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RENAZORB™ for the Treatment 
of Hyperphosphatemia in 
Chronic Kidney Disease (CKD) 
Patients on Dialysis



The Unmet Need in Hyperphosphatemia
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Chiu YW, et al. Clin J Am Soc Nephrol. 2009

http://www.dopps.org/DPM


RENAZORB Product Profile
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Global Hyperphosphatemia Market Opportunity



Single Pivotal Bioequivalance (BE) Study to Satisfy 
FDA Requirement for 505(b)(2) NDA Filing

•
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Fosrenol® is a registered trademark of Shire 
International Licensing BV.
© 2020 Takeda Pharmaceuticals U.S.A., Inc.



In Pivotal Bioequivalance (BE) Study, 
RENAZORB Met All Endpoints
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Current Treatments are Inadequate
—High Pill Burden is the Chief Culprit

60%

33%

15% 15%
8% 7% 5%

1%
0%



RENAZORB May Reduce Daily Pill Burden by 2 to 4-Fold 
Compared to Available Phosphate Binders



If approved, RENAZORB profile is projected to 
command a high preference share of patients



Commercial Strategy
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UNI-494:
Mitochondrial-Targeted Therapy 
for Kidney Disease
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UNI-494 Restores Mitochondrial Function
Mechanism of Action

Source:  Hazel H Szeto J Am Soc Nephrol 28: 2865, 2017; Shiraishi et al., 2014
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Mitochondrial Dysfunction

• A hallmark feature of 
mitochondrial dysfunction 
is chronic opening of MPT 
pores and overproduction of 
reactive oxygen species (ROS)

• Chronic opening of MPT pores 
leads to water and solute influx, 
swelling, injury and cell death
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• UNI-494 is an ATP-sensitive 

K+ channel (KATP) activator

• Binds to SUR2 subunit of 
KATP channel that in turn 
leads to closing of MPT pores

• Down-regulates production of 
ROS

H2O



Due to its High Energy Demands, the Kidney is a 
Prime Target for Mitochondrial Injury



“Acute-On-Chronic” Kidney Disease
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CKD and ESRD Burden of Disease
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[1] Centers for Disease Control and Prevention. Chronic Kidney Disease 
in the United States, 2021.

[2] United States Renal Data System. 2020 USRDS Annual Data Report: 
Epidemiology of Kidney Disease in the United States
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Acute Kidney Injury (AKI) and Current Treatment
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AKI CKD



AKI Incidence & Mortality



UNI-494 Active Metabolite (Nicorandil) Exhibits 
Renoprotection in Animal Models of Renal Disease



Nicorandil: Clinical Evidence for Renoprotection
Acute Kidney Injury
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Nicorandil: Clinical Evidence for Renoprotection
Chronic Kidney Disease
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Patients Treated with Nicorandil Had Significantly Lower 
Urine Protein Excretion1 at Follow-Up2 Compared to Baseline

1 Proteinuric (300– 3000 mg/day), valsartan-treated hypertensive patients with blood pressure less than 140/90 mmHg
2 Post 6-month intervention therapy
SOURCE: Lee TM, et al. J of Hypertension.2008; Updated as of 3/3/22

↓



Nicorandil Reduces the Risk of Death in Hemodialysis 
Patients Undergoing PCI Compared to Control

KM Graph for All-Cause Death1 in Nicorandil (n=64) and Control2 Groups (n=65)

Cumulative Survival Rate

1 In hemodialysis patients who had obtained complete coronary revascularization (absence of both restenosis and de novo coronary 

lesions) by means of 1 or more PCI procedures
2 Lack of nicorandil 

Nishimura M, et al. Am J Kidney Dis. 2009.; Updated as of 3/3/22
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UNI-494 Global Intellectual Property
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UNI-494: Development Strategy
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Unicycive Leadership
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UBS, Genentech

John Ryan, MD, PhD
Wyeth, Merck, 

Kadmon

Board of Directors

Brigitte Schiller, MD
SVP, Medical Officer, 

Fresenius Medical Care

Pramod Gupta, PhD
EVP, Pharmaceutical & 

Business Operations
Spectrum, B&L, Abbott

Management

John Townsend, CPA
Chief Financial Officer

Guardion Health Sciences, 
Cytori Therapeutics

Doug Jermasek, MBA
EVP, Corporate Strategy
Genzyme-Sanofi, Akebia, 

Keryx, Pfizer, Abbott

Guru Reddy, PhD
VP, Preclinical R&D

Spectrum, Ciphergen, 
Pangene, Yale

Shalabh Gupta, MD
Chief Executive Officer

UBS, Genentech

Sandeep “Steve” Laumas, MD
Goldman Sachs, 

North Sound Capital

Gaurav Aggarwal, MD
Vivo Capital



Unicycive Advisors

Ravi Mehta, MD
Prof Emeritus of 
Medicine, UCSD

Scientific Advisory Board

Pablo Pergola, MD, PhD
Director, Clinical Advancement 
Center, PLLC, a wholly-owned 

subsidiary of Renal Associates

Glenn Chertow, MD, MPH
Chief, Division of Nephrology at 

Stanford University School of 
Medicine

Myles Wolf, MD
Charles Johnson, Prof 
of Medicine and Chief, 
Division of Nephrology 

at Duke University 
School of Medicine



$130 Million in Long-Term Financing



Catalyst Rich 2023 and Beyond
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