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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 2024 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. 

2



CONFIDENTIAL  |  © Copyright BioPorto  |

1. NephroCheck at 10: addressing unmet needs in AKI diagnosis and risk stratification | Clinical Kidney 
Journal | Oxford Academic 2. Source: Management estimates  |  S2N Data, BIS data  |  US Ped Risk Strat 
indication is for 3 months through 21yoa

Early detection of AKI (Acute Kidney Injury) represents a major 
unmet need1

Significant market potential – Total targeted ICU (Intensive Care 

Unit) Market estimated at app. USD 700m2

Growth Case based on an asset light business model with high 

margins and clear value drivers towards 2028

BioPorto’s ProNephro AKI  (NGAL) is the first FDA-cleared test for 

pediatric AKI assessment

Defined pathway for FDA approval and commercial launch of 

ProNephro AKI (NGAL) for adults in US to open addressable market

Invest in AKI Diagnostic - 
Invest in BioPorto

CONFIDENTIAL  |  © Copyright BioPorto | 3



CONFIDENTIAL  |  © Copyright BioPorto  | 4

Focus on Execution of Market Access & Commercialization to transform kidney care 

The ”Forward” Strategic Plan

2026

2027

2028

+60 US Hospitals

+ Validation Study

+100 Global Hospitals

+ Adult Indication

+170 Global Hospitals

+ Beyond ICU

Adoption

High 

Growth

Expand

1

2

3

2H 2027 Cash 

flow Positive

FY 2028 Revenue 

150-200m DKK

FY 2028 

EBITDA% +15%

Aspirations
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Update Market Access – Adult Clinical Study 
Pre-sub in process to be submitted to the FDA end of March 2026

5

Validation StudyCut-off Study

Key Outcomes
• App. 500 patients enrolled
• 444 adjudicated eligible subjects
• Consistency to the Pediatric cut-off study 

Next step - Complete and submit pre-sub* to the 
FDA by end of March 2026

Awaiting 
feedback from 
FDA on Pre-sub 

for validation 
study

(70-75 days)

Key Milestones
• Design study based on FDA response
• Selection of sites
• First patient in
• Completion of enrollment of patients
• Collection of  study data
• Data analysis
• Prepare and submit application to FDA

Awaiting 
feedback from 

FDA
60-90 days)

End Mar 
2026

Mid June 
2026

*Pre-sub is a non-binding evaluation from the FDA providing 
expert feedback before a formal submission (e.g., 510(k)).

End Jun 2027
(pending final 
study design)

End 2027
(assumes study 

design as cut-off) 

FDA 
Clearance 

and US 
Market 
entry

FDA Clearance of Adult clinical study 
will open an addressable market 
>20x the pediatric commercial market

FDA Clearance 
expected end 2027

Study designed to identifying adult 
patients at risk of developing 
moderate-to-severe acute kidney injury

https://www.google.com/url?sa=i&source=web&rct=j&url=https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program&ved=2ahUKEwjFnbOKvqmTAxWWRKQEHRwlJgkQy_kOegQIARAC&opi=89978449&cd&psig=AOvVaw17-xN6S5kbBhw46vPvJmR1&ust=1773924558063000
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Update Commercialization – Health Economy
Address an expensive condition and interrupt the cost curve related to AKI
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The magnitude of 
the problem

Why AKI is 
expensive

Why it matters & 
what can be done

The value of NGAL 
biomarker

£1bn 
Annual UK Costs

Costs escalate at 
predictable clinical 

thresholds

Clinical interventions 
can prevent escalation

An opportunity to 
change the trajectory 
by early intervention

1. Silver SA et al. Nephron 2017;137:297-301; 2. Kerr M et al. Nephrol Dial Transplant 2014;29:1362-1368;  3. Hobson C. Ann Surg 2015;261:1207-1214; 4. French WB et al. J Clin Anesth 2022;82:110933; 5. 
Ostermann M et al. Contrib Nephrol 2018;193:100-112; 6. Bikbov B et al. Nephron 2023;147:599-607; 7. Alshaikh HN et al. Ann Thorac Surg 2018;105:469-475; 8. Hu L et al. BMC Nephrol 2022;23:42; 9. Filiberto AC 
et al. Ann Vasc Surg 2024;98:342-349; 10. Koyner JL et al. Kidney360 2023;4:316-325

$6bn 
Annual US Costs

AKI is a high-volume, 
structurally expensive 

condition
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+60 Hospitals by end of 2026 – Creating Adoption 
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Expected Development of # of US Hospitals from 2024-2026

36

44

+60

2024 2025 2026

+36% 

22% 

• Creating awareness and 

understanding; to create 

the future demand

• NGAL Research Use Only 

(RUO) & continued focus on 

the Pediatric segment

• Focus on the market in North 

America; initiating multiple 

new processes

• Support the released product 

for the Roche instrument 

Cobas 501 for Pediatric 

segment 
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Highlights of 2025
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A commercial milestone in the fourth quarter of 2025 was the availability of ProNephroTM AKI 
(NGAL) for the US market.

At the end of October 2025, BioPorto successfully completed patient enrollment in its clinical 
cut-off study ProNephro AKI (NGAL) study for adult use.

The three-year “Forward” Strategic Plan from Nov25 focusing on market adoption, capturing 
high growth and expanding the addressable market, including new aspirations towards 2028.

In April and November 2025, BioPorto successfully executed on its Financing Strategy with pre-
subscribed private placements of total DKK 76.5 million.
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NGAL Sales US continuing strong growth

Exchange rate at DKK 6.5 to USD 1 9
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Q1 2023 Q2 2023 Q3 2023 Q4 2023 Q1 2024 Q2 2024 Q3 2024 Q4 2024 Q1 2025 Q2 2025 Q3 2025 Q4 2025

US NGAL RUO sales (accumulated 12 months rolling at constant exchange rates)

DKKm

+29% 
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Continued NGAL growth in 2025 vs 2024 

Revenue Q4 2025 vs Q4 2024, DKKm Revenue per quarter, DKKm

7,9

4,8

2,4

0,8

11,6

8,9

2,4

0,3

Total NGAL Test Antibodies Others

Q4 2024 Q4 2025

US NGAL RUO +39% (+51%)

+47% 

(+52%)

+88% 

(+96%)

+0%

-60%

8,0 7,7
8,6

6,6

9,5 9,2
9,7

7,97,7

10,6 10,4

11,6

Q1 Q2 Q3 Q4

2023 2024 2025

ROW NGAL +48%

FY 2025 vs 2024

Total revenue

DKK 40.3m +11% (+13%)

Total NGAL revenue

DKK 28.2m +22% (+25%)

US NGAL +25% (+29%)

ROW NGAL -34%

ProNephro AKI  (NGAL)  +2.2m

() Growth at Constant Exchange Rates

ProNephro AKI   +4.3m

Adjusted EBITDA loss

DKK 76.5m +8%
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Cost development year-over-year

Increase in cost derived 

from adult study

• Research & Development 
spend increase by DKK 16 
million, driven by the adult 
clinical study.

• Other operating cost were 
in 2025 lower than 2024

11
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Sales & Marketing cost Reserarch & Development cost Administrative costs excl severance

mDKK spend

2024 2025



CONFIDENTIAL  |  © Copyright BioPorto  |

Financial Guidance 2026

12

Total NGAL Revenue

DKK 50-60m

Adjusted EBITDA loss

DKK 48-58m
(20-45%)

DKK 33-42m
(20-50%)

Total Revenue



Q&A
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