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Dear Shareholders,

News and Press Releases

BARDA and Tangen
Biosciences, Inc. entered
into a public-private
partnership to develop a
rapid diagnostic test for
SARS-CoV-2

-

The company will develop a
test that is expected to be
CLIA waived for use in
doctors’ offices and is
sensitive enough for early
detection of SARS-CoV-2 in
samples taken from the back
of the nose or throat of
people who have COVID-19
symptoms. The Tangen Dx
SARS-CoV-2 uses a manual
workflow followed by
amplification and detection
on the GeneSparkTM nucleic
acid amplification
instrument. Turnaround
time from sample collection
to result is approximately
one hour per sample. Upon
successful development, the
company will seek
Emergency Use
Authorization (EUA) from
the U.S. Food and Drug
Administration (FDA).

I would like to take the opportunity today to update you on the first quarter. A lot of
exciting things are happening at Tangen!
FINANCIALS
For the first quarter of 2020 revenue from the BARDA contract was $1,081,517 versus
budget of $1,082,019. Total income for the quarter was 100% of budget. Operating
expenses for Q1 were 84% of budget, $1,677,043 compared to budget of $1,987,577.
Net operating income was ($595,526) versus budget of ($1,337,558); this was due to the
fact that $432,000 was budgeted for COGS in Q1 and several expense categories were
significantly less than budget, including clinical trials (budget = $240,000, actual = $0),
professional fees (budget = $204,955, actual = $94,309) and computer and internet
expense (budget = $50,616, actual = $13,993).
The March 31, 2020 balance sheet remains strong with $3.5 million in cash. Total
Assets were $4.2 million, and liabilities totaled $807k, resulting in equity of $3.4
million. Year over year financials for the quarter show increased total income of $1.081
million in 2020 compared to $145k in 2019. Expenses were $1.677 million in 2020
versus $1.030 million in 2019 due to the addition of employees and much higher levels
of R&D activities. The year over year Balance Sheet shows $3.498 million in 2020 in
cash versus $4.812 million in 2019. The balance sheet also shows increased fixed
assets; however total assets are $4.209 million compared to $5.693million in 2019. This
is due to lower levels of cash and a 2019 audit adjustment to the Patent License fee
account which resulted in a $500,000 decrease. Total Liabilities were $807k on March
31, 2020 compared to $699k in 2019.
Paycheck Protection Program Loan
Utilizing Webster Bank, Tangen has applied for the Paycheck Protection Program loan
in the amount of $314,477 and the loan has been approved by the bank. The $349
billion program became available through the initiative of the Small Business
Administration (SBA) and Treasury Department under the recently signed $2 trillion
dollar CARES Act due to the COVID-19 pandemic. The Paycheck Protection Program
is a loan designed to provide a direct incentive for small businesses to keep their
workers on the payroll.
The loan will be fully forgiven if the funds are used for payroll costs, interest on
mortgages, rent, and utilities. Forgiveness is based on the employer maintaining or
quickly rehiring employees and maintaining salary levels. The loan will cover 8 weeks
of payroll expenses and any additional amounts (rent and utilities) for making
payments. This 8-week period may be applied to any time frame between February 15,
2020 and June 30, 2020.
Due to the pandemic, BARDA delayed funding Tangen’s Anthrax and AMR contracts,
therefore it is necessary to apply for the PPP loan in order to keep all the employees and
maintain their salary level.
BARDA CONTRACTS
Uncertainty due to COVID-19 within BARDA created a delay in both the Anthrax and
AMR programs. Luckily, we pushed extremely hard and was able to have the IPR right
before the pandemic hit. We were the last IPR that had been completed as this is an
inter-agency meeting including the CDC, DoD, FDA, and BARDA.
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LabWare rolling out test kit to
address nationwide datacollection gaps
-

-

The company, which was
founded in 1987 by Vance
Kershner, is working with a
Connecticut company called
Tangen Biosciences to build
on the strengths of
LabWare’s new field
collection kit. Within the
next few months, they will
roll out a portable laboratory
that will reduce the wait time
for results to just minutes,
aiding efforts to stem the
spread of the virus.”
Tangen’s CEO is Rick
Birkmeyer, who founded
Claymont-based CD Diagnostics
and is a general partner for
Delaware’s Leading Edge
Ventures with Kershner, Mike
Bowman, Jeff Davison, and
Doug Petillo.
“Molecular tests will tell you
if you’re carrying the virus
right now – that you’re
either a carrier or you’re
going to get the disease or
you have the disease,”
Birkmeyer said. “We’ll be
able to tell people
immediately to go home –
unless they’re having
breathing problems – and
stay isolated.”

Anthrax
As what was proposed in the IPR, the funding for Anthrax second option was $3.3
million and the funding for AMR ($5.6 million) is currently on hold; however, we have
had positive feedback and expect this to be funded at a future point in time. BARDA has
decided to separate these two projects into two individual contracts. We have already
signed the second option of the Anthrax contract with BARDA and received the $3.3
million on May 1st. This funding will allow us to conduct an Anthrax clinical trial and
submit a 510(k) to FDA in 2020.
LOGOS and TRADEMARKS
We have redefined how we should name our instrument and assays. Tangen’s instrument
name has been changed from “TangenDx” to “GeneSpark™”, and TangenDx™ instead
will be used for assay names such as TangenDx – AMR, TangenDx – COVID19,
TangenDx – Respiratory Panel, etc.
We have successfully trademarked Tangen, TangenDx and GeneSpark for medical,
veterinary, and environmental molecular diagnostic purposes in the US, and we are
planning to expand the trademarks filing in other selected foreign countries within the
next few months.
GeneSpark logo design:

COVID-19
Since the pandemic was declared at the end of January, we were looking at responding
to the SARS-CoV-2 pandemic by developing a COVID assay for use on the
GeneSpark™ instrument. The concept was to utilize the speed and portability of the
GeneSpark™ to create a CLIA waiver Point-of-Care Test. When we started the COVID19 project, we assessed the patent situation and decided to inquire about a LOOP license
utilizing the LOOP technology. We successfully negotiated an initial license fee of
$85,000 and a 10% royalty which will be paid for only one year versus an 8% royalty
for 16 years utilizing the STEM license from Lumora. We also save a $250,000
commercialization fee or $165,000 at this point in time.
Tangen was funded by BARDA to develop a rapid POC molecular test. Development of
an FDA Emergency Use Authorization SARS-CoV-2 assay for point-of-care use was
initiated. This 12 week program is funded through the BARDA EZ-BAA rapid funding
vehicle – Tangen has deliverables including the conversion of our platform to be able to
detect RNA, the screening and production of specific primers at 300 virus particles per
ml of Swab media, and the manufacturing and software support for a EUA launch by
July 8th. The test will be CLIA waivable.

News and Press Releases

BARDA Funds Tangen
Biosciences’ Multi-Target
Platform Technology
Development and a New
Contract for Point-of-Care
COVID-19 Molecular
TestBest in class sensitivity
for bacterial and fungal
testing directly from whole
blood
-

Tangen Biosciences, Inc., an
innovative developer of
rapid, portable, and Pointof-Care diagnostics, today
announced that the U.S.
Department of Health and
Human Services’ Biomedical
Advanced Research and
Development Authority
(BARDA) has awarded
TangenTM the Second
Option of a contract to
develop a molecular
diagnostic platform that can
be used by the company to
rapidly develop infectious
disease tests. Last week,
BARDA also announced that
Tangen was awarded a
separate contract to develop
a rapid SARS-CoV-2 test for
detection of COVID-19
infection utilizing Tangen’s
platform.

Tangen and LabWare Partner to Fight COVID-19
As the world has changed, BARDA has switched to funding only COVID-19 assays and
existing approved programs. They requested that we submit a proposal for COVID.
Since the GeneSpark™ is a POC analyzer and will be CLIA waved for COVID-19, the
testing will mostly be done in the “field”. Therefore, Tangen is joining forces with
LabWare to integrate the GeneSpark™ and the test into a portable work cell with a
Laboratory Information Management System (LIMS) and onsite accessioning. This will
eliminate the laborious paperwork that is required with every sample.
LabWare is the leading LIMS provider in the world. Currently, 7 states’ Department of
Health systems run on LabWare LIMS software, including Florida and Texas. LabWare
has offices worldwide, supporting customers in more than 135 countries. LabWare’s
LIMS is uniquely positioned to respond on the testing front.
Tangen has formed a partnership with Labware to enable testing results to be
immediately reported to patients and public health databases though a mobile hotspot to
a cloud-base software that is connected.
The LabWare’s public health field testing kit (also called “Portable Laboratory”) is selfcontained and consists of the following major components:

•
•
•
•
•
•

Tangen GeneSpark Analyzer
An iPad connected to cloud-based LIMS system
A Mobile Hot Spot
A Wireless Label Printer
Labe Stock
Battery Pack

These components are packaged in a rugged “Pelican” case as shown below.

The LabWare app communicates directly with the GeneSpark and label printer. The app
also connects to a cloud based, HIPPA compliant application server. The mobile app is
used to register patients, collect demographic information, responses to triage questions.
If a sample is to be collected, a specimen label is printed for the VTM container, and an

LabWare/Tangen Portable
Lab Workflow

order for a COVID-19 test is placed on the server. The mobile app communicates to the
GeneSpark after each run, to capture the results and send them to the server. From the
server, the data can be sent automatically to State Departments of Health, and/or the
CDC.
Tangen and LabWare see the combined power of both technologies as being uniquely
powerful in the fight against Covid-19 and used for surveillance work in the future.
The scope of this partnership:
• Using GeneSpark as part of the “field data collection” or “portable laboratory”
application which LabWare is now offering.
• The intent is to get GeneSpark recognized as a significant contributor on the
COVID-19 fight.
• There is a sense of urgency to respond to the current universal ask of “more
testing”.
Once successful, Tangen and LabWare will be positioned to capitalize on future
surveillance work including release of Flu A and B and COVID-19 panel test in January
2021. The two companies will also be collaborating on a more comprehensive upper
respiratory virus panel for real-time hotspot monitoring, patient tracing, and patient
infection surveillance.

TangenDx™ – COVID-19
Workflow

Tangen’s Antimicrobial Resistance (AMR) Assay
The 32 available wells in a Tangen Assay disk allow for 16 targets to be represented in
duplicate. The redundancy allows for minimal false negatives due to disk manufacturing
or filling error. The design inputs that are guiding a Tangen AMR assay were
determined after researching information from the CDC, WHO as well as mining
resistance genes from the NDARO database on antibiotic resistance database, a public
resource that tracks clinical specimen, species, location and genotype for drug resistant
microbes globally. The concept is a reflexive test using two Tangen disks in series – a
bacterial ID test followed by an AMR panel

Figure 1. Reflexive test for Tangen Bacterial ESKAPE plus panel followed by the Tangen AMR panel

About LabWare
— Formed in 1987 – Vance
Kershner is the founder
— Entered LIMS Business in
1994
— LIMS – Laboratory
Information Management
Systems is our focus
— LabWare is the most
successful LIMS company –
ever
— 600 employees
— Hundreds of thousands of
people use their product
every day
— Pharma is their largest
market segment
— 23 out of top 25 pharma
companies use LabWare
LIMS
— Clinical is strategic for them
— 80% of World-wide Clinical
Trials run through
LabWare’s system

Tangen has had a very busy first quarter and has several exciting projects we are
working on as you can see. I look forward to updating you next quarter.
Regards,

Richard C. Birkmeyer, PhD
President and CEO

