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Disclaimer
Important Notice
IMPORTANT: You must read the following before continuing. The following applies to this document, the oral presentation of the information in this document by Sequana Medical NV (the "Company") or
any person on behalf of the Company, and any question-and-answer session that follows the oral presentation:
•
This presentation has been prepared by the management of the Company. It does not constitute or form part of, and should not be construed as, an offer, solicitation or invitation to subscribe for,
underwrite or otherwise acquire, any securities of the Company or any member of its group nor should it or any part of it form the basis of, or be relied on in connection with, any contract to purchase
or subscribe for any securities of the Company or any member of its group, nor shall it or any part of it form the basis of or be relied on in connection with any contract or commitment whatsoever.
Prospective investors are required to make their own independent investigations and appraisals of the business and financial condition of the Company and the nature of its securities before taking
any investment decision with respect to securities of the Company. This presentation is not a prospectus or offering memorandum.
•
The information included in this presentation has been provided to you solely for your information and background and is subject to updating, completion, revision and amendment and such
information may change materially. No person is under any obligation or undertaking to update or keep current the information contained in this presentation and any opinions expressed in relation
thereto are subject to change without notice. No representation or warranty, express or implied, is made as to the fairness, accuracy, reasonableness or completeness of the information contained
herein. Neither the Company nor any other person accepts any liability for any loss howsoever arising, directly or indirectly, from this presentation or its contents.
•
The presentation also contains information from third parties. Third party industry publications, studies and surveys may also contain that the data contained therein have been obtained from sources
believed to be reliable, but that there is no guarantee of the accuracy or completeness of such data. While the Company reasonably believes that each of these publications, studies and surveys has
been prepared by a reputable source, the Company, or any of their respective parent or subsidiary undertakings or affiliates, or any of their respective directors, officers, employees, advisers or
agents have independently verified the data contained therein. Thus, while the information from third parties has been accurately reproduced with no omissions that would render it misleading, and
the Company believes it to be reliable, the Company cannot guarantee its accuracy or completeness. In addition, certain of the industry and market data contained in this presentation comes from the
Company's own internal research and estimates based on the knowledge and experience of the Company's management in the market in which the Company operates. While the Company
reasonably believes that such research and estimates are reasonable and reliable, they, and their underlying methodology and assumptions, have not been verified by any independent source for
accuracy or completeness and are subject to change without notice. Accordingly, undue reliance should not be placed on any of the industry, market or competitive position data contained in this
presentation.
•
This presentation includes forward-looking statements that reflect the Company's intentions, beliefs or current expectations concerning, among other things, the Company's results, condition,
performance, prospects, growth, strategies and the industry in which the Company operates. These forward-looking statements are subject to risks, uncertainties and assumptions and other factors
that could cause the Company's actual results, condition, performance, prospects, growth or opportunities, as well as those of the markets it serves or intends to serve, to differ materially from those
expressed in, or suggested by, these forward-looking statements. These statements may include, without limitation, any statements preceded by, followed by or including words such as "target,"
"believe," "expect," "aim," "intend," "may," "anticipate," "estimate," "plan," "project," "will," "can have," "likely," "should," "would," "could" and other words and terms of similar meaning or the negative
thereof. The Company cautions you that forward-looking statements are not guarantees of future performance and that its actual results and condition and the development of the industry in which the
Company operates may differ materially from those made in or suggested by the forward-looking statements contained in this presentation. In addition, even if the Company's results, condition, and
growth and the development of the industry in which the Company operates are consistent with the forward-looking statements contained in this presentation, those results or developments may not
be indicative of results or developments in future periods. The Company and each of its directors, officers and employees expressly disclaim any obligation or undertaking to review, update or release
any update of or revisions to any forward-looking statements in this presentation or any change in the Company's expectations or any change in events, conditions or circumstances on which these
forward-looking statements are based, except as required by applicable law or regulation.
•
This document and any materials distributed in connection with this document are not directed to, or intended for distribution to or use by, any person or entity that 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 require any registration or licensing
within such jurisdiction. The distribution of this document in certain jurisdictions may be restricted by law and persons into whose possession this document comes should inform themselves about,
and observe any such restrictions.
•
The Company's securities have not been and will not be registered under the US Securities Act of 1933, as amended (the "Securities Act"), and may not be offered or sold in the United States absent
registration under the Securities Act or exemption from the registration requirement thereof.
•
By attending the meeting where this presentation is presented or by accepting a copy of it, you agree to be bound by the foregoing limitations.
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Commercial stage
medtech positioned for long-term growth

Focus

alfapump®

on liver disease and heart failure – large
and growing markets

proven step change in the management of liver
disease and cancer; over 700 devices implanted

FDA Breakthrough Device
Designation

alfapump® DSR

Strong

breakthrough approach to fluid overload in
heart failure built on proven device platform

organization led by an experienced
leadership team; strong IP position

3

3

Liver cirrhosis and refractory ascites
A key complication of liver cirrhosis, with a dramatic impact on quality of life

Viral infections
(Hepatitis B & C)

High mortality rate
Extreme discomfort
Alcoholic Liver
Disease (ALD)

Non-Alcoholic
Steatohepatitis
(NASH)

Healthy
liver

330m
Source
Source
Source
Source

NASH

NAFLD

1.
2.
3:
4:

1/31

Cirrhosis

1/4 1/31

Management estimate based on Estes et al. 2018 1/4
Management estimate based on GlobalData Nash Epidemiology Forecast to 2026; Noureddin et al., 2013
Runyon 2009.
Dancygier, 2010; Stirnimann et al., Aliment Pharmacol Ther. 2017; Ginès et al., NEJM 2004.

Refractory
Ascites

Ascites

50%3

10%2

4

4

7.5%4

4

Cancer and malignant ascites
A severe complication of late-stage cancers – focus on breast and ovarian cancers

Clear unmet need
for improving Quality
of Life and the ability

to increase cancer
treatment intensity
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Heart failure and volume overload
A key clinical consequence of heart failure (HF)

US hospitalisations
annually due to HF2

90%

c.1m

HF –
hospitalisations
due to volume
overload2

Clear unmet need to

90%

reduce
24%

Re-admission
rate at 30 days3

hospitalisations,

improve Quality of Life
and reduce mortality
Annual costs of US
HF-related
hospitalisations4

Source
Source
Source
Source

1:
2:
3:
4:

$13bn

Global Public Health Burden of Heart Failure, Lars H. Lund
Costanzo et al., J. Am. Coll., 2007
Ross et al. (2010)
Kilgore et al. (2017)

c.5
days

Typical hospital
stay4
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Three platforms for growth
Balancing risk and reward

North American
Liver & Cancer

North America & Europe
Heart Failure

• ~151K refractory ascites patients within
next 10-20y1

• ~1m hospitalisations/y due to volume
overload in US by 20263

• ~16K Malignant ascites patients/y2

• ~1.2m hospitalisations/y due to volume
overload in EU5 by 20263

Europe Liver & Cancer
• ~89K refractory ascites patients within next 10-20y1
• ~18K malignant ascites patients/y2

Source 1: Management estimate that is inclusive of estimated growth in prevalence of NASH for the US and EU5 based on GlobalData Epidemiology Forecast to 2026. Assumes 1/3 of existing market is due to hepatitis and will become negligible within the next 10 to 20 years.
Source 2: Management estimate based on WHO cancer incidence rates (2018) and Ayantunde & S. L. Parsons. Annals of Oncology 2007.
Source 3: GlobalData Heart Failure Epidemiology Forecast to 2026; Costanzo et al. (2007).
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alfapump®
Fully implanted, automatic, wireless charged system for the long-term treatment of
refractory liver ascites and malignant ascites

alfapump®

4

Smart Charger

Programmer

2
1

3
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Validated clinical performance
Over 700 implants, included in EASL clinical practice guidelines for decompensated liver cirrhosis and
granted Breakthrough Device designation by the FDA

Drastically
reduced need
for drainage

Improved
nutrition

Improved
patient quality
of life

9

Note 1: During these studies, there were a significant number of infections amongst alfapump® patients. In the RCT (the only study with a control arm), the rate of infections in the alfapump® treatment
arm was comparable to the LVP standard of care arm.
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Building further clinical evidence
For North American approval and broader international acceptance

2018

2019

2020

2021

FDA Breakthrough Device

POSEIDON (N. America Pivotal)

Designation

ARIA PUMP (French health economics)
Liver ascites1
TOPMOST (European Registry)

Albumin study

Stepcounter

Malignant ascites1

Note 1: study design subject to change

Prospective Malignant Ascites Study
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Focused European commercial activities
Targeted and specialist commercial team

Direct markets
Distributor markets

12 person team
Focus on specialist centers
Raise awareness at

7
26

28

community hospital level

4

Current reimbursement:
 Switzerland: DRG
 Germany: DRG (NUB program2)

X

Number of liver transplant centers(1)

Source 1: European Liver Transplant Registry (ELTR)
Note 2: NUB: “Neue Untersuchungs- und Behandlungsmethode“ = temporary add-on payment to DRG for new diagnostic and treatment methods

 UK: NICE guidance “use with special
arrangements”
 Belgium, Netherlands, Denmark, Israel:
special / hospital innovation budget
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Direct sodium removal (DSR)
Breakthrough therapy in heart failure, tackling Sodium Removal Directly

Volume overload
in heart failure

Removing the
sodium (DSR)

Elimination of
excess fluid
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alfapump DSR
Fully implanted and convenient system leveraging on the alfapump experience

Administer infusate to the
peritoneal cavity

Infusate extracts sodium from the
body

Remove extracted sodium from
peritoneal cavity
Implanted Port

Body restores balance by
eliminating excess fluid
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DSR – clinically relevant removal of sodium
DSR proof of concept study in healthy pigs and pigs with simulated heart failure (HF)
Absolute sodium removal after 2 hour dwell
18

p<0.0001

N=5

16
Recommended
weekly sodium
intake1

Sodium (g)

14
12
10
8

N = 10

6
4

Recommended
daily sodium
intake

2
0
mean healthy pigs

mean HF pigs

Source 1: Weekly recommended intake for humans equals 14 grams (www.cdc.gov)
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alfapump® DSR
Development overview

Study description1



Pre-clinical DSR Study in healthy pigs, single dose



Pre-clinical DSR Study in heart failure pigs, single dose

2018

2019

2020

2021

2022

2023

First in Human Clinical Study: single dose, no alfapump®
First in Human Clinical Study in heart failure patients:
repeated dose, with alfapump®
Multinational Feasibility Study, with alfapump®

Multinational Pivotal Study, with alfapump®

Note 1: study design subject to change
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Three platforms for growth
Balancing risk and reward

North American
Liver & Cancer
POSEIDON commencing in
H2 2019

North America & Europe
Heart Failure
First in human studies: single dose
(underway) and repeated dose with
alfapump (commencing H2 2019)

Europe Liver & Cancer
Prospective study in malignant ascites & registry in liver
Focused expansion in UK, DE, CH & FR
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Upcoming news flow
Key catalysts and development milestones
Completion of DSR study in pig heart failure model & presentation of results
Presentation of clinical data on 17 malignant ascites patients in retrospective clinical study

H2 2018

Outcome of NICE review of alfapump®
Initiation of First in Human clinical study for heart failure, single dose
Initiation of TOPMOST: European “Super Registry” (Reporting Data Regularly)
Outcome of FDA Breakthrough Device designation

H1 2019

o Presentation of initial results for First in Man heart failure study, single dose
o Initiation of prospective malignant ascites study
o Initiation of prospective albumin study

H2 2019

o Initiation of POSEIDON North-American pivotal study
o Expected Dutch reimbursement of alfapump®
o Initial results for First in Man heart failure study, repeated dose with alfapump® DSR

H1 2020

o Expected Belgian and final German1 reimbursement of alfapump®
o Publication of clinical data from albumin study
o Full presentation of First in Man heart failure study, repeated dose with alfapump® DSR
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Note 1: final German reimbursement = DRG incl ZE (“Zusatzentgelt”); ZE = DRG specific add-on payment granted permanently for specific case conditions and replaces temporary NUB add-on payment; ZE decisions are made once
per year, at the beginning of each year
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