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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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Regulatory disclaimer:

• The alfapump® system has not yet received regulatory approval in the United States and Canada. Any statement in this presentation about safety and efficacy of the alfapump®

system does not apply to the United States and Canada. In the United States and Canada, the alfapump® system is currently under clinical investigation (POSEIDON Study)
and is being studied in adult patients with refractory or recurrent ascites due to cirrhosis. For more information regarding the POSEIDON clinical study
visit www.poseidonstudy.com.

• DSR® therapy is still under development and it should be noted that any statements regarding safety and efficacy arise from ongoing pre-clinical and clinical investigations which
have yet to be completed. DSR® therapy is currently not approved for clinical research in the United States or Canada. There is no link between DSR® therapy and ongoing
investigations with the alfapump® system in Europe, the United States or Canada.

COVID-19 disclaimer:

• Sequana Medical is closely following the evolution of the COVID-19 global health crisis and is in constant dialogue with its partners to assess the impact and adapt operations
accordingly.

• Sequana Medical has put in place mitigation plans to minimise delays. The impact of increased demands on the healthcare systems, limitations on non-essential hospital visits
and procedures, social-distancing and travel restrictions may result in further delays to execution of clinical studies and impact sales.

• Sequana Medical will continue to update the market as needed and whenever possible.

Note:

• alfapump® is a registered trademark. DSR® and alfapump DSR® are registered trademarks in Benelux.

http://www.poseidonstudy.com/
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YTD 2021 Highlights

 alfapump® – results from 2nd interim analysis of POSEIDON in recurrent / refractory liver ascites

re-confirm positive outcomes against all primary endpoints; awaiting FDA approval on

POSEIDON pivotal study expansion

 alfapump® – FDA regulatory submission now expected in mid-2023 due to worldwide supply

shortage of electronic components; European commercial activities and clinical studies

unaffected

 alfapump DSR® – Strong top-line results from RED DESERT in stable heart failure patients;

initiated SAHARA DESERT in decompensated heart failure patients

 DSR® – Key patents granted in US and Europe; expansion of DSR development programme with

Short-Term DSR therapy; proprietary DSR Infusate 2.0 development ongoing

 Appointment of Ms. Jackie Fielding as Non-Executive Director

 Cash runway extended into Q2 2022 through €22.5M equity financing

5
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Building Sequana Medical on two platforms
Complementary approaches to diuretic-resistant fluid overload
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2nd interim POSEIDON: Positive for primary endpoints
Data from 26 Roll-In patients with recurrent or refractory liver ascites implanted with the alfapump®
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Note 1: Pre- and post-implant periods for this analysis of the Roll-In Cohort differ from those that will be used for the Pivotal Cohort analysis

Substantial and durable reduction in need for Therapeutic Paracentesis (TP)

• Over 90% reduction in mean frequency of TP post- vs. pre-implant1 (primary endpoint of >50% reduction)

• All patients experienced at least a 50% reduction in the mean frequency of TP per month1 (primary

endpoint of >50% of patients)

Safety profile in line with expectations – 3 out of 26 patients experienced a composite primary

safety event

Clinically important improvement in quality of life maintained for up to 12 months post-

implantation
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Key Takeaways from KOL webinar with Dr. Vargas 
and Dr. Knuttinen from Mayo Clinic, Arizona

• Ascites has a significant negative impact on patients and may lead to serious complications

• Net effect of NASH becoming very prevalent is that we will see an increased incidence of 

cirrhosis with the complication of ascites

• alfapump is very well accepted with strong interest from the patient community

• Implantation of alfapump is a minimally invasive procedure under local anaesthesia / moderate 

sedation and recommends the use of ultrasound for ascites localisation and catheter placement

• Reported outcomes of POSEIDON are solid and shows that alfapump has a positive impact on 

patients

8

High Burden

Increasing 
prevalence

Patient support

Easy 
implantation

Solid benefit on 
patients

replay available on our investors webpage “Events & Presentations” 
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N. American Liver Programme Update

• POSEIDON – Submitted protocol amendment to the US FDA to extend patient enrolment due to

the higher attrition rate prior to implantation

• Discussions with the FDA ongoing

• Update on timelines for completion of patient enrolment and subsequent primary endpoint read-out once we

have clarity on study expansion from the FDA

• PMA – Submission for regulatory approval now expected in mid-2023

• Detailed planning and discussions with suppliers on verification and validation activities supporting the PMA

made clear that worldwide shortage of electronic components will lead to a delay in delivery of

subcomponents and result in an expected 6 months delay of the PMA submission

• European commercial activities and clinical studies unaffected

• Sponsored patient registry (NACSELD) and FDA patient preference study ongoing

9
PMA: Pre-Market Approval; NACSELD: North American Consortium for the Study of End Stage Liver Disease
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Resumed commercial activity in Europe in H2 2021
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H1 2021

• Reduced supply of alfapump systems to European commercial markets

• Resolved low manufacturing yield of alfapump systems

H2 2021

• Resumed commercial activities in Germany and France in August

• 2021 revenues expected, on a pro rata basis, in line with periods before 

reduced manufacturing supply
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RED DESERT: Strong clinical proof-of-concept
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Highly effective replacement of high-dose loop diuretics

Generally safe and well tolerated; no clinically relevant hyponatremia

Dramatic and long-term improvement in diuretic response

• Over 150% increase in diuretic response**

• 79% reduction in diuretic dose** 10 months after study completion***

 Significant improvement in cardio-renal function

• 30% decrease* in NT-proBNP** (p<0.001)

• 22% increase* in eGFR** (p<0.001)

• 22% decrease* in creatinine** (p<0.001)

ESC: European Society of Cardiology

Data from 8 euvolemic heart failure patients on high-dose diuretics treated with DSR 3x per week up to 6 weeks

* Paired statistical analysis of patients with baseline and D42 value (N=7); ** mean value ***median follow-up

“Simultaneous normalisation of diuretic response and improvement in cardio-renal 

status is a never before seen treatment effect” – Dr. Testani, Yale
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Heart Failure – Continued progress in SAHARA 
DESERT and DSR® development programme

• First patients enrolled in SAHARA DESERT

• Plan for 20 decompensated heart failure patients with persistent congestion despite high doses of diuretics

• Evaluate ability of alfapump DSR® to eliminate persistent congestion, restore correct fluid status (euvolemia) 

and improve cardio-renal condition for up to 22 weeks

• Interim data expected in Q4 2021 / Top-line data expected in H2 2022

• DSR development progressing

• Key patents for alfapump DSR granted in US and EU

• Continued pre-clinical development of proprietary DSR Infusate 2.0

• Introduced Short-Term DSR therapy complementing alfapump DSR therapy

12
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Key Financial Results H1 2021

Revenue: €23K

• Reduced supply of alfapump to European commercial markets

• Impact of COVID-19 on alfapump procedures in Germany and France

13

• Cash position of €21.8M at end of June 2021

- Q1 2021:  ABB Equity Offering (€22.5M)

• Cash runway extended into Q2 2022

Operating expenses: - €11,501K 

• Preparations for submissions for marketing approval in US and Canada

• DSR pre-clinical and clinical development

Net result: - €11,890K
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Highly experienced leadership team
Appointment of Jackie Fielding, replacing Jason Hanon as Non-Executive Director

Ian Crosbie
Chief Executive Officer

Gijs Klarenbeek
Senior Medical Advisor

Timur Resch
Global VP QM/QA/RA

Pierre Chauvineau
Board Chairman

Erik Amble
Director

Martijn Blom
Chief Commercial Officer

Kirsten Van Bockstaele
Chief Financial Officer

Executive team:

Board of Directors:

Wim Ottevaere
Director

Rudy Dekeyser
Director

Ian Crosbie
Chief Executive Officer

Jackie Fielding
Director

Oliver Gödje
Chief Medical Officer

Andreas Wirth
VP Engineering

Dragomir Lakic
VP Manufacturing
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Expected core value drivers & outlook
L

iv
e
r 

d
is

e
a
s
e
 /

 

N
A

S
H

 i
n

 N
o

rt
h

 

A
m

e
ri

c
a

H
e
a
rt

 f
a
il
u

re
 i

n
 

N
o

rt
h

 A
m

e
ri

c
a
 

&
 E

u
ro

p
e

Note: Presented timelines are subject to further developments related to the COVID-19 pandemic

Q2 21: 

RED 

DESERT 

top-line results 

TBD*: 

POSEIDON 

primary endpoint

2022

FPI: First Patient In; LPI: Last Patient In

H2 22: 

SAHARA 

DESERT

top-line results



Q2 21: 

POSEIDON 

interim analysis

TBD*:

POSEIDON 

LPI

Q2 21: 

SAHARA 

DESERT

FPI

Q4 21: 

SAHARA 

DESERT

interim results

H2 22: 

MOJAVE

DESERT

FPI





2021

* Pending further clarity from the FDA on study expansion – the Company will update the market as soon as possible
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