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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.

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 liver cirrhosis.

• 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. There is no link between
DSR® therapy and ongoing investigations with the alfapump® system in Europe, the United States or Canada.

General disclaimer:

• Sequana Medical is closely following the evolution of macroeconomic conditions, the geopolitical situation in Ukraine
and 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® 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:
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alfapump® – US approval in liver disease expected in 2024

 Additional POSEIDON data reported, reaffirming strong clinical profile of alfapump

 Data from POSEIDON presented by Prof. Wong at leading international EASL liver congress

 On track to file PMA application to US FDA in Q4 2023

 Proposed TCET continues to look good for automatic coverage of the alfapump

Strong progress in both programs
alfapump advancing towards US and Canadian launch and Phase 1/2a US MOJAVE DSR study underway

4

PMA: Pre-Market Approval; TCET: Transitional Coverage of Emerging Technologies

DSR® – Phase 1/2a US MOJAVE study expected to report initial data by year end

 Additional DSR patents granted in the US and China

 Safety of single dose DSR 2.0 demonstrated in IND-enabling pre-clinical and Phase 1 studies

 First patients with congestive heart failure enrolled in Phase 1/2a US MOJAVE study

Total liquidity position of €17.1 million at end June 2023 and cash runway into Q1 2024

 Equity placement of €15.8 million in April 2023
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POSEIDON – strong clinical profile of alfapump

Effective in control of ascites, “virtually eliminating needle paracentesis”

NASH is already a key driver of decompensated cirrhosis

Safety in line with expectations

• Six pumps were explanted: three due to skin erosion & three due to moderate bladder discomfort

• Despite disease progression:

• Similar number of Major Adverse Events (MAEs) in pre- and post-implant period

• Comparable number of serious infections in pre- and post-implant period

• Stable kidney function over long-term follow-up

Clinically meaningful and statistically significant improvement in quality of life*

One-year survival probability of 70%, comparing favorably to literature citing 50%(1)

Primary and key secondary endpoints presented by Prof. Wong, PI, at leading international liver congress

5

Source 1: Biggins et al., Hepatology, Vol. 74, No. 2, 2021, AASLD Practice Guidance; Moreau R et al., Liver International 2004: 24: 457-464; Bureau et al., Gastroenterology 2017; Note: POSEIDON study not powered for survival

* At six months post-implantation compared to baseline

PMA filing planned for Q4 2023 / FDA approval anticipated in H2 2024
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Attractive pricing with derisked reimbursement

Coding – Strong existing position with potential for further upside

• Existing US hospital DRG payment for alfapump procedure of $60-70K in target hospitals*

• Supports alfapump price of at least $25K (gross margin of over 75%)

• Potential for higher payments via NTAP

• Physician CPT III coding process underway 

Coverage – Breakthrough designation brings clear benefits

• Proposed TCET provides automatic coverage for 4 years with pathway to permanent coverage

Existing DRG payment and breakthrough device designation de-risk reimbursement of alfapump

6

DRG: Diagnosis Related Group; NTAP: New Technology Add-On Payment; CPT: Current Procedural Terminology; TCET: Transitional Coverage of Emerging Technologies

*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”, payments adjusted with Medicare inflation rates to 2025

Medicare will be dominant payer

Additional potential from Veterans Affairs
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US – Go direct to 90 liver transplant centers
Highly efficient approach to target doctors and patients – driven by treatment guidelines
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~50 commercial team initially

125 adult centres, of which 90 

cover 95% of transplants

Source: Organ Procurement & Transplantation Network, US Dept of HHS (optn.transplant.hrsa.gov)
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DSR 2.0 improves therapeutic and safety profile
Strong granted IP drives high margin recurring revenue stream

Additional DSR patents granted in the US and China

• Expansion of composition of matter and method patent in the US, including oncotic and 

osmotic agents and the use of an implantable pump system

• Key composition of matter patent in China

Successful completion of IND-enabling pre-clinical and Phase 1 studies

• No difference in systemic and local toxic effects in animals treated repeatedly with DSR 

2.0, compared to standard peritoneal dialysis solution used in the control group

• Single dose of DSR 2.0 was safe and well-tolerated and indicated a compelling dosing 

profile in stable peritoneal dialysis patients (Phase 1 CHIHUAHUA study)

US FDA cleared IND application for DSR 2.0 in a timely manner 

Enabled the start of the US MOJAVE study
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MOJAVE – Phase 1/2a randomized controlled US study 
Seeking to replicate SAHARA outcomes in US study of heart failure patients with persistent congestion
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• Safety: rate of adverse and serious adverse events

• Efficacy: improvement in diuretic response (6-hour urine sodium output)

• Exploratory: change in weight (volume status), creatinine (renal function), natriuretic peptides (heart function), 

NYHA functional class, number of HF-related re-hospitalizations

Endpoints

DSR therapy (up to daily)  

+ optimized usual care

3 months4 weeks

IV loop diuretic

+ optimized usual care

vs. Safety follow-up period
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MOJAVE – initial data expected in Q4 2023
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Initial 

data*

Interim 

data

Top-line 

data

Non-randomized cohort 
(N=3)

DSMB 
approval

Randomized cohort 
(N=30,                 DSR = 20, control = 10)

IND clearance 
by FDA

* Data from three patients in non-randomized cohort

2023 2024 2025



Top-line data in mid 2025 intended to deliver the clinical data package for partnering

First patients enrolled in non-randomized cohort
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Key financial results H1 2023

Revenue: €384 K

• Commercial activities in Europe scaled back

11

Cash position of €17.1 M at 30 June 2023

Operating expenses: - €15.9 M 

• Preparation of submissions for marketing approval of alfapump in US and Canada

• IND filing for DSR 2.0 and commencement of US MOJAVE study

Net result: - €16.5 M

Equity placement of €15.8 M in April 2023 extended cash runway into Q1 2024
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Kenneth Macleod appointed to our Board of Directors
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• Partner at Rosetta Capital

• Over 35 years in life sciences sector

• Healthcare companies: Abbott Laboratories, Serono SA

• Life science fund management: SV Health Investors, Paul 

Capital Partners, Visium Healthcare Partners

• Board member of JenaValve Technology Inc., Oxular Limited 
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Q2 ‘23: 
Additional data 

at EASL

2023 2024

Strong outlook for key value drivers
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Q4 ‘23:
PMA submission 

to FDA

North American alfapump study – POSEIDON

US Phase 1/2a DSR 2.0 study – MOJAVE 

Q4 ‘23: 
Initial results

Mid ‘23: 
First patient in



Q2 ‘23: 
IND cleared
 H2 ‘24: 

Interim results

H1‘24: 
Start randomized

cohort

Non-randomized (N=3) Randomized (N=30)

H2 ‘24:
Anticipated FDA 

approval



H2 ‘23:
Patient preference 

& Matched registry* 

data

* Data from propensity matched interim analysis of NACSELD (North American Consortium for the Study of End-stage Liver Disease) registry vs POSEIDON pivotal cohort
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Leader in large markets with unmet needs

alfapump in liver disease

• Market growing to over $2.5 billion by 2035(1)

• FDA breakthrough device / Approved in EU 

• Successful North American POSEIDON pivotal 
study – primary endpoints met, strong clinical profile 

• PMA filing planned for Q4 ’23 with FDA approval 
anticipated in H2 ‘24

• Direct sales in US

• Strong reimbursement profile – existing DRGs, 
NTAP and TCET opportunity

DSR in heart failure

• Multi-billion commercial opportunity – 400K patients 
in the US & EU

• Clinical proof-of-concept as disease-modifying heart 
failure drug therapy

• Transitioning to DSR 2.0; low development risk, 
improved profile & strong IP

• US Ph. 1/2a randomized controlled study (MOJAVE) 
started; initial data planned for Q4 ‘23

• Partnering based on MOJAVE readout in ‘25

Source 1: Based on US and Canada market assessment conducted by highly experienced international consulting group, estimating over 170,000 patients with recurrent or refractory ascites in North America by 2035, with 

estimated incidence of 60% and based on $25K for price of alfapump

PMA: Pre-Market Approval; DRG: Diagnosis Related Group (hospital payment code); NTAP: New Technology Add-on Payment; TCET: Transitional Coverage of Emerging Technologies

Growth in liver cirrhosis due to NASH and breakthrough DSR innovation

drives tremendous commercial opportunity for Sequana Medical
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Near term liver opportunity with visibility into heart failure 
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