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Forward-Looking Statements

References herein to this presentation shall mean and include this document, any oral presentation accompanying this document provided by

BioPorto A/S (the “Company” or “BioPorto”), and any further information that may be made available in connection with the subject matter
contained herein. By viewing or receiving or reading this presentation or attending any meeting where this presentation is made, you agree to
be bound by the limitations, qualifications and restrictions set out below.

This presentation contains forward-looking statements. Words such as “believe”, “expect”, “may”, “plan”, “strategy”, “estimate”, “target” and

similar expressions identify such forward-looking statements. Statements other than historical facts included in this presentation concerning
our plans, objectives, goals, future events and performance are forward-looking statements. They involve risks, uncertainties and other
factors, which may cause actual results, performance and achievements to differ materially from the results discussed in the forward-looking

statements. These include numerous assumptions, risks and uncertainties, many of which are beyond BioPorto’s control. These risks and
uncertainties are described from time to time in BioPorto’s Announcements and in its 2022 Annual Report under Risk Factors. We undertake

no obligation to publicly update or revise forward-looking statements to reflect subsequent events or circumstances after the date of this
presentation.

This presentation is for information purposes only and does not constitute an offer to sell or a solicitation of any offer to buy any securities
issued by the Company in any jurisdiction. The information contained herein is not for distribution in the United States of America. This
document does not constitute, or form part of, an offer to sell, or a solicitation of an offer to purchase, any securities in the United States. The

Company’s securities have not been and will not be registered under the U.S. Securities Act of 1933, as amended (the “Securities Act”) and
may not be offered or sold within the United States absent registration or pursuant to an exemption from, or in a transaction not subject to, the

registration requirements of the Securities Act. There is no intention to offer or solicit an offer to buy any securities in the Company in the
United States or to make a public offering of the securities in the United States. Company securities may be sold only to qualified institutional
buyers (as defined in Rule 144A under the Securities Act) in reliance on Rule 144A.
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FDA Grants 510(k) Marketing Clearance for ProNephro
AKITM (NGAL) for Pediatric AKI Risk Assessment
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ProNephro AKI (NGAL): Indications for Use

Indications for Use:

Immunoassay for the in vitro quantitative determination of neutrophil gelatinase-associated lipocalin (NGAL) in 

human urine.

Determination of NGAL is intended to be used in conjunction with clinical evaluation in pediatric patients (≥ 3 

months to < 22 years) without underlying kidney disease admitted to the intensive care unit (ICU) for the 

management of cardiovascular or respiratory compromise or who have had a solid organ or bone marrow 

transplant.

ProNephro AKI  (NGAL) is intended to be used in the first 24 hours of ICU admission. In patients with low SCr 

levels, indicative of no acute kidney injury (AKI) or AKI Stage 1, the test can be used as an aid to identify patients 

at risk to develop moderate to severe acute kidney injury (Stage 2 to 3 AKI) 48 to 72 hours after the time of 

assessment. In patients with an elevated SCr level, indicative of Stage 2/3 AKI, the test can be used as an aid to 

identify patients at risk to have persistent moderate to severe acute kidney injury (Stage 2 to 3 AKI) 48 to 72 

hours after the time of assessment.

The particle-enhanced turbidimetric immunoassay is intended for use on the Roche cobas® c 501 clinical 

chemistry analyzer.

Indications for Use
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Acute Kidney Injury (AKI) — An Unmet Clinical Need 

• AKI, is an abrupt loss of kidney function that develops rapidly over a few hours or days. 

• Symptoms may include decreased urinary output, swelling due to fluid retention, nausea, 

fatigue, and shortness of breath. Often painless without symptoms.

• Difficult to diagnose.

• AKI can progress to CKD (Chronic Kidney Disease), leading to a lifetime of dialysis and death.

Sources: Silver SA, Chertow GM. The Economic Consequences of Acute Kidney Injury, Nephron. 2017;137. 

Chaw la LS et al. Acute kidney disease and renal recovery. Nat. Rev. Nephrol. 2017.
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NGAL Values Actively Direct Interventions in Critical Care

Sources: Dr. Prasad Devarajan; S2N-data on file

When & why patients would be evaluated for AKI

“I love NGAL because when it’s LOW, I know 

I can be aggressive with diuretics.”

– Pediatric Critical Care Physician

• Administer fluids

• Diuretics and imaging

• Adjust Rx

• Dialysis?

• Timing of interventions

Low Values

Mod-High Values

NGAL

Monitor

Manage

Stable 

kidney

Unstable 

kidney

Stable 

kidney

NGAL “In complex patients, NGAL values help 

throughout the patient journey.”

– Cardiac Critical Care Physician

“I have changed my management decisions 

on rounds and have definitely changed the 

way I approached different patients based 

on NGAL results.”

– Pediatric Intensivist (PCICU)
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Track Record of Execution and Clear Commercial Roadmap 

1. Indication for ages 3 months through 21 years of age

Achieved targeted patient enrollment 

for final part of a 3-part clinical study in 

support of US FDA submission for use 

of an NGAL test in identifying pediatric 

patients at risk for AKI

20232021 2024 2025 20262022

New Management Team, focused on
• Completing clinical study,
• Navigate FDA
• Drive commercialization to 

capitalize on FDA Breakthrough 
Designation granted in 2019 Pediatric 

application(1) 

submitted to FDA

Kidney Disease Improving 

Global Outcomes “KDIGO” 

guidelines published on 

AKI including biomarkers

Open channel 

release for use on 

other analyzers

Reimbursement/Health 
Economics and 
Outcomes Research 
“HEOR” study

Additional Instrument 

Partners

Goal for system-wide 
implementation, e.g., 
Catholic Charities, Kaiser, 
Advent, HCA (US)

In Vitro Diagnostic 

Medical Device 

Regulation designation 

(EU IVDR)

Internally assessed next 
adult indication expansion

FDA pre-submission and 

data packet for adult 

indication

Start clinical data studies 
to support prioritized adult 
indication

Delivered 2022 Revenue and Adj. EBITDA 16% 

and 14% above original mean guidance
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Roche 

launches 

ProNephro AKI 

to US Market
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US TAM Growth: Broadening Compatibility & Adult Label Expansion

• 1 Roche *c501 Instrument

• 2 Following subsequent CLIA filing to expand compatibility with expanded Roche family of Instruments

• 3 Combined Emergency Room, Cardiac ByPass Surgery, Cirrhosis, Kidney Transplant, Initiation/Liberation from Dialysis, etc.

• 4 Pediatrics ICU Roche Instrument - $8.8M, Pediatrics ICU Open Channel non-specific Instrument - $23M, Pediatrics All Departments non-specific Instruments - $104M

Time

ICU Approval for 

Single Roche 

Instrument1

United States: $1.2B

Global: $3B

PEDIATRIC ADULT

Addition of 

2nd Adult Label 

Indication

$1.2B3 

FDA Label 

Expansion with 1st 

Adult Indication

Instrument 

Agnostic 

Compatibility

Addition of 

3rd Adult Label 

Indication

Approx. 33% of Instrumentation Market

Approx. 66% of Instrumentation Market

TAM

$134M4 

Indication 

Expansion 

Beyond ICU
Expansion of 

Roche 

Instruments2
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Contacts: 

Denmark:

HC Andersen Capital

P: +45 4529 0000

E: investor@bioporto.com

US:

Ashley R. Robinson, LifeSci Advisors

P: +1 617 430 7577

E: arr@lifesciadvisors.com

CPH: BIOPOR

mailto:investor@bioporto.com
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