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Nemaura Medical's stock flies ahead of De Novo
FDA submission for sugarBEAT glucose monitor

$0.79

Price:

$163.29 m

Market Cap:

Nemaura Medical Inc's (NASDAQ:NMRD) stock soared Monday after the
medtech company said it was tapping industry veteran Dr Fred Schaebsdau to
"advance the commercial strategy" for its launch of SugarBEAT, the world's
first painless, non-invasive glucose monitor, in Europe.
He will also advise the company on the upcoming De-Novo 510(k) submission
to the Food and Drug Administration.
Investors sent shares in the UK-based company up 17.5% to $1.21 in midday
trade.
READ: Nemaura publishes positive data for De Novo FDA submission, prices
$2.5M offering ahead of sugarBEAT launches
For certain low-risk novel devices, the FDA's De Novo pathway offers a swifter
route to market. The FDA created the De Novo process in 1997 as an
alternative pathway for companies bringing novel Class I and Class II devices
to market via the pathway. The goal is to bring more transparency and
predictability for manufacturers.
In addition to leading strategy and business development, Schaebsdau will be
a part of Nemaura's scientific advisory board.
"We are moving rapidly towards the launch of SugarBEAT in Europe and we
are looking to accelerate our entrance into the US market," said Nemaura
Medical CEO Faz Chowdhury. "We are planning our submission to the FDA
Human Factors Premarket Evaluation team. We are honored that Dr
Schaebsdau has agreed to lead our European launch and assist us with the
FDA 510(k)."
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Company Synopsis:
Nemaura Medical Inc. is a medical
technology company which has developed
sugarBEAT® as a non-invasive, affordable
and flexible continuous glucose monitor
(CGM) designed to improve glucose
management for all people with diabetes
and
pre-diabetics.
action@proactiveinvestors.com.au

The annual addressable market for continuous glucose monitors for diabetics is
estimated at $82 billion, with the US market estimated at $13 billion.
In December, Nemaura published positive clinical data from clinical studies supporting a De Novo submission to the
FDA for approval of sugarBEAT. The studies were split between Type I and Type II diabetics and consisted of 75
patients who were monitored over 225 days. The studies generated over 12,000 paired data points, with blood samples
taken via a catheter every 15 minutes over a 12-hour period for three non-consecutive days for each patient.
READ: Nemaura is a red hot medtech stock with a winner in its painless sugarBEAT glucose monitor
Nemaura plans to apply to the FDA during the first quarter of 2019, following the completion of a non-clinical human
factors study with 15 end users.
Meanwhile, Nemaura is all set to launch sugarBEAT, which has been honed and perfected over seven years, in the UK
once the device receives CE approval.
The CE mark will not only kick off sugarBeat's launch in the UK, but help its passage through the rest of Europe and
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Qatar.
"We are confident that Dr Schaebsdau will help us advance our sales platform in Europe and that his oversight will help
us to expedite our FDA submission," said Chowdhury. "We look forward to leveraging his expertise as we move towards
commercialization and navigate the scientific and regulatory environments."
Schaebsdau has more than 15 years of experience in the continuous glucose monitoring (CGM) and insulin delivery
industries. He was the general manager of Dexcom Germany which achieved triple-digit revenue and new patient
growth every year. During his tenure, two generations of CGM devices — the G5 and G6 — were successfully launched.
In September 2015, Schaebsdau founded his own firm, which became an exclusive distributor in Europe, the Middle
East and Africa for UniStrip, the world's first generic blood glucose test strip.
Schaebsdau studied medicine at the University of Giessen and completed residencies in urology and surgery at the
University of Chicago, University of Hannover and University of Freiburg. He received an MBA from Wharton at the
University of Pennsylvania.
"The non-invasive, flexible and affordable nature of SugarBEAT has the potential to really open up the CGM market to
all diabetics, pre-diabetics and non-diabetics seeking to better manage their diet, weight and physical fitness," said
Schaebsdau. "Nemaura's approach is innovative and the addressable market is global and enormous."
Contact Uttara Choudhury at uttara@proactiveinvestors.com
Follow her on Twitter: @UttaraProactive
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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 Nemaura Medical Inc named herein, including the promotion by the Company of
Nemaura Medical Inc 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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