evolut and Sapien valves.
Aortic valve mean gradients in healthy humans are 5 or less. Across
five patients, DurAVR has achieved mean gradients (in units of
mmHg) at discharge of 5, 15, 6, 7 and 4, respectively, and an average of 7. In contrast, for TAVR-implanted Corevalve Evolut's mean
gradient at one month was 8.4 and for the Sapien device, 12.8.

EOAs in healthy humans range from 3.5 cm2 to 4 cm2 . For the five
implanted patients, DurAVR has achieved EOAs of 2.9 cm2 , 1.5
cm2 , 3 cm2 , 2.3 cm2 , and 2.5 cm2 respectively, with an average of
2.4. cm2 . Corevalve Evolut's EOA at one month was 2.2 cm2 and
Sapiens was 1.8 cm2 .
Meuris concluded his presentation stating “there is still an issue
with long term durability and hemodynamics in the current devices that we are using now. We are in the process doing this firstin-man study, looking at the feasibility of this single 3D pericardial
valve, with ADAPT technology incorporated into it. The results
show for the moment, excellent hemodynamic behaviour, with very
low gradients, high effective orifice values and low velocities.
This technology is very well suited for later development into
clinical use a tanscatheter device.”
Summary
In a small number of patients, the 3D DurAVR valve is producing
evidence of being highly competitive against two leading valves.

Selected Discharge TTE Data for Five Patients Surgically Implanted
with Anteris DurARV 3D Valve, October 2020
Valve
Peak gradient
Size
(mmHg)
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Mean gradient
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5
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8.4
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2.2
2.2

44.2
10.5
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0.9
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2.0

49.4
12.8
11.8

0.8
1.7
1.7

48.3
11.2

0.8
1.8

13.6

1.7

Average
Selected Echocardiography Comparator Data
Healthy human
Leuven Hospital Registry (1,400)

23

Corevalve Evolut TAVR arm
baseline
at 1 month
at 2 years
Corevalve Evolut Surgery arm
baseline
at 1 month
at 2 years
Sapien PARTNER 3, TAVR Arm
baseline
at 1 month
at 2 years
Sapien PARTNER 3 Surgery Arm
baseline
at 1 month
at 2 years

Should these positive results from the
first five patients be repeated with the
remaining patients in the trial, the
company's confidence in initiating a
feasibility study of the 3D DurAVR
implanted by catheter (TAVR) will be
boosted considerably.
An unknown aspect of 3D DurAVR
TAVR device is how surgeons will
adapt to a new technique required to
implant the device.
An outstanding issue for the company is its low cash balance, which
stood at $4.8 million at September 30,
2020, and a Survival Index of 0.3. (See
Bioshares 867)
Anteris Technologies is capitalised
at $22 million.
Bioshares recommendation:
Speculative Hold Class B

Bioshares

Medtronic Corevalve data is for patients with echocardiograph data
Sources: Anteris Technologies, Meuris presentation at PCR Valves London 2020
Popma et al, N Engl J Med 2019; 380:1706-1715; Mack et al, N Engl J Med 2019;380:1695-705
https://www.acc.org/education-and-meetings/image-and-slide-gallery/media-detail?id=8a466af94dc2424bb8957265b09122d9
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How Bioshares Rates Stocks
For the purpose of valuation, Bioshares divides biotech stocks into
two categories. The first group are stocks with existing positive cash
flows or close to producing positive cash flows. The second group are
stocks without near term positive cash flows, history of losses, or at
early stages of commercialisation. In this second group, which are
essentially speculative propositions, Bioshares grades them according
to relative risk within that group, to better reflect the very large
spread of risk within those stocks. For both groups, the rating “Take
Some Profits” means that investors may re-weight their holding by
selling between 25%-75% of a stock.
Group A
Stocks with existing positive cash flows or close to producing positive cash
flows.
Buy
CMP is 20% < Fair Value
Accumulate CMP is 10% < Fair Value
Hold
Value = CMP
Lighten
CMP is 10% > Fair Value
Sell
CMP is 20% > Fair Value
(CMP–Current Market Price)

Group B
Stocks without near term positive cash flows, history of losses, or at
early stages of commercialisation.
Speculative Buy – Class A
These stocks will have more than one technology, product or
investment in development, with perhaps those same technologies
offering multiple opportunities. These features, coupled to the
presence of alliances, partnerships and scientific advisory boards,
indicate the stock is relative less risky than other biotech stocks.
Speculative Buy – Class B
These stocks may have more than one product or opportunity, and
may even be close to market. However, they are likely to be lacking in
several key areas. For example, their cash position is weak, or
management or board may need strengthening.
Speculative Buy – Class C
These stocks generally have one product in development and lack
many external validation features.
Speculative Hold – Class A or B or C
Sell

Corporate Subscribers: Cogstate, LBT Innovations, Opthea, ResApp Health, Pharmaxis, Dimerix, Adalta, Actinogen
Medical, Patrys, Cyclopharm, Antisense Therapeutics, Imugene, Exopharm, Immutep, Neuroscientific Biopharmaceuticals, Invex
Therapeutics, Anteris Technologies
Disclaimer:
Information contained in this newsletter is not a complete analysis of every material fact respecting any company, industry or security. The opinions and estimates herein expressed represent
the current judgement of the publisher and are subject to change. Blake Industry and Market Analysis Pty Ltd (BIMA) and any of their associates, officers or staff may have interests in
securities referred to herein (Corporations Law s.849). Details contained herein have been prepared for general circulation and do not have regard to any person’s or company’s investment
objectives, financial situation and particular needs. Accordingly, no recipients should rely on any recommendation (whether express or implied) contained in this document without
consulting their investment adviser (Corporations Law s.851). The persons involved in or responsible for the preparation and publication of this report believe the information herein
is accurate but no warranty of accuracy is given and persons seeking to rely on information provided herein should make their own independent enquiries. Details contained herein have
been issued on the basis they are only for the particular person or company to whom they have been provided by Blake Industry and Market Analysis Pty Ltd. The Directors and/or
associates declare interests in the following ASX Healthcare and Biotechnology sector securities: Analyst DB: ACR,ADR,COH,CSL,CYC,MX1,OPT,SOM,TLX , Hexima. Analyst MP:
ACR,CGS, CYC, OPT,CUV,MX1,PAB, PXS,RNO,SOM. These interests can change at any time and are not additional recommendations. Holdings in stocks valued at less than $100 are
not disclosed.
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