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GENEDRIVE PLC 

Regulatory hurdle leaped: hearing loss assay 

genedrive plc (GDR) is a commercial-stage company focused on point-of-care 
molecular diagnostics. Its Genedrive® molecular diagnostic platform is at the 
forefront of this technology, offering a rapid, low-cost, simple-to-use device with high 
sensitivity and specificity. 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 
pathogen detection assays already on the market. Its assay for screening against 
adverse reactions to antibiotics obtained CE marking this week, allowing progression 
to the next stage towards commercialisation: an NHS implementation study. 

► 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, tuberculosis (TB),  
bio-threats and Antibiotic-Induced Hearing Loss (AIHL). 

► CE marking:  genedrive’s products require CE marking before they can be sold in 
the EEA. Therefore, obtaining CE marking for the AIHL assay – the Genedrive® 
MT-RNR1 ID kit – is a necessary hurdle to allow entry into the UK and other 
European markets, on track to launch in 2020. 

► Large market potential:  Peak sales in the UK could reach £3.6m if the MT-RNR1 
assay is adopted for screening of all babies prior to treatment with gentamicin 
(ca.90k per annum). In the UK alone, this could prevent 180 cases of AIHL each 
year, saving children from bilateral and irreversible hearing loss. 

► Risks:  The Genedrive platform has been validated by CE marking of the HCV-ID 
kit, 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. Partnering tempers these risks. 

► 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. With strong 
partners, e.g. the NHS, being signed in both developed and developing markets, 
and several product lines in development, GDR has a solid growth strategy. 

Financial summary and valuation 
Year-end Jun (£000) 2017 2018 2019 2020E 2021E 2022E 
Group sales 5,785 1,938 2,362 2,992 4,923 9,215 
Underlying EBIT -4,913 -5,264 -4,449 -4,271 -1,928 665 
Reported EBIT -7,292 -7,375 -4,010 -4,271 -1,928 665 
Underlying PBT -5,417 -5,782 -5,002 -5,001 -2,683 -98 
Statutory PBT -7,487 -7,788 -4,518 -5,001 -2,683 -98 
Underlying EPS (p) -23.6 -26.9 -15.8 -12.4 -5.9 1.3 
Statutory EPS (p) -34.9 -31.9 -14.0 -12.4 -5.9 1.3 
DPS (p) 0.0 0.0 0.0 0.0 0.0 0.0 
Net (debt)/cash -70 -2,096 -3,334 -6,948 -8,228 -6,660 
Capital increases 6,023 0 3,243 165 95 0 
P/E (x) -0.8 -0.7 -1.2 -1.5 -3.2 14.7 
EV/sales (x) 1.7 5.1 4.1 3.3 2.0 1.1 
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Market data 
EPIC/TKR GDR 
Price (p) 19.0 
12m High (p) 30.0 
12m Low (p) 13.0 
Shares (m) 34.0 
Mkt Cap (£m) 6.5 
EV (£m) 9.8 
Free Float* 51% 
Market AIM 

*As defined by AIM Rule 26 

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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Commercial strategy on track 
As highlighted in our recent note, Acceleration of news flow expected1, GDR is in a 
transition period. Management has been reiterating its strategy to deliver material 
revenues from three assays by 2022, and we have been anticipating accelerated news 
flow associated with the clinical and product development of the HCV, AIHL and mTB 
products in the current fiscal year.  

Third assay to be commercialised 
With the HCV-ID kit already on the market, and the US Department of Defense (DoD) 
biothreat product receiving repeat (although irregular) commercial orders, the MT-
RNR1 ID kit is set to be the third assay commercialised by GDR. It will also be the 
company’s first test commercialised for developed markets, since the biothreat assay 
is only available to DoD customers. The fourth element of the GDR’s assay strategy is 
mTB; GDR’s expects to launch this product in 2021. 

MT-RNR1 ID kit development programme 
GDR was awarded a £550k “Invention to Innovation” grant by the UK’s National 
Institute for Health Research (NIHR) in June 2018 for development of a test to 
screen against AIHL. The two-year project has been structured into a 
development phase and an initiation phase. Development was relatively 
straightforward, with only slight modification of the chemistry needed for 
recognition of variants of the MT-RNR1 gene, and with only minimal sample 
preparation required – a buccal swab is all that is needed to run the test.  

The implementation phase of the project involves more complexity, given that the 
device will need to be incorporated into existing NHS procedures and 
infrastructure. However, the collaboration with highly-experienced partners, 
such as Professor William Newman at the Manchester University NHS 
Foundation Trust, will facilitate trials. The partners received around the same 
amount of grant funding for their part in the project, which covers the 
implementation phase. 

CE marking 
A necessary hurdle on the path to commercialisation is obtaining CE marking for the 
RNR1 assay prior to the implementation stage of the programme and to sales in the 
UK and other EEA markets. GDR was eligible for self-certification, demonstrating in-
house that the assay conforms to the relevant EU safety, health and environmental 
protection requirements. Sensitivity/specificity data will have been collected with 
collaborators as part of the development phase of the project. Data have yet to be 
publicly released, but they should be high given the needs of the customer and the 
nature of gene-based diagnostics. 

Good market potential 

First to market 
This assay is an exciting development. Particularly key to GDR is that the MT-RNR1 
ID kit is thought to be the first genetic screening test developed for use in an infant 
emergency care environment. Although the target population (the m. 1555A>G 
mutation in the MT-RNR1 gene) is relatively small (ca.0.2% UK prevalence), the assay 
is initially being positioned for screening of all babies admitted to emergency care who 
                                                                                                                                                                                   
1 https://www.hardmanandco.com/research/corporate-research/acceleration-of-news-
flow-expected/ 
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need rapid treatment with gentamicin (ca.90,000 p.a. in the UK). Widespread adoption 
by the NHS would be first-class validation of the Genedrive platform and would create 
a channel for more rapid commercialisation and uptake of similar tests in the future. 
With ca.210 intensive care units (ICU) in the UK, and assuming one Genedrive unit per 
ICU, peak sales estimates of £3.6m p.a. in the UK appear reasonable. 

Strong health economics 
Screening of all babies that require gentamicin antibiotics in acute care also has a 
strong health economics case. Around 180 patients each year are left profoundly deaf 
following gentamicin treatment (ototoxicity) due to being carriers of particular 
variants of the mitochondrial RNR1 gene2. Gentamicin is used to treat acute severe 
bacterial infections such as sepsis, and treatment must be within one hour of 
admission (NICE guidelines) for the best outcome. However, current approaches to 
identification of high-risk patients are sub-optimal, with maternal family histories 
unreliable and centralised laboratory DNA testing taking in the order of days. GDR’s 
MT-RNR1 ID kit can deliver accurate diagnostic results within 30 minutes, well within 
NICE guidelines, allowing immediate treatment with an alternative, safe antibiotic, 
should the mutation be detected.  

Used appropriately, the RNR1 test could prevent AIHL in 180 patients per year. On 
the basis of both long-term improved patient outcomes and reduced NHS costs (in 
long-term care for patients suffering from AIHL), the RNR1 test has a strong health 
economics case that should support good pricing and reimbursement agreements.  

Next steps 
PALOH study to initiate 
The implementation phase – hospital evaluation of the RNR1 assay – is now under 
way, with recruitment to the NHS “PALOH” study (Pharmacogenetics 
to Avoid Loss Of Hearing) trial to begin in January 2020. The study will focus primarily 
on the practical implications of integrating Genedrive into the neonatal emergency 
admissions process, i.e. the number of neonates identified with the genetic variant and 
the time to antibiotic treatment. It will also provide insight on the resource impact, e.g. 
nursing time and the number of Genedrive units required per ICU. 

Launches 
UK launch of the MT-RNR1 kit is anticipated in the autumn of 2020, with additional 
European market launches from 2021. Although the m. 1555A>G RNR1 prevalent 
population is lower in the US (ca.0.09%)3, the EU and US are likely to be larger markets, 
due to the scale of the European and US populations. We anticipate that GDR will 
partner with an expert for both marketing and distribution of RNR1 in the UK and 
Europe, and certainly for US market entry, where achieving 510(k) regulatory 
approval is expensive.  

Conclusions 
UK launch and reimbursement of the Genedrive device and RNR1 assay would 
significantly de-risk GDR for the first time, putting it on track to achieve its strategy of 
commercialisation of three assays by 2020, and providing its first predictable revenue 
stream. Our forecasts include RNR1-associated sales from 2020, with a real impact 
from 2022.

                                                                                                                                                                                   
2 https://www.hardmanandco.com/research/corporate-research/preventing-hearing-loss-in-newborns/  

3 Dean L. Gentamicin Therapy and MT-RNR1 Genotype. 2015 Apr 29. In: Pratt V, McLeod H, 

Rubinstein W, et al., editors. Medical Genetics Summaries [Internet]. Bethesda (MD): National Center 

for Biotechnology Information (US); 2012-.  
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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 affiliates, 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 affiliates 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 600843. Hardman Research Ltd is registered at Companies House with number 8256259. 

(Disclaimer Version 8 – Effective from August 2018) 


