
Dofetilide IV
Core Driver

U.S. MarketIntravenous dofetilide formulation designed to enable faster, more controlled 
initiation of therapy

ABOUT
Dofetilide IV is a differentiated intravenous formulation of Dofetilide developed to provide a faster, more controllable alternative to the currently available oral-only route. 
It is intended to support the restoration and maintenance of normal heart rhythm in patients with atrial fibrillation and atrial flutter, while improving the practicality of treatment 
initiation in the hospital setting.

STAGE
The pivotal clinical trial has been completed successfully, and U.S. regulatory submission is expected in Q2 2026. 
A meeting with the FDA held in February 2026 confirmed the proposed regulatory strategy.

INDICATION
Dofetilide IV is intended for the same core indications as oral dofetilide, with added utility for: IV loading to achieve therapeutic concentrations more efficiently,
potentially reducing hospital stay associated with initiation, re-titration or re-initiation of therapy, facilitating IV-to-oral transition.

BENEFIT

IP RIGHTS / EXCLUSIVITY
Granted patents with expiry dates between 2039 and 2043, with additional pending applications, including protection relating to one-day loading approaches, 
aqueous IV dofetilide compositions, and additional uses supporting the dosing and treatment advantages of the IV formulation.

Initiation of oral dofetilide currently requires three or more days of in-hospital monitoring. Dofetilide IV has the potential to reduce this to one day, lowering resource utilization 
and improving treatment efficiency. Intravenous administration may also allow more controlled management of exposure and safety, including immediate interruption of dosing 
if QTc prolongation or other adverse effects occur.



Forward-Looking 
Statements
This presentation has been prepared by, and is the sole responsibility of, Hyloris Pharmaceuticals SA (the "Company") for discussions with investors in relation to the Company and its group. For the
purposes of this notice, “presentation” means this document, oral presentation, any question and answer session and any written or oral material discussed or distributed during the presentation
meetings. This presentation (or any part of it) may not be reproduced or redistributed, passed on, or the contents otherwise divulged, directly or indirectly, to any other person (whether inside or outside
such person’s organization or firm) or published for any purpose or under any circumstances.

This presentation does not constitute an offer or invitation to sell or issue, or any solicitation of an offer to purchase or subscribe for, any securities of the Company in any jurisdiction and neither it nor any
part of it shall form the basis of, or be relied upon in connection with, any contract or commitment whatsoever. This presentation does not contain all the information that a prospective purchaser of
securities of the Company may desire or require in deciding whether or not to purchase such securities nor does it constitute a due diligence review and should not be construed as such. This presentation
is not directed to, or intended for distribution to or use by, any person or entity that is a citizen or resident in any jurisdiction where such distribution or use would be contrary to law or regulation or would
require any registration or licensing within such jurisdiction. Any failure to comply with these restrictions may constitute a violation of the securities laws of any such jurisdiction. Any person into whose
possession this presentation comes should inform themselves about, and observe, any such restrictions.

This presentation includes market, economic and industry data, which were obtained by the Company from scientific journals, industry publications, press releases, data published by government
agencies, industry reports prepared by consultants and other market data providers. While the information has been accurately reproduced, and in as far as the Company is aware and is able to ascertain
from such third-party information, no facts have been omitted which would render the reproduction of this third-party information inaccurate or misleading, the Company cannot guarantee its accuracy or
completeness. Accordingly, you should not place reliance on any of the market, economic and industry data contained in this presentation.

This presentation includes statements that are, or may be deemed to be, “forward-looking statements” which are based on current expectations and projections about future events. These forward-
looking statements can be identified by the use of forward-looking terminology, including the words 'believe', 'estimate', 'anticipate', 'expect', 'intend', 'may', 'will', 'plan', 'continue', 'ongoing', 'possible',
'predict', 'plans', 'target', 'seek', 'would' or 'should', and contain statements made by the company regarding the intended results of its strategy. By their nature, these forward-looking statements involve
risks and uncertainties because they relate to events and depend on circumstances that may or may not occur in the future. Forward-looking statements are not guarantees of future performance. A
number of factors could cause actual results or outcomes to differ materially from those expressed, projected or implied in any forward-looking statements. In light of these risks, uncertainties and
assumptions, the events or circumstances referred to in the forward-looking statements may not occur. None of the future projections, expectations, estimates or prospects in the materials should be
taken as forecasts or promises nor should they be taken as implying any indication, assurance or guarantee that the assumptions on which such future projections, expectations, estimates or prospects
have been prepared are correct or exhaustive or, in the case of the assumptions, fully stated in the materials. No one undertakes to publicly update or revise any such forward-looking statement, whether
as a result of new information, future events or otherwise. As a result of these risks, uncertainties and assumptions, you should not place undue reliance on these forward-looking statements as a prediction
of actual results or otherwise.

By attending and otherwise accessing this presentation you will be deemed to have read and understood the contents of this disclaimer. In making an investment decision, you must rely on your own
assessment, examination, analysis and enquiry of the Company
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