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Exploratory Pharmacokinetics and Hemodynamics
under Fed or Fasting Conditions




ClD suss
e SAP Chronic Stable Angina Pectoris

Profile Challenge

. Heart Disease remains
Symptomatic side of coronary @ the number one cause of death

artery disease (CAD) among Americans’
Manifest as chest pain Coronary Artery Disease (CAD)
and shortness of breath '@ causes ~60% of HD-related deaths’
Uncontrolled angina elevates Angina is present
the risk of future cardiovascular % in >50% of CAD patients
events in CAD patients and is often the first symptom®?

CSAP affects 11 M Americans

|i| |i| 'I' 'I' ll' over the age of 20°

Stable angina symptomatic treatment
S & 0 o *ww annual sales in the US amount to over $2.5 bn
www w Only 57% of US patients with stable
1.Heart Disease & Stroke Statistics. American Heart Association. Circulation. 2021;143(8):e254-e743.

angina receive chronic drug treatment” 2
2 Kureishi F et al. Clin Cardiol. 2017:40(1):6-10. 3. Mesnier J et al. Circulation. 2021;144:512-523.
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Why develop
an Extended-Release Nicorandil?
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Frydman A et al. Am J Cardiol. 1989;63:25J-33J. p—
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Proof-of-concept

AUX-001 demonstrates = 18h of extended release
vs. IR nicorandil twice -daily in an in-vivo dissolution profile

B IR Nicorandil (1st dose) A IR Nicorandil (2nd dose) @ AUX001
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Exploratory Pharmacokinetic
Phase 1a Study:

Single-dose, 2-sequence crossover study
in healthy adult volunteers

EXPLORATORY
Single-dose (1day) Single-dose (1day)
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Clo

Heart Rate response
to Oral Immediate-release Nicorandil

Change in heart rate (AHR; mean £ SEM) from baseline)
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- Placebo - sublingual ISDN 5 mg
- sublingual nicorandil 15mg - sublingual nicorandil 30mg
- sublingual nicorandil 60mg

Belz GG, Beermann Cl. J Cardiovasc Pharmacol. 1992;20(Suppl 3)S57-568.
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Heart Rate Response to a single-dose
of AUX-001 under Fasting vs. Fed Conditions

* = Non significant vs. baseline
** = P<0.05 vs. baseline
A = P<0.01 vs. baseline
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Source: Auxilius Pharma. AUX-PNI19-PKO1 Study. Data on File. April 2024
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Systolic and Diastolic Blood Pressure

Response to a single-dose of AUX-001
under Fasting vs. Fed Conditions

Systolic BP

BP in mmHg

6h 12h

—e-Fasting —4—Fed Condition

Source: Auxilius Pharma. AUX-PNI19-PKO1 Study. Data on File. April 2024
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Contact us for more details:

WWW.AUXILIUSPHARMA.COM
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