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Item 7.01. Regulation FD Disclosure.
 

On March 30, 2020, Nemaura Medical Inc. (the “Company”) issued a press release providing certain business updates. A copy of the press release is
attached as Exhibit 99.1 hereto. On March 30, 2020, the Company released a presentation titled Wellbeing Devices: US Market, Potential and Regulations. A
copy of the presentation is attached to this Current Report on Form 8-K as Exhibit 99.2.
 

The information included in this Current Report on Form 8-K, including Exhibit 99.1 and Exhibit 99.2, shall not be deemed to be "filed" for purposes of
Section 18 of the Securities Exchange Act of 1934, as amended (the "Exchange Act"), or otherwise subject to the liabilities of that section, nor shall such
information be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly
set forth by specific reference in such a filing. The information set forth under this Item 7.01 shall not be deemed an admission as to the materiality of any
information in this Current Report on Form 8-K that is required to be disclosed solely to satisfy the requirements of Regulation FD.
 
Item 9.01. Financial Statements and Exhibits.
 
 (d) Exhibits.

 
 Exhibit No.  Description of Exhibit
 99.1

99.2
 Press release of the registrant dated March 30, 2020.

Nemaura Medical Inc. Presentation.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the Company has duly caused this report to be signed on its behalf
by the undersigned hereunto duly authorized.

 
Dated: March 30, 2020 Nemaura Medical Inc.
  
 By: /s/ Dewan F. H. Chowdhury
 Name:

Title:
Dewan F. H. Chowdhury
Chief Executive Officer
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Exhibit 99.1
 
 
Nemaura to launch new digital brand proBEAT™ in the USA, Targeting a Market of over 100 Million potential users with its
Prescription-Free Consumer Wellness Glucose Monitoring Device and Digital Healthcare Subscription Service
 
Loughborough, England, March 30, 2020 — Nemaura Medical Inc. (NASDAQ: NMRD) (“Nemaura” or the “Company”), a medical technology company focused
on developing micro-systems-based wearable diagnostic devices and digital solutions for the medical and consumer markets, announced it is planning to launch
a digital healthcare subscription service in the USA under the brand name proBEAT™.
 
proBEAT™ is expected to be available without the need for a prescription and appeal to a broad range of adults encompassing pre-diabetic and Type 2 diabetics,
numbering 88 million, and 26 million people respectively1, as well as those seeking to lose weight and/or seeking a healthier lifestyle.
 
proBEAT™ is expected to help users improve their knowledge of how a range of lifestyle, dietary and health and wellbeing factors impact their sugar levels by
acting like a black box flight recorder. Big data about the multitude of factors that affect glucose levels will be gathered from all users and employed in developing
and subsequently ‘fine-tuning’ predictive algorithms and artificial intelligence based feedback and prompts. These will then be able to both educate and provide
motivational tools to the user to encourage them to lead a healthier lifestyle. 
 
Nemaura is now prioritizing launch plans for its proBEAT™ digital health platform in the U.S. and is considering various options to expedite the launch, including
potential partnering with multi-national companies. 
 
 
Nemaura intends to market this device as a general wellness product as described in the FDA’s guidance document on the subject. General Wellness Products
outlined in current FDA guidance are those which have either: (1) An intended use that relates to maintaining or encouraging a general state of health or a
healthy activity, or (2) an intended use that relates the role of healthy lifestyle with helping to reduce the risk or impact of certain chronic diseases or disease
conditions and where it is well understood and accepted that healthy lifestyle choices may play an important role in health outcomes for the disease or
condition2. Further details are provided on Nemaura’s website: https://nemauramedical.com/wp-content/uploads/2020/03/NMRD-Welness-PDF-Final-
30Mar2020.pdf
 
 
 
1American Diabetes Association
2 General Wellness: Policy for Low Risk Devices – Guidance for Industry and Food and Drug Administration Staff (September 27, 2019)
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About Nemaura Medical, Inc.:
Nemaura Medical Inc. (NMRD) is a medical technology company developing micro-systems-based wearable diagnostic devices and currently commercializing
sugarBEAT™, and proBEAT™. sugarBEAT®, a CE mark approved Class IIb medical device, is a non-invasive and flexible continuous glucose monitor (CGM)
providing actionable insights derived from real time glucose measurements and daily glucose trend data, which may help people with diabetes and pre-diabetes
to better manage, reverse and prevent the onset of diabetes. Nemaura is planning to submit a PMA application for sugarBEAT™ during the second quarter of
2020 for FDA review of this device under medical device regulations. proBEAT™ comprises a non-invasive glucose monitor and a digital healthcare subscription
service and is due to be launched in the US as a general wellness product.
 
For more information visit: www.NemauraMedical.com.
 
Cautionary Statement Regarding Forward-Looking Statements:
The statements in this press release that are not historical facts may constitute forward-looking statements that are based on current expectations and are
subject to risks and uncertainties that could cause actual future results to differ materially from those expressed or implied by such statements. Those risks and
uncertainties include, but are not limited to, the launch of proBEAT® in the US, risks related to regulatory status and the failure of future development and
preliminary marketing efforts, Nemaura’s ability to secure additional commercial partnering arrangements, risks and uncertainties relating to Nemaura and its
partners’ ability to develop, market and sell proBEAT®, the availability of substantial additional equity or debt capital to support its research, development and
product commercialization activities, and the success of its research, development, regulatory approval, marketing and distribution plans and strategies,
including those plans and strategies related to both proBEAT® digital health, and sugarBEAT®. There can be no assurance that the company will be able to
reach a part of or any of the global market for CGM with its products/services. The FDA reserves the right to re-evaluate their decision that proBEAT® qualifies as
a general wellness product should it become aware of any issues such as skin irritation or other adverse events from the device, as well as any misuse impacting
patient safety, and any other reason as the FDA may see fit at its discretion to determine the product does not fit the definition of a general wellness product.
These and other risks and uncertainties are identified and described in more detail in Nemaura’s filings with the United States Securities and Exchange
Commission, including, without limitation, its Annual Report on Form 10-K for the most recently completed fiscal year, its Quarterly Reports on Form 10-Q, and
its Current Reports on Form 8-K. Nemaura undertakes no obligation to publicly update or revise any forward-looking statements.
 
Investor Contact:
Dave Gentry, CEO
RedChip Companies
Office: 1.800.RED.CHIP (733.2447)
Cell: 407.491.4498
dave@redchip.com
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Exhibit 99.2
 
 
 

Wellbeing Devices: US Market, Potential & Regulations Stephen Willmor – Head of Regulatory Affairs March 2020 NASDAQ: NMRD
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2 Forward - looking Statements Certain statements made in this presentation that are not historical facts constitute forward - looking statements within the mean ing of the Private Securities Litigation Reform Act of 1995. Reliance should not be placed on forward - looking statements because they i nvolve known and unknown risks, uncertainties, and other factors, which may cause actual results, performance, or achievements to di ffe r materially from those expressed or implied. Any forward - looking statement speaks only as of the date made. We undertake no oblig ation to update any forward - looking statements to reflect events or circumstances after the date on which they are made. The words “believe,” “anticipate,” “design,” “estimate,” “plan,” “predict,” “seek,” “expect,” “intend,” “may,” “could,” “shou ld, ” “potential,” “likely,” “projects,” “continue,” “will,” and “would” and similar expressions are intended to identify forward - looking statement s, although not all forward - looking statements contain these identifying words. These forward - looking statements are not guarantees of the f uture as there are a number of meaningful factors that could cause Nemaura Medical Inc.’s (“Nemaura”) actual results to vary materiall y f rom those indicated by such forward - looking statements. These statements are based on certain assumptions made based on experience, expected future developments and other factors Nemaura believes are appropriate in the circumstances. Factors which could cau se actual results to differ from expectations, many of which are beyond Nemaura’s control, include, but are not limited to, obta

ini ng regulatory approval for our sugarBEAT device, conducting successful clinical trials, executing agreements required to success ful ly advance Nemaura’s objectives; retaining the management and scientific team to advance the product; overcoming adverse changes in mark et conditions and the regulatory environment; obtaining and enforcing intellectual property rights; obtaining adequate financing in the future through product licensing, public or private equity or debt financing or otherwise; and dealing with general business con ditions and competition. For a discussion of risks and uncertainties, please refer to the information set forth under “Risk Factors” inc luded in Nemaura’s Annual Report on Form 10 - K for the fiscal year ended March 31, 2019, and information contained in subsequent filings w ith the Securities and Exchange Commission.
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Summary: ‘General Wellness’ glucose monitor and digital service - a potentially game changing opportunity • There are 34 million people with diabetes and 88 million pre - diabetics in the USA 4 alone • An understanding of how glucose levels fluctuate with lifestyle and dietary factors could help people with diabetes and prediabetes to better manage, reverse and prevent the onset of diabetes by providing actionable insights. • Gathering glucose data and using artificial intelligence to review and sort the data to give the user targeted prompts on their diet and lifestyle is potentially a hugely powerful tool to help people at risk of developing diabetes, or living with pre - or type 2 diabetes by empowering through education. • Such a well - being device would be a potential ‘game changer’ primarily for users but also for healthcare professionals and insurance companies who are increasingly burdened with the costs of treating patients with diabetes and the immeasurable complications it brings. 3

 

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



 

Medical Monitoring & Wearable Health Technology • Consumer interest in tracking own health and well - being has never been higher. • 19% of Americans currently use a wearable fitness tracker and the same number use a mobile health App. Combining past users nearly half of Americans (45%) have used one or the other [1] • About a third of consumers are interested in using Apps for identifying symptoms and for health coaching for example: • 31% are interested in connecting with a live health coach that offers 24/7 text messaging for nutrition, exercise, sleep and stress management. • 29% are interested in using an App that uses voice - recognition software to recognize depression or anxiety from changes in the tone of voice. [2] • 60% of surveyed consumers said they are willing to share personal health data (generated from wearable devices) with their doctor to improve their health. [2] 4
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Wearable Health Technology Growth 250%+ increase Consumer use of technology for health and fitness purposes has increased almost two - and - a - half times since 2013 [2] 5
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What is wearable healthcare technology? • Wearable healthcare technology includes electronic devices that consumers wear (wearables) and which are designed to collect their personal health and exercise data. • World market for wearable devices set to reach $62B by 2025 [3] • Examples of current wearable devices in healthcare: • Wearable Fitness Trackers – Count steps and keep track of physical activity. Linked to an App the data collected can be used to provide coaching / training plans. • Smart Health Watches – Originally developed to count steps / heart rate, many can now monitor sleep, heart rhythms etc with more functions being added all the time. • Wearable ECG Monitors – Can measure electrocardiograms and send readings to the user’s doctor as well as detect atrial fibrillation. • Wearable Blood Pressure Monitors – Often look like a smart watch but can measure blood pressure and daily activity such as steps taken and calories burned • Biosensors – Self - adhesive patches which can collect data on movement, heart rate, temperature and respiratory rate. 6
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Why monitor blood glucose levels? • For people with diabetes (34 million in the US [4] in 2018), blood sugar levels need to be regularly monitored in order to avoid the damaging extremes (high / low ), and for those with type 1 diabetes to effectively manage insulin dosing. • For people with pre - diabetes (88 million in the US in 2015 [4] ) or those susceptible due to family history / lifestyle, monitoring glucose levels would be a powerful tool in slowing down or even stopping the onset of diabetes by promoting changes in diet / physical activity (which are the two leading modifiable lifestyle behaviours [5] ) • Health professionals aren’t only concerned about chronically elevated blood glucose levels but also about big swings / spikes in blood sugar which can be brought on by certain foods, stress and other lifestyle factors. 7
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Why monitor blood glucose levels? • Studies including one from Stanford University [6] have shown that severe glucose variability can happen in non - diabetic patients after eating certain foods suggesting that monitoring (or being able to predict) glycaemic variability based on food types alone could be a lot more informative than fasting glucose values. • A device capable of providing an understanding of how specific foods, exercise and stress levels can impact blood sugar response could empower people to create a personalized diet / lifestyle regimen that could lead to better blood sugar control. • “90% of people who are prediabetic have no idea they are prediabetic and up to 70% will go on to develop type 2. If you can see what’s happening before you lose glucose control, you can figure out ways to manage it before it’s too late.” – Michael Synder – Stanford University 8
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Who will pay for general wellness devices and services? • Healthcare insurers around the world are already paying for mobile phone apps that encourage weight loss and promote better health, and help prevent diabetes or help reverse Type 2 diabetes. Examples include: - UK National health service low carb program 9 - German Health insurers are due to start prescribing health apps commencing 2020 10 • The US currently has 88 million pre - diabetics and 34 million 4 people with diabetes. It would appear to be in the interest of healthcare insurers to fund services that could potentially prevent 88 million people from becoming diabetic and therefore mitigate the cost burden associated with managing such vast numbers of patients, in the same way their European counterparts have already embraced digital wellness products. 9
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Device Regulations in the US • Any medical device will be regulated by FDA if it meets the definition in Section 201(h) of the Food, Drug, and Cosmetic Act [7] : 10
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Device Regulations in the US • Medical Devices in the US currently fall into three categories: • Class I – Low risk to user. General controls are adequate to control it. • Class II – Medium risk to user. General controls plus special (specific) controls required • Class III – High risk to user. General controls and Pre - Market Approval (PMA) required. • FDA classifies medical devices on the intended use of the device and its indications for use. As an example a scalpel is intended to cut tissue but a scalpel designed to cut cornea tissue will require different and more stringent controls than a standard scalpel. • All three classes generally require prior approval from FDA before marketing via PMA, 510(k) or ‘De Novo’ application route but there are exceptions e.g. ‘General Wellness Products’. 11
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What is a ‘General Wellness’ Product? • FDA policy is not to assess low risk general wellness products [8] . • A general wellness product is one that meets the following two criteria: 1. Intended only for general wellness use 2. Presents a low risk to the safety of users and other persons. • What is ‘General Wellness Use’? ‘(1) An intended use that relates to maintaining or encouraging a general state of health or a healthy activity, or (2) an intended use that relates the role of healthy lifestyle with helping to reduce the risk or impact of certain chronic diseases or conditions and where it is well understood and accepted that healthy lifestyle choices may play an important role in health outcomes for the disease or condition.’ [8] • Examples of claims for products under category (1): • Weight management e.g. Claims to promote healthy eating or assist in weight loss goals • Sleep Management e.g. promote better sleep by tracking sleep trends 12
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What is a ‘General Wellness’ Product? • Examples of claims for products under category (2): • Intended to promote, track or encourage choices which as part of a healthy lifestyle may help to reduce the risk of certain chronic diseases or conditions • Intended to promote, track or encourage choices which as part of a healthy lifestyle may help living with certain chronic diseases or conditions • Claims that healthy lifestyle may play an important role in health outcomes of the chronic diseases should be well accepted. Examples of chronic conditions provided in FDA guidance include heart disease, high blood pressure and Type 2 diabetes . • Examples for category 2: • Product promotes physical activity which as part of a healthy lifestyle may help reduce the risk of high blood pressure • Product promotes healthy sleep patterns which as part of a healthy lifestyle may help reduce the risk of developing type 2 diabetes • General Wellness Products must also be low risk : • Must not be implanted or invasive and not involve technology that without controls could pose a risk to the safety of users and / or other persons. 13
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