
Unconditional IDE approval for alfapump 

pivotal study (POSEIDON)

Webcast & Conference Call – 4 June 2019



2

Today’s presenters

2

Ian Crosbie

Chief Executive Officer

Gijs Klarenbeek

Chief Medical Officer



3

Disclaimer

3

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® 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 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 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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Agenda

Welcome and introduction

POSEIDON – the alfapump pivotal study to support approval in US & Canada

Conclusions and next steps

Q&A
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Unconditional IDE approval for POSEIDON 

(alfapump®
pivotal study) in just 30 days
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We have moved forward our planned US launch of the alfapump to H1 2022

• alfapump pivotal study for treatment of recurrent or refractory ascites due to liver cirrhosis 

• Unconditional approval by US FDA after 30 days

• Optimised clinical trial design in up to 50 patients implanted with alfapump in study cohort and 

shorter time to primary endpoint analysis

• Expected FPI in H2 2019

• Study intended to support approval in US and Canada

• Breakthrough device designation makes alfapump eligible for prioritized review of submission 

package for regulatory approval in the US

IDE: Investigational Device Exemption; FDA: Food and Drug Administration; FPI: first patient in



POSEIDON:

alfapump®
pivotal study 

to support approval in 

US & Canada
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“The number of patients with 

recurrent & refractory liver 

ascites is forecast to 

increase dramatically due to 

the growing prevalence of 

NASH”

~151K
refractory ascites patients due to 

alcoholic liver disease and NASH 

within next 10-20y1

NASH: Non-alcoholic Steatohepatitis; 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. 
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Existing therapies have severe limitations
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Large Volume Paracentesis 

(“drainage”)

Transjugular Intrahepatic 

Portosystemic Shunt (TIPS)

Liver transplant

Dramatically reduces 

quality of life

Increased risk of 

encephalopathy above 65 

(typical age of patient with ascites 

due to NASH-related cirrhosis)

Limited availability and 

high costs
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Evolution of liver cirrhosis to “mainstream disease”

• NASH and NASH-related cirrhosis will become 

more prevalent in mainstream society

• We believe:

• there are clear analogies to today’s coronary 

artery disease market

• this will drive change in attitudes to liver 

cirrhosis, resulting in the need for modern and 

convenient therapies for chronic liver disease

10
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POSEIDON – overview trial design

• Single arm, open-label, within subject crossover study  reduces risk of study drop-out / 

reduces sample size

• Up to 15 centers in US and Canada – site selection driven by clinical & reimbursement factors: 

• Clinical expertise of multidisciplinary team (hepatologist – interventional radiologist)

• Transplant (liver) center

• Objective data on paracenteses procedures

• Insurance groups

• Training in alfapump® implantation procedure for unexperienced study centers

• Enrollment of 60 patients with recurrent or refractory ascites due to liver cirrhosis in study cohort 
up to 50 patients to be implanted with alfapump for primary endpoint analysis

• Primary endpoint analysis at 9 months after enrollment to the study

• First patient in expected in H2 2019 

11
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POSEIDON – primary effectiveness outcome  
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pre-implant post-implant

data from PMSR study

Proportion of patients with a 50% reduction in average number of paracentesis per month 

in the post-implant observation period vs. pre-implant observation period

Previous alfapump studies in patients with refractory ascites due to liver 
cirrhosis support this efficacy endpoint:

Average frequency of paracentesis per month

RCT: Randomised Controlled Trial; PMSR: Post-Marketing Surveillance Registry
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POSEIDON – alfapump®
pivotal study

Single-arm, open-label, within subject crossover study
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Pre-implant 

observation

Post-implant 

stabilisation

Post-implant 

observation

Post-implant

long-term follow-up

3 months 3 months 3 months 18 months

T-3M T0 T+3M T+6M T+24M

alfapump

implantation

Primary outcomes 

analysis

Secondary outcomes 

analysis

Enrollment 

in the study

Filing for regulatory approval in North America 

will be based on the outcomes analyses at 

this timepoint
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POSEIDON – alfapump®
pivotal study

Primary and Secondary Outcomes
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Primary effectiveness outcomes: • proportion of patients with a 50% reduction in average number of 

paracentesis per month in the post-implant observation period vs. 

pre-implant observation period

• per-patient ratio of post-implant to pre-implant with respect to 

average monthly number of paracentesis

Primary safety outcome: • rate of alfapump related re-interventions adjudicated by the 

Clinical Events Committee

Secondary outcomes: • safety (device and/or procedure-related adverse events)

• quality of life (assessed by general SF-36 as well as disease-

specific Ascites-Q questionnaires)

• patients’ nutritional status

• health economics

• overall survival
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Proposed CMS rule on payment system for 

breakthrough devices is promising development for 

the alfapump®

15
CMS: Centers for Medicare and Medicaid Services



Conclusions &

next steps
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Three platforms for growth 
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Balancing risk and reward

North American 

Liver & Cancer

North America & Europe 

Heart Failure

Europe Liver & Cancer

POSEIDON pivotal study 

commencing in H2 2019

First in human studies: 

 single dose (completed)  

o repeated dose with alfapump

(commencing H2 2019)

Prospective study in malignant ascites & registry in liver

Focused expansion in UK, DE, CH & FR
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alfapump® included in 

German (DGVS) treatment 

guidelines

Strong newsflow since IPO
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FDA approves IDE with 

optimised POSEIDON study 

design

DSR clinical proof of 

concept delivered

EU US HF

IPO: Initial Public Offering; DGVS: German Society of Gastroenterology Digestive and Metabolic Diseases; FDA: Food and Drug Administration; IDE: Investigational Device Exemption; DSR: Direct Sodium Removal



Q&A


