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Description

Genedrive is a disruptive platform
designed to bring the power of central
laboratory molecular diagnostics to
point-of-care/near-patient settings
with a low-cost device offering fast and
accurate results. It focuses on
diagnostics for acute hospital settings
and for serious infectious diseases,
such as hepatitis C and tuberculosis.
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GENEDRIVE PLC

Western market progress but developing markets difficult

Genedrive plc (GDR) is a commercial-stage biotech focused on point-of-care
molecular diagnostics. Its Genedrive® molecular diagnostic platform offers low-
cost, simple-to-use devices for highly sensitive and specific testing. The rapid
analysis of samples aids real-time decision-making, whether in clinical, public
health or biothreat applications. GDR is developing a portfolio of assays for the
Genedrive device, with its hepatitis C virus (HCV) and biothreat assays already on
the market. The HCV diagnostics market is proving challenging due to a lack of
access to HCV drugs, but biothreat revenue should support GDR in fiscal 2020.

» Strategy: Now that the Genedrive technology platform has received CE marking,
management has completely re-focused the company onto the commercialisation
pathway for gene-based diagnostics in hepatitis C, TB, biothreat pathogen
detection and Antibiotic-Induced Hearing Loss (AIHL).

» Interims: Ongoing challenges with commercialisation of the HCV-ID kit and
delays in delivering orders to the Department of Defense (DoD) have combined
with expiry of grant-funded programmes to deliver group sales of £0.6m (£1.5m) in
1H20. Product sales were caf£0.33m (£0.78m), the majority from the DoD.

» Operational progress: Regulatory approval for HCV-1D was achieved in India at
the end of 1H'20; however, although the WHO pre-qualification assessment is
still ongoing, expected completion is now further delayed. Crucially, the DoD
increased its framework contract for pathogen detection by $2.0m/£1.5m.

» Risks: The Genedrive platform has been validated by CE marking of the HCV-ID
and RNR1 kits, repeat orders from the US DoD, and funding from Innovate UK
and the NIHR. The key risks are commercialisation in undeveloped global health
markets and funding for anti-viral or anti-microbial drugs.

» Investment summary: Genedrive technology ticks all the boxes of an “ideal” in
vitro diagnostic that satisfies the need for powerful molecular diagnostics at the
point of care/need. The hepatitis C market is a large, global opportunity - should
market factors improve, the HCV-ID test has excellent potential. The next 12
months will be indicative of GDR’s ability to deliver traction across two assays.

Financial summary and valuation

Year-end Jun (£000) 2017 2018 2019 2020E  2021E 2022E
Group sales 5,785 1,938 2,362 2,741 4,455 8,346
Underlying EBIT -4913  -5264  -4449  -3172 -1,783 216
Reported EBIT -7292  -7375 -4010 -3,172 -1,783 216
Underlying PBT -5417  -57782 -5002 -4958 -2,830 -605
Statutory PBT -7487  -7,788  -4518  -4677 -2,830 -605
Underlying EPS (p) =230 =265 -15.8 =120 -6.2 -0.2
Statutory EPS (p) -34.9 -31.9 -14.0 -11.2 -6.2 -0.2
DPS (p) 0.0 0.0 0.0 0.0 0.0 0.0
Net (debt)/cash -70 2096 -3334 -5834 -6931 -5479
Capital increases 6,023 0 3,243 183 105 0
P/E (x) -0.3 -0.3 -0.4 -0.6 -1.1 -44.2
EV/sales (x) 1.4 4.2 3.5 3.0 1.8 1.0

Source: Hardman & Co Life Sciences Research

Disclaimer: Attention of readers is drawn to important disclaimers printed at the end of this document


mailto:mh@hardmanandco.com
mailto:dmh@hardmanandco.com
mailto:gp@hardmanandco.com

genedrive plc

d HARDMAN&CO.

Interim results

The first half of fiscal 2020 (six months ending December 2019) represents the start
of a transitional period for GDR that will shape its future performance. Its operational
progress in the period underpins movement towards sustainable sales from
developed healthcare systems within two years and delivery on its investment in the
HCV-ID assay in developing markets. These will be instrumental for repayment or
restructuring of its debt by 2022. In the meantime, orders from the DoD are
supporting the top line.

Key operating features

>

HCV-ID kit: Achieved registrationin India, a key growth market for this product,
bringing the total registered countries to 14. Assessment of its pre-qualification
status by the WHO is still ongoing, with the timelines now out of the hands of
GDR. Sales in registered countries have been minimal, impacted by the lack of
funding for/access to HCV drugs in developing markets. See our recent note for
more detail *-

Pathogen detection: The DoD framework contract has been extended by $2.0m
- thisis good validation of the Genedrive platform, although there is no guarantee
that the DoD will utilise the full amount. Supplier issues delayed two orders made
inFY’19 - these have been rectified by a second supply agreement, and should be
delivered by the end of FY'20.

RNR-1: GDR and its partners at Liverpool Women’s and Manchester University
NHS Foundation Trusts have delivered strong progress with clinical studies of the
RNR-1 assay for AIHL, and with implementation studies beginning in 1H20. GDR
successfully achieved CE marking for RNR-1 in November 20192,

TB: Development of a “simple-to-use” sample preparation companion module
also continued in 1H'20, with the design and development phase now complete.
This was funded by one of the Innovate UK grants - the remaining development
and manufacturing work will be funded by GDR.

Key financial features

>

Product sales: Sales of device and assay (HCV-ID and DoD product) were
significantly below forecasts (by -£0.52m, due in part to the delay in fulfilling the
DoD order) at ca.£0.3m and represented a 58% decrease on the comparable
period last year. The majority of the £0.3m was composed of DoD sales, meaning
that there has been little to no growth in HCV-1D sales.

Grant income: Grant income of £0.3m (including £0.2m associated with TB
development work) was slightly below forecasts, but the decline on the prior
period was anticipated, as the grant-funded TB and RNR-1 development
programmes move towards completion.

Administration costs: Inline with the decline in product sales and tight control of
costs, administration costs (COGS and SGA) were below forecasts by £0.36m at
-£0.90m.

Net cash/(debt): Underlying operating profit fell 27% on the prior period to
-£2.57m (-£2.02m). Combined with an unexpected working capital requirement,
GDR ended the period with cash of £3.5m, which was below forecasts by -£1.3m.
Debt in the form of convertible bonds is now being carried at £9.3m, resulting in
anet debt position of -£5.8m on 31 December 2019.

! https.//www.hardmanandco.com/research/corporate-research/acceleration-of-news-flow-expected/
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» Finance costs: Net costs of £0.77m, which included £0.81m associated with
unwinding the discount to the GHIF and BGF convertible bonds, under IFRS
accounting, were greater than anticipated.

1H’20 results - actual vs. forecasts

Year-end Jun 1H'19 1H'20 Growth 1H'20 Delta
(£000) actual actual % forecast A
Product sales 787 327 -58% 849 -522
Grant income 701 300 -57% 422 -122
Group sales 1,488 627 -58% 1,271 -644
R&D -2,496 -2,293 -8.1% -2,618 +325
Administrative costs -868 -901 3.8% -1,262 +361
EBIT (underlying) -2,017 -2,567 27.3% -2,470 -97
Net interest -475 -1,046 120% -730 -316
Pre-tax profit -2,492 -3,613 45.0% -3,028 -585
EPS (p) -10.7 -9.7 +8.6% -7.2 -3
Net cash/(debt) -2,510 -5,794 - -4,121 -1,673

Changes to forecasts

» Product sales: In accordance with the difficult trading environment for HCV
diagnostics, we have reduced top-line forecasts for the next three years. FY’20
product sales forecasts are dependent on DoD income, with 2021 being
improved by growth inthe HCV-ID kit and by first commercial RNR-1 sales.

Source: Hardman & Co Life Sciences Research

» Administration costs: COGS are difficult to forecast, with GDR gross margin
dependent on product mix and the timing of DoD orders uncertain. We have
reduced our administration cost forecasts for FY'20 in line with our expectations
for anincreased proportion of higher-margin DoD sales and tight control of costs.

» Operating profit: The cost savings fall through to better EBIT forecasts for 2020
and 2021. Our 2022 profit forecasts are more cautious than previously

published.

1H’20 results - actual vs. forecasts

Year-end Jun 2020E 2021E 2022E
(£000) Old New A Old New A Old New A
Product sales 2,343 2,092 -12% 4,923 4455 -105%| 9,215 8,346 -10.4%
Grants 649 649 0% 0 0 0.0% 0 0 0.0%
Group sales 2,992 2,741 -9% 4,923 4,455 -10.5%| 9,215 8,346 -10.4%
Administration costs -3,142 -1,861 -69% -3,348 -2,807 -19.3%| -4,895 -5008 2.2%
R&D -4,048 -4,003 -1% -3,400 -3,363  -1.1%| -3,060 -3,026 -1.1%
Underlying EBIT -4,271 -3,172 -35% -1,928 -1,783  -8.1% 665 216 -207.9%
Pre-tax profit -5,001 -4,958 -1% -2,683 -2,830 5.2% -98 -605 83.8%
Underlying EPS (p) -12 -12 -3% -6 -6 4.4% 1 0 920.3%
Change inworking cap -30 0 7972% 200 264 24.3% 234 567 58.8%
Cash 2,046 3,157 35% 1,269 2,558 504%| 1,122 2,296 51.1%
Net cash/(debt) -6,948 -5,834 -19% -8,228 -6,931 -19%| -6,660  -5479 -22%

Outlook

Source: Hardman & Co Life Sciences Research

The next 12 to 18 months look set to be a very busy period for news flow, with the
most important events and associated RNS announcements detailed in the following
table. The most significant events for the company’s outlook will be launch of the HCV-
ID kit in India and the initial market response, and UK launch of the MT-RNR1 assay
for AIHL - both this calendar year.
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genedrive plc - news flow

Fiscal year Calendar year Progress/news

2H'18 2018 First launch of HCV-ID kits - in South Africa

1H19 2018 First regulatory approvals - four approvals achieved

2H'19 2019 Eight additional approvals, incl. two priority countries

1H'20 2019 CE marking expected for AIHL product

1H'20 Oct'19 HCV REACH study starts recruiting

FY’20 Nov'19 Initiation of PALOH study: Genedrive MT-RNR1 assay

FY'20E 2020 HCV plasma separation device launch*

FY'20E Jul'19-Jun’20 Target to reach regulatory approvals in 18 additional
new countries by Jun’20, incl. India by Jan'20

2H'20E Feb'20 HCV-ID launch in India

2H'20E Jul'19-Jun’20 WHO decision on HCV-ID prequalification*

2H'20E Jul19-Jun’20 Top-line results from “intended setting” studies™

2H'20E Jul'19-Jun’20 Additional distributer agreements expected

FY'20E 2019-2020 First release and launch of Genedrive Connect app

FY'20E Jul'19-Jun’20 Data from AIHL study

FY'21E Autumn 2020 UK launch of AIHL (Genedrive MT-RNR1) assay

2H21E 2021 Data from REACH trial

FY'22E 2021-2022 Launch of TB product

* Delayed since last results publication (28 October 2019)
Source: Hardman & Co Life Sciences Research
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Forecast summary

>

Product sales: The rate of growth in sales forecasts is being driven by estimated
changes in the DoD, HCV-ID, AIHL and TB product mix.

Gross margin: In 2020 and 2021, margins should pick up rapidly, with growing
sales of lower-margin assays pushing down the gross margin in 2022.

R&D spend: Grant income is received as development costs are incurred. We
anticipate FY'20 to include the final portion of the Innovate grants. The balance
of the underlying R&D cost (ca.£3.0m) should be maintained in the forecast
period.

Finance costs: Interest is being accrued on the GHIF and BGF loans, until
repayment of all interestin 2022.

Profit & Loss account

Year-end Jun (£000) 2017 2018 2019 2020E 2021E  2022E
Profit & Loss

Product sales 0 127 961 2,092 4,455 8,346
Grants 2,619 1,811 1,401 649 0 0
Discontinued ops. 3,166 0 0 0 0 0
Group sales 5,785 1,938 2,362 2,741 4,455 8,346
COGS -2,998 -55 -177 -628 -1,470 -3,338
SG&A -2,513 -1,979 -1,708 -1,233 -1,337 -1,669
R&D -5,086 -5,180 -4,877 -4,003 -3,363 -3,026
Underlying EBIT -4,913 -5,264 -4,449 -3,172 -1,783 216
Share-based costs -101 12 -49 -49 -69 -96
Statutory EBIT -7,292 -7,375 -4,010 -3,172 -1,783 216
Net financials -195 -413 -508 -1,504 -1,047 -821
Underlying pre-tax profit -5417 -5,782 -5,002 -4,958 -2,830 -605
Exceptionals 0 0 0 0 0 0
Tax payable/credit 1,051 758 882 724 608 547
Underlying net income -4,366 -5,024 -4,120 -4,234 -2,222 -57
Underlying basic EPS (p) -23.64 -26.9 -15.8 -120 -6.2 -0.2
Statutory basic EPS (p) -34.85 -31.9 -14.0 -11.2 -6.2 -0.2
Balance sheet (@30 Jun)

Share capital 280 282 510 536 544 544
Reserves 3,161 -2,719 -2,988 -6,784 -8,909 -8,966
Provisions/liabilities 1,250 1,250 0 0 0 0
Debt 5,199 5,625 8,518 8,990 9,490 7,775
less: Cash 5,129 3,529 5,184 3,157 2,558 2,296
Invested capital 4761 397 597 -567 -1,434 -2,943
Net cash/(debt) -70 -2,096 -3,334 -5834 -6,931 -5,479
Cashflow

Underlying EBIT -4,913 -5,264 -4,449 -3,172 -1,783 216
Change in working capital 1,308 -302 -210 0 264 567
Company op. cashflow -2,594 -3,767 -4.601 -3,025 -1,352 977
Capital expenditure -70 -24 -97 -121 -152 -189
Capital increase 6,023 0 3,243 183 105 0
Change in net debt 3,807 -2,026 -1,238 -2,500 -1,097 1,452
OCFPS (p) -9.9 -13.6 -13.8 -5.7 -1.7 -0.2

Source: Hardman & Co Life Sciences Research
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Company matters

Registration
Incorporated in the UK with company registration number 06108621

Registered Office

48 Grafton Street
Manchester
MX13 9XX

+44 161 606 7258

www.genedriveplc.com

Board of Directors

Board of Directors

Position Name Nominations = Remuneration Audit
Chairman lan Gilham C C C
Chief Executive Officer David Budd
Chief Financial Officer Matthew Fowler
Non-executive director Tom Lindsay
Non-executive director Chris Yates

M M

M M
M = member; C = chair
Source: Company reports

<<

Share capital

On 4 February 2020, there were 34,870,071 Ordinary sharesinissue, and, at 30 June
2019, there were 3,488,968 share options outstanding.

Shareholders

Calculus M&G
19% 15%
Directors

2% BGF
— 13%

Odey

Other 5%

41%
River & Merc.

— 5%

Source: genedrive plc

Genedrive® is a registered trademark of genedrive plc
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Disclaimer

Hardman & Co provides professional independent research services and all information used in the publication of this report has been compiled from publicly available
sources that are believed to be reliable. However, no guarantee, warranty or representation, express or implied, can be given by Hardman & Co as to the accuracy,
adequacy or completeness of the information contained in this research and they are not responsible for any errors or omissions or results obtained from use of such
information. Neither Hardman & Co, nor any dffiliates, officers, directors or employees accept any liability or responsibility in respect of the information which is subject
to change without notice and may only be correct at the stated date of their issue, except in the case of gross negligence, fraud or wilful misconduct. In no event will
Hardman & Co, its affiliates or any such parties be liable to you for any direct, special, indirect, consequential, incidental damages or any other damages of any kind even
if Hardman & Co has been advised of the possibility thereof.

This research has been prepared purely for information purposes, and nothing in this report should be construed as an offer, or the solicitation of an offer, to buy or sell
any security, product, service or investment. The research reflects the objective views of the analyst(s) named on the front page and does not constitute investment
advice. However, the companies or legal entities covered in this research may pay us a fixed fee in order for this research to be made available. A full list of companies or
legal entities that have paid us for coverage within the past 12 months can be viewed at http//www.hardmanandco.com/legals/research-disclosures. Hardman may
provide other investment banking services to the companies or legal entities mentioned in this report.

Hardman & Co has a personal dealing policy which restricts staff and consultants’ dealing in shares, bonds or other related instruments of companies or legal entities which
pay Hardman & Co for any services, including research. No Hardman & Co staff, consultants or officers are employed or engaged by the companies or legal entities covered
by this document in any capacity other than through Hardman & Co.

Hardman & Co does not buy or sell shares, either for their own account or for other parties and neither do they undertake investment business. We may provide
investment banking services to corporate clients. Hardman & Co does not make recommendations. Accordingly, they do not publish records of their past
recommendations. Where a Fair Value price is given in a research note, such as a DCF or peer comparison, this is the theoretical result of a study of a range of possible
outcomes, and not a forecast of a likely share price. Hardman & Co may publish further notes on these securities, companies and legal entities but has no scheduled
commitment and may cease to follow these securities, companies and legal entities without notice.

The information provided in this document is not intended for distribution to, or use by, any person or entity in any jurisdiction or country where such distribution or use
would be contrary to law or regulation or which would subject Hardman & Co or its dffiliates to any registration requirement within such jurisdiction or country.

Some or all alternative investments may not be suitable for certain investors. Investments in small and mid-cap corporations and foreign entities are speculative and
involve a high degree of risk. An investor could lose all or a substantial amount of his or her investment. Investments may be leveraged and performance may be volatile;
they may have high fees and expenses that reduce returns. Securities or legal entities mentioned in this document may not be suitable or appropriate for all investors.
Where this document refers to a particular tax treatment, the tax treatment will depend on each investor’s particular circumstances and may be subject to future change.
Each investor’s particular needs, investment objectives and financial situation were not taken into account in the preparation of this document and the material
contained herein. Each investor must make his or her own independent decisions and obtain their own independent advice regarding any information, projects, securities,
tax treatment or financial instruments mentioned herein. The fact that Hardman & Co has made available through this document various information constitutes neither
a recommendation to enter into a particular transaction nor a representation that any financial instrument is suitable or appropriate for you. Each investor should
consider whether an investment strategy of the purchase or sale of any product or security is appropriate for them in the light of their investment needs, objectives and
financial circumstances.

This document constitutes a financial promotion’ for the purposes of section 21 Financial Services and Markets Act 2000 (United Kingdom) (‘FSMA’) and accordingly
has been approved by Capital Markets Strategy Ltd which is authorised and regulated by the Financial Conduct Authority (FCA).

No part of this document may be reproduced, stored in a retrieval system or transmitted in any form or by any means, mechanical, photocopying, recording or otherwise,
without prior permission from Hardman & Co. By accepting this document, the recipient agrees to be bound by the limitations set out in this notice. This notice shall be
governed and construed in accordance with English law. Hardman Research Ltd, trading as Hardman & Co, is an appointed representative of Capital Markets Strategy
Ltd and is authorised and regulated by the FCA under registration number 60084.3. Hardman Research Ltd is registered at Companies House with number 8256259.

(Disclaimer Version 8 - Effective from August 2018)
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