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VALIRX 

VAL401 is going forward 

VAL is a clinical-stage biopharmaceutical company focused on the development of 
therapeutics for the treatment of cancer. The company has two leading assets: 
VAL201 (Phase I/II) – a peptide for advanced prostate cancer and potential to treat 
other hormone-induced indications; and VAL401 (completed Phase II) – a novel 
reformulation of risperidone, for advanced lung cancer. Both drugs are targeted at 
multi-billion-dollar markets that are inadequately served by current drugs. VAL is in a 
joint venture with the SEEK group for the VAL401 programme, with ValiSeek having 
agreed Letters of Intent with two partners to progress VAL401 further into the clinic. 

► Strategy:  VAL operates as a virtual business, outsourcing most of its activities. 
The core strategy is to develop its therapeutic assets through the early clinical 
pathway, and then seek a partner/licensing deal to complete the development 
programme and regulatory submissions to commercialise the products. 

► VAL401:  VAL401 is a proprietary formulation of risperidone for use in late-
stage lung cancer patients. The completed open-label Phase II trial with VAL401 
confirmed the palliative effect of the drug, showing improved survival times, 
together with an improvement in the quality of life of the patients treated.  

► Partnership deals:  On the back of the Phase II trial results, ValiSeek, the VAL joint 
venture company for the VAL401 programme, has been seeking partners to 
progress the drug into late-stage development and has agreed Letters of Intent 
with two international partners (from the US and from Europe) to co-finance it.  

► Risks:  New and/or first-in-class drugs carry the risk that they might fail in 
clinical trials. However, the substantial safety history of the active ingredient in 
VAL401 mitigates these risks. ValiSeek is looking for external financing with its 
new partners to fund a late-stage trial. 

► Investment summary:  VAL appears to be under-appreciated by the market. 
Reasons for this include the lack of institutional shareholders and a continuing 
need for more capital to advance its clinical programmes, thereby building value. 
On the back of clinical progress, the company is attracting potential commercial 
partners to help pay for the costs of late-stage development. This should be the 
catalyst needed to attract institutional investors into the company. 

 

Financial summary and valuation 

Year-end Dec (£m) 2015 2016 2017 2018E 2019E 2020E 

Sales 0.08 0.00 0.00 0.00 0.00 0.00 
SG&A -1.64 -1.67 -1.47 -1.76 -1.85 -1.94 
R&D -1.54 -2.38 -1.75 -1.83 -2.20 -2.64 
EBITDA -2.88 -3.94 -2.94 -3.42 -3.87 -4.41 
Underlying EBIT -2.98 -4.04 -3.13 -3.59 -4.05 -4.58 
Reported EBIT -3.03 -3.99 -3.13 -3.59 -4.05 -4.58 
Underlying PBT -2.98 -4.38 -3.57 -3.59 -4.05 -4.60 
Statutory PBT -2.57 -5.57 -3.55 -3.59 -4.05 -4.60 
Underlying EPS (p) -7.96 -6.16 -2.01 -0.57 -0.52 -0.58 
Statutory EPS (p) -6.66 -8.22 -2.00 -0.57 -0.52 -0.58 
Net cash/(debt) 0.23 -0.73 0.31 0.52 -3.09 -7.17 
Capital increase 2.68 2.61 3.60 3.38 0.00 0.00 

 

Source: Hardman & Co Life Sciences Research 
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Market data 

EPIC/TKR VAL 

Price (p) 0.6 

12m High (p) 4.24 

12m Low (p) 0.50 

Shares (m) 681.63 

Mkt Cap (£m) 4.09 

EV (£m) 3.09 

Free Float* 100% 

Market AIM 
*As defined by AIM Rule 26 

Description 

ValiRx (VAL) is a clinical-stage 

biopharmaceutical company focused 

on novel treatments for cancer and 

associated biomarkers. It currently has 

two products in Phase I/II and Phase 

II clinical trials. Its business model 

focuses on out-licensing or partnering 

drug candidates after clinical trials. 
 

Company information 
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Partners identified for VAL401 

VAL401 to be progressed into late-stage development 
Following the successful outcome from the Phase II trial with VAL401, highlighting 
both the improvement of quality of life and improved survival time of late-stage lung 
cancer patients, ValiSeek has been in discussions with potential partners in order to 
fund and conduct the next late-stage trial. VAL has a 55.5% shareholding in ValiSeek. 

Co-funding partners identified 
ValiSeek has announced that Letters of Intent have been agreed with two 
undisclosed partners to progress VAL401 further into the clinic: one from Europe 
and one from the US. As part of the agreement, the next clinical trial will be on a co-
financing basis between ValiSeek and its two partners. ValiSeek is now looking for 
external funding towards its share of the next trial costs. 

VAL’s commitment 
With respect to VAL’s existing agreement with ValiSeek, the company does not have 
any requirement to finance and progress the programme further, in line with VAL’s 
strategy for the VAL401 programme. ValiSeek will continue all the commercial 
negotiations, and VAL will benefit from potential development milestones and 
royalties on future sales.  

The Phase II results 
The Phase II trial targeted patients with stage IV NSCLC who had failed on prior 
chemotherapy, had a minimum of three months’ life expectancy and had no other 
therapeutic options other than palliative care. With VAL401, ValiSeek does not 
expect to cure this very sick patient population, but, rather, to generally improve 
overall quality of life, with a palliative effect, in addition to extending life expectancy. 

Eight patients were recruited into the trial and seven have been used for the Overall 
Survival (OS)1 analysis. Each patient was acclimatised onto the drug regimen on 
escalating doses, starting at 2mg per day, until they reached either 10mg per day or 
their maximum tolerated dose, if lower. Benchmark patients (19 untreated) were 
patients who would have been eligible for the trial but who, for various reasons, did 
not participate. 

Clinical evidence 
The Kaplan-Meier graph (see below) represents the impact of VAL401 on these late-
stage and very sick patients and shows a clear distinction between patients treated 
with VAL401 (red, seven patients) and those benchmark patients who received only 
palliative care (green, 19 patients), despite the trial being on a very small patient 
population. The statistical outcome had not been expected in such a small patient 
population. 

Patients were classified into responders and non-responders as a result of obvious 
visual clustering in survival times. Of those patients who had more than 10 days of 
VAL401 treatment, 60% fell into the responders’ group, providing an overall response 
rate of 60%. From this small patient population, data suggest that responder patients 
obtain in mean progression-free survival (PFS)2 and in mean OS of 8.7 weeks and 12.9 
weeks, respectively, compared with the non-responder population, at 4.3 weeks and 

                                                                                                                                        
1Overall survival (OS):  The length of time from either the date of diagnosis or the start of treatment for a disease, such as cancer, 

that patients diagnosed with the disease are still alive. In a clinical trial, measuring OS is one way to see how well a new treatment 
works. 

2 Progression-free survival (PFS):  The length of time during and after the treatment of a disease, such as cancer, that a patient lives 

with the disease but the disease does not get worse. In a clinical trial, measuring PFS is one way to see how well a new treatment 
works. 

ValiSeek has agreed Letters of Intent with 

two international partners to progress 

VAL401 further into the clinic 

VAL401 aims to improve the quality of life 

of late-stage lung cancer patients 

The study shows a distinction between 

responders and non-responders, and a 

60% overall response rate… 
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7.1 weeks, respectively. The difference and rationale between responders and non-
responders to VAL401 are not clear yet and will be investigated in subsequent trials. 

Kaplan-Meier survival graph from Phase II VAL401 trial 

 
Source: ValiSeek/ValiRx 

In addition, biochemical analyses on two responders suggest that VAL401 did not 
reduce the number of white blood cells and, therefore, does not cause the immune 
suppression usually seen with traditional therapies. Hence, there is potential for 
VAL401 to be taken in combination with other chemotherapy or immunotherapy drugs. 
The side effects recorded were expected, as they included effects attributed to the 
underlying disease of the patients and were also expected for risperidone use. 

Quality of life data 
With VAL401, the initial aim of ValiSeek is to extend the life expectancy of the  
late-stage lung cancer patients and to improve their quality of life. A questionnaire 
consisting of over 30 questions was completed by the patients and revealed various 
aspects of their quality of life. Nineteen specific factors were seen to have improved 
after treatment, with a general improvement in quality of life – for responders and 
non-responders, including factors shown in the table below. 

Phase II trial outcomes/quality of life (number of patients) 

Improvement in pain (4) Improvement in depression (2) 
Improvement in insomnia (2) Improvement in irritability (1) 

Improvement in appetite (2) 
Improvement in fatigue (3) and ability to take 
part in leisure activities (2) 

Source: ValiSeek/ValiRx 

Next steps 
A proposed late-stage trial in ca.200 NSCLC patients with and without standard-of-
care will be run by ValiSeek and its new partners. The CTA is expected to be 
submitted to the regulators before the end of the year, with a possible start in 2020. 

ValiSeek 
ValiSeek Ltd was formed in 2014 to progress VAL401 through pre-clinical development 
and Phase II trials for the treatment of lung cancer and other oncology indications. 
ValiSeek is a joint venture between VAL (with 55.5%) and Tangent Reprofiling 
Limited (with 37%). The CEO of ValiSeek is Dr Suzanne Dilly (holding a share of 
7.5%), who was instrumental in discovering the anti-cancer activity of VAL401 using 
technology developed at the University of Warwick and successfully progressed the 
compound through the clinical trial. VAL401 is a proprietary formulation of 
risperidone, an established CNS drug developed originally for the treatment of 
schizophrenia, and it is this specific formulation that confers the molecule anti-
cancer activity. 

…with physiological evidence suggesting 

that VAL401 could be taken in a 

combination therapy 

VAL401 improves the quality of life of 

lung cancer patients in 19 specific factors 

The next trial will be co-funded with its 

partners 

ValiSeek is a joint venture between VAL 

(55.5%) and Tangent Reprofiling (37%) 
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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) 
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