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Disclaimers
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• 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.

General disclaimer:

• Sequana Medical is closely following the evolution of macroeconomic conditions, the geopolitical situation in Ukraine
and the middle east and is in constant dialogue with its partners to assess the impact and adapt operations
accordingly.

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

Important Safety Information:

• For important safety information regarding the alfapump® system, see https://www.sequanamedical.com/wp-
content/uploads/ISI.pdf.

• The alfapump® System is currently not approved in Canada.
• DSR® therapy is still in development and is currently not approved in any country. The safety and effectiveness of

DSR® therapy has not been established

Note:

• alfapump® and DSR® are registered trademarks.

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:

https://www.sequanamedical.com/wp-content/uploads/ISI.pdf
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Focus on alfapump commercialisation in the US

Primary Focus – alfapump US commercialisation

• US FDA approved device for recurrent & refractory ascites due to liver cirrhosis

• Potential to transform underserved $2 billion US market with forecast 9% CAGR

• PMA approval and FDA Breakthrough Device Designation

• US commercial launch planned for Q3 25 through speciality salesforce targeting 
US liver transplant centers

Sequana Medical Financing Will be Focused on alfapump® Commercialisation in the US

3

R&D Pipeline – DSR drug development program

• Targeting key unmet clinical needs in heart failure

• Cardiorenal syndrome & diuretic resistance market over $9 billion in US alone

• Clinical proof of concept published in European Journal of Heart Failure

• Intention to out-licence following completion of US phase I/IIa MOJAVE study

• Within 100% owned subsidiary (“DSR Co”); development to be funded through private 
financing of DSR Co



FDA Approved Breakthrough Device 

Targeting Underserved $2 billion US Market 

alfapump®
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Refractory ascites – key complication of liver cirrhosis 
MASH / NASH is driving strong growth in number of liver cirrhosis patients, and changing attitudes
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Viral 

infections

(Hepatitis B & C)

Alcohol 
(Alcoholic Liver  

Disease)

Obesity
(NASH/MASH)(1)

Liver 
cirrhosis 

Ascites Refractory 
Ascites

(1) Non-alcoholic / Metabolic dysfunction associated Steatohepatitis 
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SoC Virtually Unchanged for Thousands of Years
No medtech innovation foreseen; NASH/MASH drugs are not approved in liver cirrhosis
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1 Presentation of Dr. Rajiv Jalan at EASL in 2018, Large Volume Paracentesis (LVP) treatment cycle for refractory ascites
2 Wong, F., Management of refractory ascites. Clin Mol Hepatol, 2023. 29(1): p. 16-32
3 Saab et al 2020

“Normal Life”

Decreased 
mobility & 
appetite, 

nausea and 
constipation

Immobile, 
vomiting, 

constipated

Drainage or 
paracentesis 

TIPS

• Severe Complications & 

Contraindications (less 

than 40% eligible)(2)

• 45 – 63% efficacy in 

treating ascites(3)

SoC: Paracentesis (“drainage”)

SoC: Standard of Care; TIPS: Transjugular Intrahepatic Portosystemic Shunt 

Painful, burdensome, short term benefit, QoL impact(1)

NASH Drugs

• Low responder rate 

• Approved only for early 

stage NASH (F2/3), before 

routine diagnosis
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1 Based on US market assessment conducted by highly experienced international consulting group, estimating 130,000 patients with recurrent or refractory ascites in US by 2032 and based on proposed price of $33k per alfapump; 

Patients 

(thousands)

$2 billion US market for alfapump and 9% CAGR(1)

Forecast to reach over $5 billion by 2035 – with strong barriers to entry for new competition
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Proven step change in therapy, over 1,000 implanted
Fully implanted automatic device for long term treatment

Wireless battery charging

Settings wirelessly adjusted

Automatic Operation

Long-term implantation

Regular reporting to clinicians

Integrated pressure sensors

8

Breakthrough Device
Designation PMA Approval from FDA(1)

(2)

(1) https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230044

(2) Under MDR 2017/745
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US Approval Received(1) – US Launch Planned for Q3 25
Broad Indication for Use & No Post Approval Study Supports Effective Commercialisation 
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The alfapump® system is intended for single patient use only in adult 

patients with refractory or recurrent ascites due to liver cirrhosis. 

It is indicated for the removal of excess peritoneal fluid from the peritoneal 

cavity into the bladder, where it can be eliminated through normal urination.

Contraindications: 

i) alfapump® System is MRI unsafe, and 

ii) Hyperbaric oxygen therapy is contraindicated

No post approval study required by FDA

(1) https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230044
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POSEIDON: Successful North American pivotal study
Pivotal Cohort of 40 patients with recurrent or refractory ascites due to liver cirrhosis
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1) median per-patient ratio of post-implant three-month observation period to the pre-implant three-month observation 

period with respect to number of therapeutic paracentesis (TP) is less than 0.5 (or a median reduction of at least 50%)

2) at least 50% of patients achieve a 50% reduction in the requirement for TP in the same period

Pre-implant 

observation

Post-implant 

stabilisation
Post-implant 

observation
Long-term follow-up

Primary 

endpoint

Secondary 

endpoints

3 months

alfapump

implantation

3 months 3 months 18 months

Enrolment 

// //

  

Impact on Paracentesis 0 – 6 months post-implant 0 – 24 months post-implant

Therapeutic paracentesis / month Median of 0.0 Median of 0.0

Freedom from LVP 90% of patients 80% of patients

Quality of Life 6 months post-implant 24 months post-implant

• Change in AscitesQ score 

(lower is better)

-16.8 points -26.6 points

• Change in SF-36 Physical 

Component score

(higher is better)

+6.4 points +9.3 points

Source:  alfapump system SSED (summary of safety and effectiveness) PMA 230044
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POSEIDON: Overall survival favourable over SoC
Higher Than Expected in this Patient Population (compared to LVP), Comparable to TIPS

11
Source:  POSEIDON data from POSEIDON clinical study report (data on file at Sequana Medical)

Note: The data in this chart is combined from different studies and does not represent a single prospective study 
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POSEIDON: robust safety profile
In line with expectations for this patient population and comparable to standard of care

Primary safety endpoint data in line with expectations (0 - 6 months)

• No unanticipated adverse device effects

• MAE rate comparable to baseline, and aligns with general decompensated liver cirrhosis population

• 6 primary safety events (3 explants due to skin erosion & 3 explants due to moderate bladder discomfort)

• Safety profile comparable to SoC(1)

Robust safety profile despite disease progression (7 - 12 months)

• Maintained stable kidney function

• 2 pumps explanted (1 patient with UTI and 1 patient with wound dehiscence)

12

Source: alfapump system SSED (summary of safety and effectiveness) PMA 230044; 

(1) based on matched cohort analysis to contemporary registry of North American cirrhosis patients (NACSELD3)
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alfapump profile exceeding patient expectations
Patient preference study indicates compelling profile for alfapump based on POSEIDON outcomes
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Risk tolerance (over 6 months)
Patient preference study

Maximum acceptable risk

POSEIDON pivotal cohort

Observed rate

Major surgery or death >10% 0%

Minor procedure >35% 20%

Serious infection or AKI resulting in 

hospitalization
>30% 22.5%

Patient Preference Study indicates US patients are willing to tolerate 

risks beyond those observed for the alfapump in the POSEIDON study if 

the need for paracentesis is reduced

Source:  alfapump system SSED (summary of safety and effectiveness) PMA 230044

Based upon observed outcomes in POSEIDON pivotal cohort:

• 100% median reduction in therapeutic paracentesis

• 10 additional ascites good health days / month
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Direct salesforce targeting 90 liver transplant centers
Highly efficient approach to target doctors and patients – driven by treatment guidelines
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Small focused commercial team

Cover 90% of liver transplants

Source: Organ Procurement & Transplantation Network, US Dept of HHS (optn.transplant.hrsa.gov)

• Commercial sales planned to start mid Q3

• Initial launch this year at six centers

• Full launch planned to start Q2 2026
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Attractive pricing based on derisked reimbursement

Coding – Strong position from existing DRG codes and Breakthrough Designation 

• Hospital reimbursement codes granted - existing DRG’s for alfapump procedure*

• Breakthrough designation enables higher payments via NTAP

• Target alfapump ASP of $33K (80% gross margin)

• Physician CPT III reimbursement codes granted

Coverage – Case by Case Based on High Medical Need 

• High success rate potential due to our focus on sophisticated hospitals & high medical need

• New Federal Regulation enforces rapid decision making

Breakthrough device designation and high gross margin

15

DRG: Diagnosis Related Group; NTAP: New Technology Add-On Payment; CPT: Current Procedural Terminology; 

*On the basis of existing ICD-10 codes issued for the alfapump, the likely DRG coding will be 423 “OTHER HEPATOBILIARY OR PANCREAS O.R. PROCEDURES”,
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Potential Market Expansion(1) 

16

Opportunities for Additional Indications in Other Significant Markets

1: Not included in current US indication for use for alfapump system

Malignant Ascites: Fluid in peritoneal cavity due to cancer

Cardiac Ascites: Very similar presentation to liver cirrhosis 

Pleural Effusion: Fluid in the chest cavity 



Clinical Proof-of-Concept for Disease-

Modifying Drug Program Targeting Key 

Unmet Needs in Heart Failure

R&D Pipeline: DSR®



18

Cardiorenal Syndrome – key clinical challenge in HF

• Combined, and self-reinforcing negative feedback

dysfunction of heart and kidneys with hypothesised

complex and interconnected mechanisms

• Loop diuretics are mainstay of decongestion therapy

BUT exacerbate many of the core mechanisms

thought to underly CRS, worsening diuretic

resistance and CRS

Unmet clinical need to tackle congestion for long enough, without the problems of loop diuretics

18

Heart 

failure

Sodium 

retention, 

congestion
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Congestion is key driver of morbidity & hospitalization
Diuretic-resistance in heart failure is common; no “super-diuretics” in development

19

US hospitalizations 

annually due to 

heart failure (HF)(3)

Annual costs of US 

HF-related 

hospitalizations(4)

~1m
90%

$14bn

c.5d

HF hospitalizations 

due to fluid overload 

(AKA congestion)(3)

Typical 

hospital stay(4)

(1): Testani, Circ Heart Failure, 2014 & 2016; (2): Ross et al. (2010); (3): Costanzo et al., J. Am. Coll., 2007; (4): Urbich et al. (2020); (5) based on 3 hospitalisations / year at $15k / admission (management estimate) 

(6) management estimates

40% of heart failure patients on IV loop diuretics 

have a poor response(1)

24% re-admission rate at 30 days(2)

EU US

200K

Patients(6)

200K

Patients(6)

>$9 Bn

DSR addressable market 

in US(5)
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Validated by RED DESERT, SAHARA & MOJAVE clinical studies, with peer-reviewed publication

20

DSR (Direct Sodium Removal) targets key driver

1 Sodium-free DSR product 

administered to peritoneal 

cavity

Fundamental patents to reduce fluid overload in heart failure patients

granted in US, Europe, Japan & China 

2 Sodium diffuses from 

body into DSR product

3 DSR product + extracted 

sodium & water removed 

from body

4 Body eliminates free water 

to restore sodium balance, 

reducing the fluid overload

sodium

water
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Clinical proof of concept in cardiorenal sydrome

Safe, rapid and effective elimination of excess fluid and maintenance of euvolemia

Normalization of response to diuretics

Long lasting reduction in loop diuretic needs

Improvement in kidney function

Delivering improved clinical outcomes

No congestion-related re-hospitalizations

One class improvement of NYHA status

Over 75% reduction in predicted one-year mortality*

Strong results from RED DESERT (n = 8) and SAHARA (n = 10) clinical studies – published in EJHF

21* Based on Seattle Heart Failure Model

NYHA: New York Heart Association classification (data collected outside study protocols of RED DESERT and SAHARA)

“This data is truly revolutionary, representing really the first and only novel therapeutic 

approach to treat diuretic resistance and cardiorenal syndrome in heart failure.”  
Dr. Testani, Yale
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Breakthrough in kidney response and LD requirement
Published in European Journal of Heart Failure, May 2024
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Oral loop diuretic dose over the first year of follow-up 
(in furosemide equivs: 1mg oral bumetanide = 20mg oral torsemide = 80mg oral furosemide)

Blue bars indicate data from both RED DESERT and SAHARA, and red bars indicate data only from SAHARA.
LD: Loop Diuretics

Cumulative 6-hour urine output and urinary sodium excretion 
following an intravenous 40mg dose of furosemide

Blood urea nitrogen (BUN) and creatinine clearance
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MOJAVE: Phase 1/2a randomized controlled US study 
Seeking to replicate RED DESERT and SAHARA positive results in US patients
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DSR therapy (up to daily)  

+ optimized usual care

3 months

(initial follow-up at 30 days)

4 weeks

IV loop diuretic

+ optimized usual care

vs. Safety follow-up period

Non-randomized

(n=3)

Randomized cohort

(n=30, DSR=20, control=10)

Positive Results from Patients in Non-randomized Cohort (n = 3)

• Safe, well tolerated and maintenance of euvolemia without loop diuretics

• Virtual elimination of loop diuretics three months post-DSR therapy

• Dramatic improvement in diuretic response

DSMB Approval Received to 

Proceed to Randomized Cohort
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Highly experienced leadership team
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Executive team:

Board of Directors:

Kirsten Van Bockstaele
Chief Financial Officer

Gijs Klarenbeek
Chief Medical Officer

Andreas Wirth
VP Engineering

Martijn Blom
Chief Commercial Officer

Timur Resch
Global VP QM/QA/RA

Dragomir Lakic
VP Manufacturing

Ian Crosbie
Chief Executive Officer

Jackie Fielding
Director

Pierre Chauvineau
Chairman

Rudy Dekeyser
Director

Wim Ottevaere
Director

Ian Crosbie
Chief Executive Officer

Alex Clyde
Director

Ids van der Weij
Director

Derisking US commercial roll-out, and leveraging extensive board experience


