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BioPorto's 3Q revenue increases 24% year-over-year
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BioPorto A/S (CPH:BIOPOR) on Thursday reported that third-quarter revenue
increased 24% year-over-year.
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In a statement, the Danish biotech company said revenue came in at DKK 6.6
million (US$980,000), compared to DKK 5.4 million (US$800,000) in the prioryear quarter.
BioPorto noted that revenue stemming from its flagship NGAL test for the risk
assessment of acute kidney injury (AKI) in patients rose 29% in the quarter
year-over-year.
READ: BioPorto to provide additional patient data to back FDA
application for NGAL test
The company attributed this increase to the growing interest in the potential
uses for NGAL in Research Use Only (RUO) assay. Secondly, the company
also said sales of its antibodies were positively affected by higher bulk orders.
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BioPorto's release of its 3Q financial results comes as the company seeks US
regulatory clearance of the NGAL test for use in children.
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Following recent dialog with the US Food and Drug Administration, BioPorto on
November 18 announced that it has decided to supplement its pediatric 510(k)
application with additional data in order to fully respond to the most recent
review shared by the agency.
The valuable study from which BioPorto drew its original dataset demonstrated
that the NGAL biomarker can be successfully deployed to assess risk of
pediatric acute kidney injury in the critical care setting. However, the FDA
disagreed with the clinical community, expressing concern over risk of clinician
bias in the data.
BioPorto will provide a follow-on dataset designed to demonstrate NGAL's
utility not only to clinicians but also to the FDA. BioPorto expects to submit a
revised and supplemented application in the second quarter of 2020.
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Company Synopsis:
BioPorto Diagnostics A/S is an in-vitro
diagnostics
company
that
provides
healthcare professionals in clinical and
research settings a range of diagnostic
tests and antibodies. Our pioneering
product portfolio includes assays for
underserved disease states such as NGAL
for acute kidney injury. We sell our products
in more than 80 countries through diverse
sales
channels
and
partners.
action@proactiveinvestors.com

As a result of the company's decision to provide additional information to the
FDA, BioPorto has changed its financial guidance for 2019 to about DKK 29
million (US$4.3 million) in revenue from DKK 32 (US$4.7 million).
"On top of a good third quarter with satisfying growth in revenue and executing according to plan, we unfortunately had
to announce a delay in our US pediatric application process for The NGAL Test," said CEO Peter Eriksen.
"FDA saw some risk of bias in the data from the AWARE study, which we used in our application, which we must
address. While this is of course disappointing in the short term, I believe the dialogue and feedback from FDA, along
with the additional data we will collect, will strengthen our future commercial position and augment our ongoing adult
studies."
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In the meantime, the company said knowledge and awareness of NGAL as an early biomarker for AKI risk in critically ill
patients is growing among nephrologists and physicians as more and more papers describing NGAL's clinical
applications are being published in medical journals.
During the world's premier nephrology meeting, called Kidney Week, arranged by the American Society of Nephrology
in November in Washington, D.C., BioPorto said AKI and NGAL were highlighted with two oral presentations,
16 posters and abstracts and many discussions with thought leaders.
According to the company, the NGAL Test can detect AKI earlier and more reliably than other tests on the market. AKI
is common following kidney transplants and heart-bypass surgery.
Contact the author: patrick@proactiveinvestors.com
Follow him on Twitter @PatrickMGraham
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Proactive Investors facilitate the largest global investor network across 4 continents in 4 languages. With a team of analysts
journalists & professional investors Proactive produce independent coverage on 1000's of companies across every sector for private
investors,
private
client
brokers,
fund
managers
and
international
investor
communities.
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No investment advice
The Company is a publisher. You understand and agree that no content published on the Site constitutes a recommendation that any particular security,
portfolio of securities, transaction, or investment strategy is suitable or advisable for any specific person. You understand that the Content on the Site is
provided for information purposes only, and none of the information contained on the Site constitutes an offer, solicitation or recommendation to buy or sell a
security. You understand that the Company receives either monetary or securities compensation for our services. We stand to benefit from any volume which
any Content on the Site may generate.
You further understand that none of the information providers or their affiliates will advise you personally concerning the nature, potential, advisability,
value, suitability or profitability of any particular security, portfolio of securities, transaction, investment, investment strategy, or other matter.
You understand that the Site may contain opinions from time to time with regard to securities mentioned in other products, including Company-related
products, and that those opinions may be different from those obtained by using another product related to the Company. You understand and agree that
contributors may write about securities in which they or their firms have a position, and that they may trade such securities for their own account. In cases
where the position is held at the time of publication and such position is known to the Company, appropriate disclosure is made. However, you understand and
agree that at the time of any transaction that you make, one or more contributors may have a position in the securities written about. You understand that price
and other data is supplied by sources believed to be reliable, that the calculations herein are made using such data, and that neither such data nor such
calculations are guaranteed by these sources, the Company, the information providers or any other person or entity, and may not be complete or accurate.
From time to time, reference may be made in our marketing materials to prior articles and opinions we have published. These references may be
selective, may reference only a portion of an article or recommendation, and are likely not to be current. As markets change continuously, previously published
information and data may not be current and should not be relied upon.
The Site does not, and is not intended to, provide investment, tax, accounting, legal or insurance advice, and is not and should not be construed as
providing any of the foregoing. You should consult an attorney or other relevant professional regarding your specific legal, tax, investment or other needs as
tailored to your specific situation.
In exchange for publishing services rendered by the Company on behalf of BioPorto named herein, including the promotion by the Company of BioPorto in any
Content on the Site, the Company receives from said issuer annual aggregate cash compensation in the amount up to Twenty Five Thousand dollars
($25,000).
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