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Disclaimers
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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.

Regulatory disclaimers:
• The alfapump® has not yet received regulatory approval in the US and Canada. Any statement in this presentation about safety and efficacy of the alfapump does not apply to the US and Canada because the device is currently 

undergoing clinical investigation in these territories.
• Sequana Medical’s proprietary DSR therapy is under development and Sequana Medical is developing alfapump DSR (Direct Sodium Removal) to deliver a convenient and fully implanted system for DSR therapy. DSR therapy 

is still in development and it should be noted that any statements in this presentation regarding safety and efficacy arise from pre-clinical and clinical studies and ongoing clinical investigations which have yet to be completed. 
There is no link between DSR therapy and ongoing investigations with the alfapump system in Europe, the US and Canada.
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Bedrijfsoverzicht

Opgericht in 2006

Hoofdkantoor in Gent, België

~40 werknemers

Euronext Brussels: SEQUA

Uniek alfapump® platform

 >700 pompen geïmplanteerd

 toepassingen in leverziekte, kanker en hartfalen

€12,9M in cash op 30 juni 2019
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alfapump®
platform

Gebruik makend van de blaas om vochtophoping te behandelen

Draadloos aanpassen van de settings

Geen significante opwarming

tijdens opladen en werking

Verwijdert tot 4 liter / dag

Lange-termijn implantatie en

catheter doorlaatbaarheid

Data monitoring van op afstand

Eenvoudige implantatie

Automatische werking

Vrijwel geen verstoppingen

Sterke IP door uitgebreide octrooiportfolio en knowhow 

Draadloos opladen van de batterij

Volledig geïmplanteerd
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Eén platform – twee producten
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alfapump®
DSR

breakthrough aanpak voor vochtophoping in 

hartfalen;

alfapump®

Bewezen stap voorwaarts in refractaire ascites 

door levercirrose en maligne ascites; 

meer dan 700 pompen geïmplanteerd

Breakthrough Device
Designation 

platform

klinische proof-of-concept van  

“direct sodium removal (DSR)” of 

“directe natrium verwijdering”
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Focus op NASH in de VS en hartfalen markten
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~145 K patiënten / jaar

met refractaire ascites door NASH binnen de 10-20j(1)

Lever (NASH) in VS

~400 K patiënten gehospitaliseerd / jaar

voor vochtophoping door hartfalen tegen 2026(2)

Hartfalen in EU+US

Bron 1: Management inschatting inclusief geschatte groei in prevalentie voor NASH in VS gebaseerd op GlobalData Epidemiology Forecast to 2026 

Bron 2: Management inschatting gebaseerd op GlobalData Heart Failure  Epidemiology Forecast to 2026; Costanzo et al. (2007). Kiglore et al (2017)

> €3 Bn / jaar

markt opportuniteit

> €5 Bn / jaar

markt opportuniteit

Gebouwd op bewezen Europese klinische & commerciële ervaring

Grote marktopportuniteiten met hoge onbeantwoorde medische behoefte
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NASH maakt de Amerikaanse markt aantrekkelijk
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Notes: EU Lever markt: Data van 1980-2010, sterftecijfers tussen 9-12.4 per 100,000; Mokdad et al., 2014, Management inschatting dat 7.5% cirrhosis patiënten jaarlijks sterven, dit gebaseerd op feedback van experten. 

US Lever markt: Management inschatting inclusief de geschatte groei in prevalentie van NASH voor de VS gebaseerd op GlobalData Epidemiology Forecast to 2026. 

Sterkere concurrentiepositie in een veel grotere en meer dynamische markt

Alcoholische Leverziekte, Hepatitis



“Outside mainstream”

40-50 j

EU

~€0.4 Bn / jaar

VS

> €3 Bn / jaar

NASH

“Mainstream”

70 j+



| Onderliggende ziekte |

| Patiënten karakteristiek |

| Gemiddelde leeftijd |

| alfapump concurrentiepositie |

| alfapump® markt potentieel |
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alfapump®
roadmap voor goedkeuring in de VS

Belangrijke verwachte mijlpalen
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2019 2020 2021 2022

POSEIDON

Regulatory path 
in de VS

Eerste
patiënt

FDA IDE 
goedkeuring

Topline resultaten
(1° eindpunten)

Filing Goedkeuring, gevolgd
door marktintroductie

Laatste
patiënt

FDA: Food and Drug Administration (VS); IDE: Investigational Device Exemption

FDA breakthrough 
designation





Finale resultaten
(2° eindpunten)

Voorgestelde CMS-regel inzake terugbetaling voor breakthrough devices

Positieve ontwikkeling voor de alfapump


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Vochtophoping in hartfalen is een groot probleem en

een belangrijke oorzaak van de kost
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Overtollig natrium stimuleert

vochtophoping

40% van hartfalen patiënten

zijn moeilijk te behandelen met 

diuretica

$13 miljard jaarlijkse kost in de 

VS door hartfalen-gerelateerde

hospitalisatie waarvan ~90% te

wijten is aan vochtophoping

Bronnen: Testani, Circ Heart Failure, 2014 & 2016; Costanzo et al., J. Am. Coll., 2007; Kilgore et al. (2017)
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alfapump®
DSR ontwikkeling – overzicht
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Eerste DSR studie in mensen: enkelvoudige dosis, 

zonder alfapump

Eerste alfapump DSR studie in mensen: herhaalde doses,

met alfapump

Multinationale alfapump DSR haalbaarheidsstudie

Multinationale alfapump DSR pivotale studie

Studie beschrijving1) 2018 20232022202120202019

Note 1: studie design en tijdslijnen kunnen wijzigen

Pre-klinische DSR studie in gezonde varkens, 

enkelvoudige dosis

Pre-klinische DSR studie in varkens met hartfalen, 

enkelvoudige dosis






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Sterke news flow / potentiële mijlpalen

H1 2019

H2 2019

H1 2020

alfapump® kreeg van FDA status van Breakthrough Device

alfapump opgenomen in Duitse behandelingsrichtlijnen (DGVS) voor complicaties van levercirrose

Positieve resultaten gepubliceerd van eerste DSR studie in mensen voor behandeling van vochtophoping in hartfalen

Kreeg onvoorwaardelijke goedkeuring van de FDA om de Noord-Amerikaanse pivotale studie (POSEIDON) te starten

in patiënten met terugkerende en refractaire ascites door levercirrose

Start van POSEIDON studie in patiënten met terugkerende en refractaire lever ascites

o Start van Prospectieve Maligne Ascites Studie (ProMAS) 

o Start van Step Counter studie in patiënten met refractaire lever ascites

o Start van eerste alfapump DSR studie in patiënten met vochtophoping door hartfalen

o Initiële resultaten van eerste alfapump DSR studie in patiënten met vochtophoping door hartfalen

o Te verwachten finale Duitse(1) terugbetaling van de alfapump

o Voltooiing van recrutering van patiënten met terugkerende en refractaire lever ascites in POSEIDON studie

o Presentatie van finale resultaten van eerste alfapump DSR studie in patiënten met vochtophoping door 

hartfalen

IDE: Investigational Device Exemption; DSR: Direct Sodium Removal of directe natrium verwijdering

Note 1: finale Duitse terugbetaling = DRG + ZE (“Zusatzentgelt”); ZE = DRG specifieke additionele terugbetaling dat permanent wordt verleend voor specifieke gevallen en vervangt NUB; ZE beslissingen worden één keer per jaar genomen, in het 

begin van ieder jaar



 IR@sequanamedical.com

 +32 498 053579

contact info

www.sequanamedical.com 


