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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. 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 BioPorto A/S (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. 

Forward-Looking Statements
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Highlights from 2019
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• NGAL product sales up by 14% compared to 2018

• Collecting additional data for the NGAL pediatric 
clearance with FDA

• Political support and increasing awareness of 
kidney health in the US

• Strong commercial, clinical and regulatory 
additions to US organization and Board of Directors

• Successful share capital increases in 2019 – further 
capitalization in the planning

Highlights of 2019
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2019 Financials results
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Revenue growth of 2.3% in 2019

Revenue by Quarter (DKKm) Revenue by Quarter (LTM, DKKm)
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NGAL revenue* up 9.4% in 2019

Revenue by Product Category (DKKm)

Increase in total revenue from 
NGAL sales from 2018 to 2019

Antibody sales in 2019 at 2018-level
due to declining Q4 sales (refocus)

N
G

AL
An

ti
bo

di
es

 

9% 

0%

10.6

4.8

9.4

1.2

11.6

4.8

9.4

0.8

NGAL ELISA kits Antibodies Other products &
licenses

2018

2019

* NGAL product sales and NGAL Other
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NGAL product sales up 14% in 2019

NGAL product revenue by quarter (DKKm)

Increase in total revenue from 
ROW NGAL sales from 2018 to 2019

Increase in US RUO sales of NGAL
from 2018 to 2019
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EBIT on par with expectations – additional financing 
currently being pursued 

EBIT (DKKm)

-36.5
-41.8

-74.3

2017 2018 2019

Cash flows and cash holdings (DKKm)

-29.3
-39.5

-62.2

47.1 46.7

18.1

2017 2018 2019

Cash flow from operations and inv. (net)

Cash holdings

EBIT loss for 2019 of DKK 74 million in line   
with guidance

BioPorto is currently pursuing additional financing 
to strengthen the company’s financial position



© Copyright BioPorto 11

Regulatory studies
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Pediatric FDA application process to 
offer insight into adult

1) Susantitaphong, P et al. World Incidence of AKI: A Meta-Analysis. Clin J Am Soc Nephrol. 2013 Sep;8(9):1482-93.
2) Kaddourah A, Basu RK, Bagshaw SM, Goldstein SL; Epidemiology of Acute Kidney Injury in Critically Ill Children and Young Adults, N Engl J Med. 2017; 376(1):11–20. 

1 in 4 
critically ill children 
affected with AKI2

Pediatrics

FDA feedback Nov. 2019, 
additional data to be 
submitted Q2 2020

1 in 5 adults affected with AKI 
during a hospital episode of 

care1

Application to follow pediatric 
clearance

To initiate following FDA 
clearance of

other indications

Adults

Predict AKI Risk in
Intensive Care Setting

- Urine samples
- Predict Stage 2/3 
AKI

Predict AKI Risk in
Intensive Care Setting

- Plasma sample
- Predict Stage 2/3 AKI

• Nephrotoxicity
− Oncology

− Cardio

− Diabetes

− Transplant

− Autoimmune

• Therapeutic monitoring

• Diagnosis of AKI

• Point-of-care applications

Additional Indications
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Oct. 2018
Retrospective study for risk 
assessment in pediatrics 
initiated

Original study (AWARE 2014)

• 4,653 patients tested

• 1,261 developed AKI

• 543 developed severe AKI

Subset of samples re-tested with 

The NGAL Test

Q2-4 2019
Application submitted to FDA, 
reviewed with determination of 
additional data requirements

Strong clinical support for The NGAL 
Test

• Sensitivity 65.0%

• Specificity 81.8%

• Neg. predictive value 95.4%

• Concern by FDA for clinician bias 
in underlying dataset (AWARE)

Enhanced FDA submission 
planned 

Updated regulatory filing

• Revised pediatric application 
will most likely be a De Novo 
510(k) application

• Additional patient data to be 
collected in US to address FDA 
concerns over clinician bias

• Rapid addition of new clin/reg 
personnel for best-in-class study 
management 

Further Patient Data to be Collected for Application
US Regulatory Update

Research Use Only sales to US research hospitals

Q2 2020
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AWARE Study Design
The FDA’s Concern

• Goal of the AWARE study was to select patients who 
were sicker and therefore more at risk of Acute      
Kidney Injury (AKI)

• They only included patients who the doctor judged 
would still be in the intensive care unit (ICU) 48      
hours after admission

• Our product claim has to mirror the data submitted, 
and FDA asked, “how can a doctor know who will be 
in the ICU after two days?”
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AWARE Study Design
The FDA Challenge

?

Patient Arrives 
in ICU

Doctor Judges Length of Stay 

More than
48 hours 

Less than
48 hours 

Include in 
Trial

Exclude from
Trial

FDA Concern: This introduces a doctor’s bias 

Chart Review
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• BioPorto will include all ICU patients who meet our criteria
• This will result in a simpler dataset, and a simpler message for FDA 

Additional Data Collection
Next Steps

Patient Arrives 
in ICU

Include in 
Trial

Chart Review
Exclude from

Trial
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2020 milestones
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• Commence and finalize collection of additional 
patient data for pediatric FDA application of The 
NGAL Test

• Obtain FDA approval of The NGAL Test for 
pediatrics

• Collect supplementary data to support 
submission of adult application for The NGAL Test

• Review new opportunities for NGAL and 
BioPorto’s antibody library; define a pipeline of 
targeted assays and biomarkers

• Grow total revenue by 10%

Targeted 2020 Milestones
Clinical, regulatory and commercial 
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Financial Projections for 2020
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DKK 73m

Focus on collection of additional data for FDA clearance of The NGAL Test and 
growth in NGAL revenues in 2020. No FDA cleared sales of The NGAL Test 
included in guidance.
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Contact: 
Ole Larsen (CFO)
ol@bioporto.com

Financial calendar 2020

May 7, 2020 Q1 2020 Results

August 19, 2020 Q2 2020 Results

November 18, 2020 Q3 2020 Results


