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”A good diagnosis
is half the cure”

”A good diagnosis 
is half the cure”

”Early prediction

is half the cure”
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Highlights from Q2 2018

FDA application for The NGAL Test™ in the US finalized and submitted – awareness of NGAL 

continues to be expanded

US clinical studies successfully completed and BioPorto submitted the FDA application for 

regulatory clearance of The NGAL Test™ on July 18th.

Momentum accelerated in building NGAL awareness – for both The NGAL Test™ and the NGAL 

platform for new indications

Revenue from The NGAL Test™ up from DKK 2.0m to DKK 2.8m in Q2 (YoY)

Overall revenue increased from DKK 6.6m to DKK 7.1m in Q2 (YoY)

Sales guidance for 2018 revised – EBIT maintained

The revenue outlook for 2018 revised from DKK 35 mio. to DKK 30 mio.

Allocation of resources to finalize the FDA application was prioritized over short term sales.
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Revenue in 2Q 2017 of DKK 7.1m – an increase of 8%

Sales of The NGAL Test™ grew 38% driven by growth in US despite allocation of tests 

and resources to the FDA application efforts

Revenue from ELISA kits up by 6%

Antibody sales down DKK 0.8m (-26%) due to postponement of a few larger orders

Revenue in 2Q 2018 at all-time-high 
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Quarterly growth from increases in The NGAL Test™ 

and MBL kits

Revenue by product (DKKm)
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Drop in antibody sales due to order postponements modest growth in 

The NGAL Test™ reflects the diversion of products and resources to 

complete clinical studies and FDA application

Revenue by product (DKKm)
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EBIT loss increased in 1H 2018 as expected due to a slight 

decrease in revenue and higher R&D cost for clinical studies

EBIT loss of DKK -22.5m in 1H 2018 vs. DKK 

17.7m in 1H 2017

Overhead  increased from DKK 26.7m in 1H 2017 

to DKK 30.7m in 1H 2018, primarily due to 

increased R&D costs related to the US clinical 

study

Cash position at DKK 22.5m by end-June 2018
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US application for clinical use of The NGAL Test™ 

submitted to FDA on 18th July 2018

Clinical studies from 500+ patient cases collected at 17 leading clinical sites including Yale, 

Cleveland Clinic, Houston Methodist Hospital and Massachusetts General Hospital in the US 

finalized in Q2 2018

Registration application (510K) for risk use of The NGAL Test™ to rule out AKI within 48 hours in 

ICU submitted in July 2018 – will secure faster prioritization of patients potentially suffering from 

AKI
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Process for FDA approval of The NGAL TestTM 
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Multi-facetted US market entry strategy is in place and 

is being executed

Awareness

Direct Sales

Building 

Awareness
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BioPorto aims to make The NGAL Test™ standard of 

care for AKI by building awareness

STANDARD 

OF 

CARE

National 
Kidney 

Foundations

Research 
use only at

25-40 

US Sites

Distribution 
PartnersKDIGO*

Scientific 
journals and 

papers

* KDIGO is a global organization developing and implementing evidence-based clinical 

practice guidelines in kidney disease. Potential to get into future KDIGO guidelines is 

being investigated. 

Strong scientific evidence in published 

papers regarding NGAL as a  biomarker is 

being utilized

Awareness regarding NGAL is being built 

through Grand Rounds presentations to 

physicians and an increasing list of 

research-use-only clients

Furthermore, BioPorto is engaged in 

dialogues with US political offices, National 

Kidney Foundation and KDIGO* – all 

indicating strong interest in NGAL as a 

potential Standard of Care biomarker for 

AKI (and other indications)

10



Clinical Studies

Regulatory Trials

FDA Application adults 

Investigating “Peds” study

Investigational Trials 

Emergency Room - Leeds

Septic Chock – Danish hospitals

Cardiac Surgery – Danish hospitals

Trauma study - Malarwi

Emergency Room – Hillerød

Veterinary Diagnostics – gRAD

Cardiac Surgery - Nuremberg and Ljubliana

Toxicity Study – Cincinnati Childrens Hospital
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Additional Indications of NGAL & New Biomarkers

Horizontal PipelineVertical Pipeline
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Focus on execution of US strategy in 2018

2018 objectives

Primary targets
• Submit FDA registration of The NGAL Test™

• Obtain FDA approval in second half of 2018

• Explore the opportunity of a pediatric clinical trial

• Build on momentum among key opinion leaders to increase awareness 

and knowledge of NGAL ahead of commercialization of The NGAL 

Test™ after FDA approval

• Sign at least one global agreement with a top five diagnostic partner

Secondary targets
• Continued expansion of antibody and ELISA portfolio

• Accelerate market penetration in direct served markets; US, Germany 

and UK

• Review opportunities for new indications for The NGAL Test™

Growth • Minimum 35% (Changed to 19 % in Q2 2018 Report)
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Revised 2018 revenue guidance – expectations for EBIT 

maintained

Revenue now expected at approximately DKK 30m corresponding to growth of 19% (previously

min. DKK 35m)

The NGAL Test™ kits were prioritized to support the FDA clinical study in the first half of

the year.

Sales have been affected by allocation of resources to finalize the now submitted FDA

application.

EBIT loss of DKK 32-37m

Costs of DKK 6m associated with the finalization of the FDA application in 2018

Increased sales and marketing activities in US and strengthen R&D organization

BioPorto has initiated a strategic review to assess the potential of the company’s technology

platform, market reach and clinical development. The process could potentially lead to BioPorto

raising further capital to secure a strong momentum in sales and expansion in other indications

to broaden the product portfolio.
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Q&A
Financial calendar:
Interim report Q3 November 8 2018


